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SUMMARY OF BIOPHARMACEUTIC STUDIES AND ASSOCIATED 
ANALYTICAL METHODS

COVID-19 diagnostic and severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) 
human serological assays were utilized in support of the Phase 1 and 2/3 clinical evaluation 
of BNT162b2 (BioNTech code number BNT162, Pfizer code number PF-07302048), an 
investigational vaccine intended to prevent COVID-19, which is caused by SARS-CoV-2. 
Assay descriptions and summaries of the qualification or validation studies performed for 
each assay method are included in Section 5.3.1.4 Reports of Bioanalytical and Analytical 
Methods for Human Studies or Section 5.3.5.1 Study Reports and Related Information of 
Controlled Clinical Studies Pertinent to the Claimed Indication. Per communications with the 
Center for Biologics Evaluation and Research, primary endpoint assays used in the Phase 2/3 
studies are validated; whereas assays used for exploratory endpoints are qualified.  

Table 1 lists each bioanalytical method, the location of its corresponding assay summary, and 
the assay parameters, including limit of detection (LOD), the lower and upper range, and/or 
the assay’s lower limit of quantitation (LLOQ). 

Table 1. Summary of Bioanalytical Methods for Human Studies

Bioanalytical Method Title and 
Section 

Location

Assay Parameters

LOD Lower 
Range

Upper 
Range

LLOQ

Cepheid Xpert® 
Xpress SARS-CoV-2a

5.3.1.4
VR-MVR-10080

0.01 
FFU/mL N/A N/A N/A

Roche Elecsys 
SARS-CoV-2 
N-Binding Antibody 
Assaya

5.3.1.4
VR-MVR-10081

N/A N/A N/A N/A

Single-plex Direct 
Luminex Assay for 
Quantitation of SARS-
CoV-2 S1-binding IgG 
in Human Serumb

5.3.1.4
VR-MQR-10211

N/A 0.002533 
U/mL well 
concentration

0.128000 
U/mL well 
concentration

1.2665 
Dilution adjusted 
U/mL

Single-plex Direct 
Luminex Assay for 
Quantitation of SARS-
CoV-2 
RBD-binding IgG in 
Human Serumb

5.3.1.4
VR-MQR-10212

N/A 0.002301 
U/mL well 
concentration

0.128000 
U/mL well 
concentration

1.1505 
Dilution adjusted 
U/mL
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Table 1. Summary of Bioanalytical Methods for Human Studies

Bioanalytical Method Title and 
Section 

Location

Assay Parameters

LOD Lower 
Range

Upper 
Range

LLOQ

mNeonGreen 
SARS-CoV-2 
Microneutralization 
Assayb

5.3.1.4
VR-MQR-10214

20 N/A N/A N/A

mNeonGreen SARS-
CoV-2 
Microneutralization 
Assaya,c

5.3.1.4
VR-MVR-10083

20 41 3187 41

ELISpot Assayb 5.3.5.1
BNT 162-01, 
Appendix 
16.1.14 
R-20-0244

N/A N/A N/A N/A

5.3.5.1
BNT 162-01,
Appendix 
16.1.14
GA-RB-022-
01A

N/A N/A N/A N/A

Intracellular Cytokine 
Staining (ICS) for 
BNT162b1b

5.3.5.1
BNT 162-01, 
Appendix 
16.1.14
R-20-0235

N/A N/A N/A N/A

Intracellular Cytokine 
Staining (ICS) for 
BNT162b2b

5.3.5.1
BNT 162-01, 
Appendix 
16.1.14
R-20-0241

N/A N/A N/A N/A

a. Validation performed on method
b. Qualification performed on method
c. NT50 ranges shown.
Abbreviations: FFU = focus forming units; ICS = intracellular cytokine staining; LOD = limit of detection; 
LLOQ = lower limit of quantitation; N/A = not applicable; NT = neutralizing titer; U = units
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1. HISTORICAL REVISION SUMMARY

Table 1. Chronological Summary of Previous Versions

Version # Effective Date Originator Summary
2.0 Current Pei-Yong Shi Approved.
1.1 20200614 Xuping Xie Revised…
1.0 20200529 Camila Fontes New Document

2. PURPOSE

This document describes the procedure for a manual 96-well SARS-CoV-2-mNG 
reporter virus neutralization assay (SARS-CoV-2_NT) designed to measure functional, 
neutralizing antibodies specific for SARS-CoV-2 in test serum using Cytation 5 Image 
Reader.

3. SCOPE

The scope applies to all personnel in the Shi Lab at UTMB responsible to support Pfizer 
clinical study.

NOTE: Procedures for other UTMB and Pfizer groups may vary in format, content, 
numbering, and approval procedures.

4. GLOSSARY

Table 2. Terms and Definitions

TERM DEFINITION
Ab Antibody
Batch   A sample list for an assay.  One batch contains all samples tested in 

a single assay run.
BSC Biological Safety Cabinet
Cytation 7 Cell imaging multi-mode reader manufactured by Biotek
FBS Fetal Bovine Serum
FFU Focus Forming Units
Gen5 Software associated with the Cytation 7

FDA-CBER-2021-5683-0142292
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GMT Geometric Mean Titer
HBSS Hanks' Balanced Salt Solution
Hoechst 33342 Cell-permeant nuclear counterstain that emits blue fluorescence 

when bound to dsDNA
Monolayer Cell culture in which cells are grown in a single homogenous layer
PPE Personal Protective Equipment 
PBS Phosphate Buffered Saline
ROP Read Out Plate
SARS-CoV-
2_NT

Manual 96-well neutralization assay for the detection of functional 
antibodies to SARS-CoV-2

SARS-CoV-2 
Critical Reagent 
Reference Form

SARS-CoV-2_NT reference document that contains clinical or 
developmental study-specific information, eg, viral bank number, 
viral bank date, viral stock solution dilution, and staining antibody 
information.  One critical reagent form is created prior to the start of 
each clinical study or assay development activity.

QCS Quality Control Sample
QNS Quantity Not Sufficient
SAP Sample Assay Plate
SARS-CoV-2 Severe acute respiratory syndrome coronavirus 2
SARS-CoV-2-
mNG

SARS-CoV-2-mNeonGreen reporter virus

SOP Standard Operating Procedure
Titer The reciprocal of the dilution of a test serum required to neutralize 

virus at a specified percentage of the viral input in a neutralization 
assay

VSS Viral Stock Solution
Vero African green monkey kidney epithelial cells

5. GENERAL

The SARS-CoV-2_NT is a biofunctional assay designed to measure total serum 
antibody levels capable of neutralizing SARS-CoV-2 infection of cells in culture.

The SARS-CoV-2-NT is a three-day assay, performed manually.  On Day 0, African 
green monkey kidney epithelial cells (Vero) are seeded into 96-well tissue-culture 
treated plates.  On Day 1, serial dilutions of heat-inactivated immune sera in sample 
assay plates (SAPs) are incubated with SARS-CoV-2-mNG reporter virus for 60 
minutes to allow antigen specific antibodies to bind to the virus.  The reaction is then 
transferred onto the Vero cell monolayer read-out plates (ROPs) and allowed to 
incubate overnight; only non-neutralized virus is able to infect the cells.  On Day 2, 
productive viral infection is detected in live cells using the mNeonGreen expressed by 
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the reporter virus.  Live cells are stained with Hoechst 33342.  Both viral foci and live 
cells are enumerated from the ROPs on a Cytation 7 reader.

A sample titer is calculated as the reciprocal serum dilution at which a specific 
percentage of the virus is neutralized (eg, 50% or 90% of the virus).  This value is 
referred to as the titer determining value (TDV).  To calculate this percentage, an 
infection rate must first be determined by dividing the number of viral foci by live cells in 
any given well.  The percent neutralization is then determined by comparing the 
infection rates of the serum containing wells to that of the control wells without serum 
samples.  A titer is calculated for each of the two replicates of a sample and the 
geometric mean titer (GMT) of the two is reported as the final sample titer.

The initial serum dilution for the SARS-CoV-2_NT is 1:20, which, along with a 9-point 2-
fold serum dilution series, enables a potential plate titer range of 20 to 5,120.  Samples 
that receive titers greater than 5,120 are retested after pre-dilution in assay buffer.  
Samples that fail to neutralize at the TDV when tested at the lowest serum dilution of 
1:20 are reported to have a neutralizing titer of 10, one half of the LOD of 20.

A quality control sample (QCS) is run on each assay plate to assess plate and run 
suitability.  Plating of Vero onto the ROPs occurs at least 20 hours prior to the infection 
of the monolayer.  This incubation time allows the cells to adhere to the plate surface 
and grow to a confluent monolayer to allow for consistent measurement of infection.

6. RESPONSABILITIES

 All personnel must be trained and knowledgeable with the process. Personnel can 
have multiple roles within the process but may only sign once with the most 
appropriate approval code.

Table 3. Roles and Responsibilities

Roles Responsibilities
SARS-CoV-2_NT 
-Analyst
-Coordinator
-Data Analyst
CF

 Read, understand, and complete training and qualification on 
this test method.

 Read, understand, and complete training on applicable 
equipment operating manuals, procedures and test methods 
that are required to execute the procedure described in this 
document.

 Execute this test method and complete SHI-TM-10011-FM01
and SHI-TM-10011-FM02.

 Consult with the PI if there are any questions related to the 
procedure itself or serum samples, if an atypical event is 

FDA-CBER-2021-5683-0142294
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observed or if a protocol deviation occurs.
 Provides detailed scheduling of all SARS-CoV-2_NT runs.
 Creates assay run batches and corrects run information with 

QNS information from the annotated SHI-TM-10011-FM01.
 Prepare SARS-CoV-2_NT assay plates
 Maintain and grow Vero cells.
 Plate the appropriate concentration of Vero cells

Reviewer XP  Review SARS-CoV-2_NT documentation to ensure 
completeness of data entry and compliance with Shi Lab
policies.  Direct the SARS-CoV-2_NT Analyst to correct 
documentation errors.

 Verify that documentation is complete and compliant.
Supervisor PY  Read and understand this test method.

 Review and approve this test method.
 Ensure that SARS-CoV-2_NT analysts executing this test 

method are trained in the appropriate procedures and test 
methods.

 Provide guidance to SARS-CoV-2_NT analysts and reviewers 
and answer any questions that arise during the execution of this 
procedure.

7. SAFETY

 Biosafety level 3 (BSL-3) precautions are required for any work with SARS-CoV-2 
virus and has to be handled in accordance with BSL-3 procedures.

o Prior to starting work at BSL3:
o Register as BSL3 worker and complete the training and access requirements 

for BSL3 facilities:
 UTMB BSL3 training course
 BSL3 facility specific training and access checklist form
 BSL3 check off
 BSL3 mentorship

 All laboratory work is to be carried out in compliance with UTMB safety policies and 
generally accepted laboratory safety guidelines.

 Refer to Laboratory Safety Reference Manual found on UTMB Website at 
https://liveutmb.sharepoint.com/:b:/r/sites/collaboration/webfiles/Shared%20Docume
nts/EHS/Website_Files/UTMB%20Safety%20Manual%202019_3-5-
20.pdf?csf=1&web=1&e=lKehru

8. MATERIALS AND EQUIPMENT
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 Cell bank of Vero African green monkey kidney epithelial cells (ATCC CCL81). Each 
vial is used from p1 to p35.

 Viral stock of SARS-CoV-2 mNeonGreen, prepared in individual use aliquots (virus 
construction described in Xie et al 2020). Viral stock is at ~2x107 PFU/mL.

 Black µCLEAR flat-bottom 96-well plates (Greiner Bio-one™ 655090)
 Corning™ Clear Polystyrene 96-Well Microplates, round bottom (Corning Cat. No: 

3799) 
 DMEM (Gibco Cat. No: 11965-092)
 Fetal Bovine Serum (Hyclone Cat. No.: SH30071.03)
 Penicillium-Streptomycin (P/S) (10,000 U/ml) (Gibco Cat. No: 15140-122)
 Gibco™ Trysin-EDTA (0.25%), phenol red (Gibco Cat. No.: 25200072)
 Phosphate Buffered Saline (PBS) solution, pH 7.4 (Gibco Cat. No.: 10010-023)
 Gilson™ Accessory for PIPETMAN Complete Pipetting System 
 Reagent Reservoirs 25 ml (Gilson Cat. No.: F267660) & 50 ml (Gilson Cat. No.: 

F267670)
 Cell Counting slides for TC10™/TC20™ Cell Counter, dual-chamber (Bio-Rad Cat. 

No.: 1450011)
 Corning™ Cell Culture Treated flasks .2µM Vent Cap T175cm2 (Corning™ Cat. No.: 

431080)
 VACUBOY Hand Operator (INTEGRA Biosciences)
 Eppendorf Xplorer pipette, electronic 12 channel pipette 15-300 µL (Eppendorf Cat. 

No.: 4861000031)
 TC20™ Automated Cell Counter (Bio-Rad)
 Dualfilter 200ul (filtered tips) (Eppendorf Cat. No.:0030077.555)
 Hank’s Balanced Salt Solution (HBSS) (1X) (Gibco Cat. No:14025-092)
 Breath-Easy sealing membrane. (Diversified Biotech Cat No.: BEM-1)
 Tissue culture CO2 incubator 
 Cell Imager or inverted microscope
 Microplate Reader (BioTek) (Cytation 7 Cell Imaging Multi-Mode Reader)
 Hoechst 33342 (20mM) (Thermo Scientific Prod # 62249)
 DMEM (1X) (Phenol Red Free) (Gibco Cat. No: 31053-028)
 GlutaMAXTM-1 (100X) (Gibco Cat. No: 35050-061)

9. PROCEDURE

9.1. Day 0: Preparation of ROPs
o Note:  Refer to Tables 3-9 of SHI-TM-10011-FM01.
o Ensure the incubators are reading at 37°C/5% CO2.  Confirm that water 

reservoir is full.

9.1.1. Seeding Cells
o Seed cells into 96-well plate Black Microplates.

FDA-CBER-2021-5683-0142296
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o Remove the cotton filter from 2ml serological pipette and assembly on the 
hand operator of the VACUBOY

o Remove the medium from the cells using the VACUBOY. 
o Briefly rinse the cell layer with 25ml PBS (same volume as the growth 

medium) to remove all traces of serum that contains trypsin inhibitor. Remove 
PBS using the VACUBOY.  Repeat, wash twice.

o Note: make sure rinse every corner of the flask to get rid of any trypsin 
inhibitor.

o Add 3ml Trypsin-EDTA solution.  Observe cells under an inverted microscope 
until cell layer is dispersed (usually within 2 minutes at RT).

o Note: The activity of trypsin decreases when stored at 4°C. Do not store 
trypsin at 4°C for > 1 week.

o Hit/tap the flask to detach cells, add 10 mL of complete growth medium and 
shake the flask to let the medium cover all the trypsinazed cells in order to 
inhibit the trypsin.  Aspirate the cell suspension by gently pipetting and 
transfer the cell suspension into 50ml falcon tube.

o Centrifuge, RT, 3min, 1200rpm (300g)
o Remove media carefully don’t get too close to the cells.
o Resuspend cells in phenol red free media (DMEM phenol red free, 2% FBS, 

1% P/S, 2% GlutaMAX).  Disperse cells by tapping the tube with finger gently, 
this is critical steps make sure cells are evenly dispersed.  Add 5ml of media, 
keep tapping and swirling to resuspend, add more media (10-20 ml mix by 
pipetting up/down).  Note: Using phenol red free media reduces the 
background when reading the plate.

o Count using the cell counter (C-Chip DHC-N01-5). Count live cells. Get a 
microcentrifuge tube and mix 50ul of trypan blue with 50ul of cell suspension.  
Add mixture to both sides of counting slide, count both sides to get the 
average of live cells. 

o Dilute to 2.4×105 cells/ml. Add 50 µl of the diluted cell suspension to each 
well in the 96-well plate (ROP) to reach 1.2×104 cells/well. Note: to make 
sure the cells are evenly distributed in the 96-well plate. Leave the plate on 
the bench after seeding about 5-10min, then hit/tap the plate gently to make 
cells evenly distribute in the wells. 

 Example: 1-96W plate 50ul/well, live cell count= 1.0×106     

FDA-CBER-2021-5683-0142297
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o Add 1-5 ml of the remaining cell suspension to new culture flask to continue 
to grow cells depending on your needs.

o Incubate cell plates at 37°C. 6. Ensure ROPs have incubated at least 20 
hours prior to execution of Transfer of Neutralization Reaction onto ROPs

9.2. Day 1: Preparation of SAPs
o Note:  Refer to Tables 3-9 of SHI-TM-10011-FM01.
o Ensure the incubators are reading at 37°C/5% CO2.  Confirm that water 

reservoir is full.
o Inspect 6 wells at random of 2 ROPs per run under the light microscope to 

ensure the monolayer is healthy with no microbial contamination and has 
≥80% confluency.  A healthy Vero monolayer is evenly dispersed squamous 
cells adhered to the bottom of the ROP well.  Record abnormalities in Table 
13 of SHI-TM-10011-FM01.

o ROP. Label and number each plate appropriately (typically 1-12) in the 
Biosafety hood with marker and store in 37 °C/5% CO2 until transfer.

ROP lid labeling 

FDA-CBER-2021-5683-0142298
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ROP side labeling 

o Heat inactive all the sera at 56C, 30mins (If needed)

9.2.1. Sera Dilution/Infection
o SAP. Take a new 96-well plate with lid (clear plate, for dilutions). Label and 

number each plate appropriately (typically 1-12) in the Biosafety hood with 
marker.

SAP lid labeling 

SAP side labeling 

o
o Prepare serial dilutions of serum.  Refer to SHI-SOP-10002 to process 

samples.
o Prepare 10 serials of 2-fold dilutions. The highest dilution is 10 folds. Prepare 

duplicates. See step 5
D1 D2 D3 D4 D5 D6 D7 D8 D9 D10
10 20 40 80 160 320 640 1280 2560 0

D1: 6 μl + 56 μl 2% FBS medium.
D2-D9: 30 μl diluted samples + 30 μl medium.

o Transfer proper medium (according to cell type, phenol red free 
DMEM+2%FBS+1%P/S) to the 50ml reservoir to facilitate the use of a 
multichannel pipette (each plate needs 3.3ml, aliquot 4ml for each plate)

o Skip the first column. The outer wells are not used.
o Columns #3-11 add 30 µl DMEM+2%FBS+1%P/S.  
o Notes: Columns 3-10, add 30 µl DMEM+2%FBS+1%P/S for 2-fold serial 

dilution from column 3. Column #11 on the 96W plate is control without any 
antibody.

o Columns #3-10, add 30 µl DMEM+2%FBS+1%P/S for 2-fold serial dilution 
from column 3

o Column #1 and 12, add 60 µl DMEM+2%FBS+1%P/S.

FDA-CBER-2021-5683-0142299
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o Column #2 add 54 µl DMEM+2%FBS+1%P/S, then mix with 6 µl serum.  Mix 
without creating bubbles.   Note: the starting dilution is 1:10, then followed 
with 10, 20, 40, 80, 160, 320, 640, 1280, 2560 dilutions (refer to step 4).  
Overall dilution will be 1:20 once virus is added.

o Column #2, mix using an electronic 12-channel pipette (settings, P/M, 30/50, 
speed 6/4, 5X), discard the tips

o Load new tips, transfer 30 µl from column #2 to column #3 (settings, P/M, 
30/50, speed 6/4, 5X), discard the tips

o Repeat step 12 for column #4 to #10
o Attention: remember to take 30 µl from column #10 after dilution and discard.  

The total volume of the dilute serum should be 30µl/well
o Sera dilution plate set-up (SAP).  Samples are run in duplicates. The outer 

wells are not used for dilutions, just add media.  Column 11 is reserved for 
viral input (wells B11-G11).  Column 12 is reserved for cell control to monitor 
cell contamination (wells B12-G12).  Row H is reserved for a QCS (wells H2 
H10).  The QCS is used to assess plate and run suitability.

Well 1 2 3 4 5 6 7 8 9 10 11 12

Reciprocal 
Serum 
Dilution

N/A 20 40 80 160 320 640 1,280 2,560 5,120 N/A N/A

A

M
ed

ia
 +

 V
ir

u
s

Media + Virus

B Test Sample 1 (Virus+Serum)

V
ir

u
s 

in
p

u
t 

co
n

tr
o

l

C
el

l 
co

n
tr

o
lC Test Sample 1 replicate (Virus+Serum)

D Test Sample 2 (Virus+Serum)

E Test Sample 2 replicate (Virus+Serum)

F Test Sample 3 (Virus+Serum)

G Test Sample 3 replicate (Virus+Serum)

H Quality Control Sample (Virus+Serum) Media + Virus

9.2.2. Processing of SAPs
o Transfer SAPs and ROPs to BSL3.
o Note:  Refer to Tables 3-9 of SHI-TM-10011-FM01.
o Ensure the incubators are reading at 37°C/5% CO2.  Confirm that water 

reservoir is full.
o Confirm a correct set of assay plates.  
o Inspect plates to confirm that all wells of each SAP contain approximately 30 

µL liquid and that volumes are consistent from well to well.  Use the Atypical 
Event(s) box (Table 13 of SHI-TM-10011-FM01) to record the location of any 
wells that have no liquid or appear to have a volume other than 30 µL.  Do not 
use a pipette to measure well volumes; this step is a visual inspection only.
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o Number each SAP with a marker.  The hand-written number dictates the 
order in which the SAPs will receive a reagent and corresponds to its 
respective ROP.

o Place ROPs in incubator.

9.2.3. Preparation of Viral Stock Solution
o Note:  Refer to Table 7 of SHI-TM-10011-FM01.
o Perform all manipulations of reagents and active virus in a Level II biosafety 

cabinet within the BSL-3 laboratory using sterile techniques.
o In BSC add 30 μl diluted SARS-CoV2-mNG virus. 1µl reporter virus + 29µl 

media/well (phenol red free). Any new batch of virus should be tested before 
use. Use the volume of virus that can cause about 30% infection rate at 24 h 
post-infection. 

o Complete Viral Stock Solution (VSS) Table; verify with another analyst.
o Remove the appropriate number of frozen viral stock vials from -80 °C 

freezer.
o Thaw virus in distilled water at room temperature.
o If multiple vials are needed, pool all vials into a larger tube and pipette up and 

down 3 times to ensure proper mixing.
o Label a sterile bottle “VSS”.  Add the appropriate volume of Assay Media.
o Add the appropriate volume of SARS-CoV-2-mNG into VSS bottle and gently 

swirl to mix.

9.2.4. Addition of Viral Stock Solution to SAPs and Neutralization of Virus
o Transfer diluted virus to the 25ml reservoir to facilitate the use of a 

multichannel pipette (each plate needs ~2ml, 60 wellsx30µl=1800µ, always 
make 1ml extra to the total volume to avoid running out)

o Add 30μl of diluted virus to each well of the plate which containing diluted 
sera (SAP).  Mix using an electronic 12-channel pipette (settings, P/M, 30/50, 
speed 6/4, 5X), after each column discard the tips

o Incubate at 37°C/5% CO2 for 1 hour.  
o Record the start and end times for this incubation in Table 8 in SHI-TM-

10011-FM01.

9.2.5. Transfer Neutralization Reaction onto ROPs and Decontamination of 
SAPs

o Note:  Refer to Table 9 of SHI-TM-10011-FM01.
o Remove ROPs from incubator.
o Transfer 50μl virus-Ab diluted plate (SAP) to 96-well plate seeded on day 0

(ROP) (plates containing cells 1.2x104 in 50 μl/well, after adding the diluted 
reporter virus the total volume of each well will be 100µl).  Mix using an 
electronic 12-channel pipette (settings, P, 50/80, speed 3/3, 3X), after each 
column discard the tips.  Note: do not touch the bottom of the plate, add the 
mixture on the side of the well, make sure the pipette tip is touching the media 
to avoid making bubbles when mixing.  It is very important to avoid bubbles, 
mix well, and do not disturb the cells to get an even infection.
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o ROP.  Cells+Ab+reporter plate set up (black plate)
1 2 3 4 5 6 7 8 9 10 11 12

A
Sample 1 B +V +V +V +V +V +V +V +V +V +V No virus
Sample 1 C +V +V +V +V +V +V +V +V +V +V No virus
Sample 2 D +V +V +V +V +V +V +V +V +V +V No virus
Sample 2 E +V +V +V +V +V +V +V +V +V +V No virus
Sample 3 F +V +V +V +V +V +V +V +V +V +V No virus
Sample 3 G +V +V +V +V +V +V +V +V +V +V No virus

H

o Incubate ROPs at 37°C5% CO2 for 16-24HR.
o Record the time the ROPs were placed in incubator in Table 9 of SHI-TM-

10011-FM01.

9.3. Day 2: Acquire images
o Note:  Refer to Tables 10-12 of SHI-TM-10011-FM01.
o At 16-24 h post-infection, read the plate using Cytation 7 Cell Imaging Multi-

Mode Reader
o Prior to imaging, carefully examine the instrument CytationTM 7, bioStackTM 

4 robotor and the workplace. Please ensure no used plates or any boxes 
blocking the plate carrier. 

o Power on the instrument, wait about 5 minutes to warm up the instrument. 
Green light will show on the machine if instrument if it is ready. Open the 
Gen5 software from the instrument attached computer and make sure the 
software communicates with the instrument. Choose the right program for 
reading (Since all the reading will be performed with plate lid-on, please make 
sure the lid has been selected in your program). 

o If the bioStackTM 4 is going to be used for your experiment, place test-plates 
(set of empty plates dedicated for testing only) on the bioStackTM 4 robotor 

FDA-CBER-2021-5683-0142302
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and run a quick test to verify the system and protocol.  Ensure the 
bioStackTM 4 robotor transfers the plates smoothly.  

o If the instrument is under any abnormal conditions, do not use the instrument. 
Notify the lab manager or PI immediately. 

o Weekly System Checks and Calibration plate instructions are described in 
SHI-SHOP-10006

9.3.1. Preparation and Addition of Hoechst 33342 Solution to ROPs
o Carefully transfer the plates in a secondary container from the incubator to 

the biosafety cabinet. 
o Add 25 μl diluted Hoechst 33342 Solution (500-fold in HBSS) to each well of 

the 96-well plates.  
o Seal the plates carefully with films. 
o Incubate plate at 37°C for about 20 minutes.  

9.3.2. Image Acquisition and Counting on the Cytation 7
o After surface decontamination with calvicide, carefully transfer the plate with a 

secondary container to CytationTM 7 or BioStackTM 4 to acquire images by 
following the operation manual attached to the instrument.

o The individual who performed scanning and counting completes the “Cytation 
7 Analyst” section of Table 1 of SHI-TM-10011-FM01 and enters the date that 
these steps were completed.

o At the end of the experiment, remove the plate from the carrier and transfer it 
to the biosafety cabinet. Use 70% ethanol to wipe out the plate carrier. And 
power off the instrument. Disinfect and dispose all the plates and liquid 
properly according to the laboratory waste disposal procedures.

9.4. Analysis of Data and Calculation of SARS-CoV-2_NT Titers
o The individual who performs data analysis completes the “SAS Operator/Data 

Analyst” section on Table 1 of SHI-TM-10011-FM01 and enters the date the 
steps were completed.

o SARS-CoV-2_NT serum titers are calculated, and data is interpreted 
according to the instructions outlined in SHI-SOP-10011

o Complete Table 14 of SHI-TM-10011-FM01.

9.5. SARS-CoV-2_NT Data and Document Review
o The individual who performs data and document review completes the 

“Reviewer” section on Table 1 of SHI-TM-10011-FM01 and enters the date 
the steps were completed. 

o Assembly of SARS-CoV-2_NT data packages, review of worksheets to 
confirm that proper documentation practices are followed, and review and 
processing of data are described in SHI-SOP-10012. Checklists and 
comments for the documentation reviews are provided in SHI-TM-10011-
FM01 Tables 15 and 16.
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16.2.7.1 Adverse Events Legend Page 

Category Abbreviation Text 
  

Action - Study Vaccine Dose NA Not applicable 

  P Investigational product withdrawn 

Action - Subject TC Concomitant drug treatment given 

  TCN Concomitant non-drug treatment given 

  W Withdrawn from study 

Cause of AE CD Concomitant drug treatment 

  CND Concomitant non-drug treatment 

  O Other 

Outcome F Fatal 

  N Not recovered/not resolved 

  R Recovered/resolved 

  RS Recovered/resolved with sequelae 

  RG Recovering/resolving 

  UNK Unknown 

Toxicity Grade 1 Mild 

  2 Moderate 

  3 Severe 

  4 Life-threatening 

System Organ Class BLOOD Blood and lymphatic system disorders 

  CARD Cardiac disorders 

  CONG Congenital, familial and genetic disorders 

  EAR Ear and labyrinth disorders 

  ENDO Endocrine disorders 

  EYE Eye disorders 

  GASTR Gastrointestinal disorders 

  GENRL General disorders and administration site conditions 
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16.2.7.1 Adverse Events Legend Page 

Category Abbreviation Text 
  

  HEPAT Hepatobiliary disorders 

  IMMUN Immune system disorders 

  INFEC Infections and infestations 

  INJ&P Injury poisoning and procedural complications 

  INV Investigations 

  METAB Metabolism and nutrition disorders 

  MUSC Musculoskeletal and connective tissue disorders 

  NEOPL Neoplasms benign, malignant and unspecified (incl cysts and polyps) 

  NERV Nervous system disorders 

  PREG Pregnancy, puerperium and perinatal conditions 

  PSYCH Psychiatric disorders 

  RENAL Renal and urinary disorders 

  REPRO Reproductive system and breast disorders 

  RESP Respiratory, thoracic and mediastinal disorders 

  SKIN Skin and subcutaneous tissue disorders 

  SOCCI Social circumstances 

  SURG Surgical and medical procedures 

  VASC Vascular disorders 

  

PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:48) Source Data: adae Table Generation: 17NOV2020 (22:37)  

(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: ./nda2_unblinded/C4591001_IA_P3_2MPD2/ae_legend  
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16.2.7.1.IA1 Adverse Events Legend Page 

Category Abbreviation Text 
  

Action - Study Vaccine Dose N No other action 

  NA Not applicable 

  O Other action taken 

  UNK Unknown 

  P Investigational product withdrawn 

Action - Subject TC Concomitant drug treatment given 

  TCN Concomitant non-drug treatment given 

  W Withdrawn from study 

Cause of AE CD Concomitant drug treatment 

  CND Concomitant non-drug treatment 

  O Other 

Outcome F Fatal 

  N Not recovered/not resolved 

  R Recovered/resolved 

  RS Recovered/resolved with sequelae 

  RG Recovering/resolving 

  UNK Unknown 

Toxicity Grade 1 Mild 

  2 Moderate 

  3 Severe 

  4 Life-threatening 

System Organ Class BLOOD Blood and lymphatic system disorders 

  CARD Cardiac disorders 

  CONG Congenital, familial and genetic disorders 

  EAR Ear and labyrinth disorders 

  ENDO Endocrine disorders 

09
01

77
e1

95
ac

50
bb

\F
in

al
\F

in
al

 O
n:

 0
2-

D
ec

-2
02

0 
14

:1
4 

(G
M

T
)

 

Page 3

FDA-CBER-2021-5683-0126029



16.2.7.1.IA1 Adverse Events Legend Page 

Category Abbreviation Text 
  

  EYE Eye disorders 

  GASTR Gastrointestinal disorders 

  GENRL General disorders and administration site conditions 

  HEPAT Hepatobiliary disorders 

  IMMUN Immune system disorders 

  INFEC Infections and infestations 

  INJ&P Injury poisoning and procedural complications 

  INV Investigations 

  METAB Metabolism and nutrition disorders 

  MUSC Musculoskeletal and connective tissue disorders 

  NEOPL Neoplasms benign, malignant and unspecified (incl cysts and polyps) 

  NERV Nervous system disorders 

  PREG Pregnancy, puerperium and perinatal conditions 

  PSYCH Psychiatric disorders 

  RENAL Renal and urinary disorders 

  REPRO Reproductive system and breast disorders 

  RESP Respiratory, thoracic and mediastinal disorders 

  SKIN Skin and subcutaneous tissue disorders 

  SOCCI Social circumstances 

  SURG Surgical and medical procedures 

  VASC Vascular disorders 

  

PFIZER CONFIDENTIAL SDTM Creation: 14OCT2020 (21:27) Source Data: adae Table Generation: 30NOV2020 (23:06)  

(Cutoff Date: 06OCT2020, Snapshot Date: 14OCT2020) Output File: ./nda2 unblinded/C4591001 IA P3 1MPD2 Renumbered/ae legend  
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

BNT162b1 18-55 10 μg C4591001 

1001 

10011004 

1 04MAY2020 Redness (svt) N   N N N N N 
  

            Swelling (svt) N   N N N N N 
  

            Pain at the 

injection site 

Mild   N N N N N 04MAY2020 1 

        2 26MAY2020 Redness (svt) N N     N N N 
  

            Swelling (svt) N N     N N N 
  

            Pain at the 

injection site 

Mild N     N N N 26MAY2020 1 

      C4591001 

1001 

10011006 

1 06MAY2020 Redness (svt) N   N N N N N 
  

            Swelling (svt) N   N N N N N 
  

            Pain at the 

injection site 

N   N N N N N 
  

        2 27MAY2020 Redness (svt)   N   N N N   
  

            Swelling (svt)   N   N N N   
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

  N   N N N   
  

      C4591001 

1001 

10011007 

1 06MAY2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild N N N N N N 06MAY2020 1 

        2 28MAY2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild N N N N N N 28MAY2020 1 

      C4591001 

1001 

10011008 

1 06MAY2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild Mild N N N N 08MAY2020 2 

        2 27MAY2020 Redness (svt) N N N   N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Swelling (svt) N N N   N N N 
  

            Pain at the 

injection site 

N Mild Mild   N N N 29MAY2020 2 

      C4591001 

1001 

10011009 

1 06MAY2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 27MAY2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild N N N N N 28MAY2020 1 

      C4591001 

1002 

10021003 

1 04MAY2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild N N N N N N 04MAY2020 1 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

        2 26MAY2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild Mild Mild N N N 29MAY2020 4 

      C4591001 

1002 

10021004 

1 04MAY2020 Redness (cu)   2           
  

            Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 26MAY2020 Redness (cu)   1           
  

            Redness (svt) N N N N N N N 
  

            Swelling (cu) 1 1 1         
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 27MAY2020 2 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

      C4591001 

1002 

10021007 

1 06MAY2020 Redness (svt) N N N   N N N 
  

            Swelling (svt) N N N   N N N 
  

            Pain at the 

injection site 

N N N   N N N 
  

        2 26MAY2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild N N N N N 27MAY2020 1 

      C4591001 

1002 

10021009 

1 06MAY2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 07MAY2020 2 

        2 26MAY2020 Redness (cu) 1             
  

            Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

Mod Mild Mild N N N N 28MAY2020 3 

      C4591001 

1002 

10021011 

1 06MAY2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild N N N N N N 06MAY2020 1 

        2 26MAY2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild N N N N N N 26MAY2020 1 

      C4591001 

1002 

10021012 

1 05MAY2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 26MAY2020 Redness (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1002 

10021013 

1 06MAY2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 07MAY2020 2 

        2 26MAY2020 Redness (cu) 4 2 1 1       
  

            Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild Mild Mild N N N 29MAY2020 4 

    20 μg C4591001 

1001 

10011067 

1 01JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

N Mild Mild Mild Mild N N 05JUL2020 4 

        2 22JUL2020 Redness (svt) N N N N   N   
  

            Swelling (svt) N N N N   N   
  

            Pain at the 

injection site 

Mild Mild Mild Mild   N   25JUL2020 4 

      C4591001 

1001 

10011068 

1 29JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (cu)   5           30JUN2020 1 

            Swelling (svt) N Mild N N N N N 
  

            Pain at the 

injection site 

Mild Mod N N N N N 30JUN2020 2 

        2 20JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild Mild N N N N 22JUL2020 3 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

      C4591001 

1001 

10011070 

1 01JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 22JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1001 

10011071 

1 01JUL2020 Redness (svt) N N N N N   N 
  

            Swelling (svt) N N N N N   N 
  

            Pain at the 

injection site 

N N N N N   N 
  

        2 22JUL2020 Redness (cu) 1             
  

            Redness (svt) N N N N N N N 
  

            Swelling (cu) 2 2           
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mod N N N N N 23JUL2020 2 

      C4591001 

1001 

10011076 

1 01JUL2020 Redness (svt) N N N   N N N 
  

            Swelling (cu)   5           02JUL2020 1 

            Swelling (svt) N Mild N   N N N 
  

            Pain at the 

injection site 

Mild Mod Mild   N N N 03JUL2020 3 

        2 21JUL2020 Redness (svt) N N N   N N N 
  

            Swelling (svt) N N N   N N N 
  

            Pain at the 

injection site 

N Mild Mild   Mild N N 25JUL2020 4 

      C4591001 

1002 

10021079 

1 29JUN2020 Redness (cu)   1           
  

            Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

Mild Mild N N N N N 30JUN2020 2 

        2 21JUL2020 Redness (cu)   1           
  

            Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild N N N N N 22JUL2020 1 

      C4591001 

1002 

10021080 

1 01JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 21JUL2020 Redness (svt) N N N N N N   
  

            Swelling (svt) N N N N N N   
  

            Pain at the 

injection site 

N Mild Mild N N N   23JUL2020 2 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

      C4591001 

1002 

10021081 

1 01JUL2020 Redness (svt) N   N N N N N 
  

            Swelling (cu) 14             01JUL2020 1 

            Swelling (svt) Mod   N N N N N 
  

            Pain at the 

injection site 

Mod   Mild Mild N N N 04JUL2020 4 

        2 21JUL2020 Redness (svt) N N N   N   N 
  

            Swelling (svt) N N N   N   N 
  

            Pain at the 

injection site 

Mild Mild Mild   N   N 23JUL2020 3 

      C4591001 

1002 

10021082 

1 01JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild Mild N N N N 03JUL2020 3 

        2 21JUL2020 Redness (cu) 2 2 2 2 2 3   
  

            Redness (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Swelling (cu) 4             
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild Mild N N N N 23JUL2020 3 

      C4591001 

1002 

10021084 

1 29JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 30JUN2020 2 

        2 21JUL2020 Redness (svt) N N N   N N N 
  

            Swelling (svt) N N N   N N N 
  

            Pain at the 

injection site 

Mild Mild N   N N N 22JUL2020 2 

      C4591001 

1002 

10021085 

1 29JUN2020 Redness (svt) N N N N   N N 
  

            Swelling (svt) N N N N   N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

Mild N N N   N N 29JUN2020 1 

        2 21JUL2020 Redness (svt) N N   N N N N 
  

            Swelling (cu) 7             21JUL2020 1 

            Swelling (svt) Mild N   N N N N 
  

            Pain at the 

injection site 

N N   Mild N N N 24JUL2020 1 

      C4591001 

1002 

10021087 

1 01JUL2020 Redness (svt) N N N N N N   
  

            Swelling (svt) N N N N N N   
  

            Pain at the 

injection site 

Mild Mild Mild Mild N N   04JUL2020 4 

        2 21JUL2020 Redness (cu) 1 1   1 1     
  

            Redness (svt) N N   N N N N 
  

            Swelling (cu) 1             
  

            Swelling (svt) N N   N N N N 
  

            Pain at the 

injection site 

Mild Mild   Mild Mild Mild N 26JUL2020 6 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

    30 μg C4591001 

1001 

10011011 

1 11MAY2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mod N N N N N 12MAY2020 1 

        2 01JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mod Mod Mild Mild N N N 04JUN2020 4 

      C4591001 

1001 

10011012 

1 13MAY2020 Redness (cu)   7           14MAY2020 1 

            Redness (svt) N Mild N N N N N 
  

            Swelling (cu)   7 5 3       15MAY2020 2 

            Swelling (svt) N Mild Mild N N N N 
  

            Pain at the 

injection site 

N Mod N N N N N 14MAY2020 1 

        2 03JUN2020 Redness (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild Mild Mild Mild N N 07JUN2020 4 

      C4591001 

1001 

10011015 

1 11MAY2020 Redness (svt) N N N N N N   
  

            Swelling (svt) N N N N N N   
  

            Pain at the 

injection site 

N Mild N N N N   12MAY2020 1 

        2 01JUN2020 Redness (svt) N   N N N N N 
  

            Swelling (svt) N   N N N N N 
  

            Pain at the 

injection site 

Mild   N N N N N 01JUN2020 1 

      C4591001 

1001 

10011017 

1 13MAY2020 Redness (svt) N N N N   N N 
  

            Swelling (svt) N N N N   N N 
  

            Pain at the 

injection site 

N Mod N N   N N 14MAY2020 1 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

        2 03JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild N N Mild N N N 06JUN2020 4 

      C4591001 

1001 

10011019 

1 13MAY2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 14MAY2020 2 

        2 03JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild Mild Mild Mild N N 07JUN2020 5 

      C4591001 

1001 

10011020 

1 13MAY2020 Redness (cu)   20 20 20       16MAY2020 3 

            Redness (svt) N Mod Mod Mod N N N 
  

            Swelling (cu)   20 20         15MAY2020 2 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Swelling (svt) N Mod Mod N N N N 
  

            Pain at the 

injection site 

Mild Mild Mild Mild N N N 16MAY2020 4 

        2 03JUN2020 Redness (cu)   17 19 20       06JUN2020 3 

            Redness (svt) N Mod Mod Mod N N N 
  

            Swelling (cu)   17           04JUN2020 1 

            Swelling (svt) N Mod N N N N N 
  

            Pain at the 

injection site 

Mild Mild Mild Mild N N N 06JUN2020 4 

      C4591001 

1001 

10011024 

1 13MAY2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild Mild Mild N N N 16MAY2020 4 

        2 03JUN2020 Redness (svt) N N N N   N N 
  

            Swelling (svt) N N N N   N N 
  

            Pain at the 

injection site 

N Mod Mild Mild   N N 06JUN2020 3 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

      C4591001 

1002 

10021006 

1 11MAY2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 12MAY2020 2 

        2 02JUN2020 Redness (cu)     13 14 18 10   07JUN2020 4 

            Redness (svt) N N Mod Mod Mod Mild N 
  

            Swelling (cu)         18     06JUN2020 1 

            Swelling (svt) N N N N Mod N N 
  

            Pain at the 

injection site 

Mild Mild Mild Mild Mild Mild N 07JUN2020 6 

      C4591001 

1002 

10021014 

1 13MAY2020 Redness (cu) 1 1           
  

            Redness (svt) N N N N N N   
  

            Swelling (cu) 1 1           
  

            Swelling (svt) N N N N N N   
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

Mild Mod Mild N N N   15MAY2020 3 

        2 02JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mod Mild Mild Mild Mild N 07JUN2020 6 

      C4591001 

1002 

10021015 

1 11MAY2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mod N N N N N 12MAY2020 1 

        2 02JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild N N N N N 03JUN2020 1 

      C4591001 

1002 

10021017 

1 13MAY2020 Redness (cu)       3       
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mod N N N N N 14MAY2020 2 

        2 02JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (cu) 5 3           02JUN2020 1 

            Swelling (svt) Mild N N N N N N 
  

            Pain at the 

injection site 

Mod Mild N N N N N 03JUN2020 2 

      C4591001 

1002 

10021020 

1 13MAY2020 Redness (svt) N N N   N N N 
  

            Swelling (svt) N N N   N N N 
  

            Pain at the 

injection site 

Mild Mod Mild   N N N 15MAY2020 3 

        2 02JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild Mild Mild Mild N N 06JUN2020 5 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

Placebo 18-55 Placebo C4591001 

1001 

10011005 

1 06MAY2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 26MAY2020 Redness (cu)   1 2 2 2     
  

            Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1001 

10011066 

1 29JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 20JUL2020 Redness (svt) N N N N N N   
  

            Swelling (svt) N N N N N N   
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

N N N N N N   
  

      C4591001 

1001 

10011069 

1 01JUL2020 Redness (svt) N N   N   N N 
  

            Swelling (svt) N N   N   N N 
  

            Pain at the 

injection site 

N N   N   N N 
  

        2 22JUL2020 Redness (svt) N N   N N N N 
  

            Swelling (svt) N N   N N N N 
  

            Pain at the 

injection site 

N N   N N N N 
  

      C4591001 

1002 

10021005 

1 04MAY2020 Redness (svt) N N   N N N N 
  

            Swelling (svt) N N   N N N N 
  

            Pain at the 

injection site 

N N   N N N N 
  

        2 26MAY2020 Redness (svt) N N N N N   N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Swelling (svt) N N N N N   N 
  

            Pain at the 

injection site 

N N N N N   N 
  

      C4591001 

1002 

10021008 

1 06MAY2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 26MAY2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1002 

10021018 

1 11MAY2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

        2 02JUN2020 Redness (svt) N N N N N N   
  

            Swelling (svt) N N N N N N   
  

            Pain at the 

injection site 

N N N N N N   
  

      C4591001 

1002 

10021021 

1 13MAY2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 02JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1002 

10021022 

1 13MAY2020 Redness (cu) 1             
  

            Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

N N N N N N N 
  

        2 02JUN2020 Redness (svt)   N N N N N N 
  

            Swelling (svt)   N N N N N N 
  

            Pain at the 

injection site 

  Mild Mild Mild Mild Mild Mild 14JUN2020 12 

      C4591001 

1002 

10021083 

1 01JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (cu) 1   2 2 1 1 1 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 21JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild N N N N N N 21JUL2020 1 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

BNT162b1 65-85 10 μg C4591001 

1001 

10011037 

1 11JUN2020 Redness (cu)   1           
  

            Redness (svt) N N   N N N N 
  

            Swelling (svt) N N   N N N N 
  

            Pain at the 

injection site 

N Mild   Mild N N N 14JUN2020 3 

        2 30JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild Mild Mild N N N 03JUL2020 3 

      C4591001 

1001 

10011039 

1 09JUN2020 Redness (svt) N N N N N N   
  

            Swelling (svt) N N N N N N   
  

            Pain at the 

injection site 

Mild N N N N N   09JUN2020 1 

        2 29JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

N Mild Mild N N N N 01JUL2020 2 

      C4591001 

1001 

10011040 

1 11JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild Mild Mild Mild N N 15JUN2020 5 

        2 02JUL2020 Redness (svt) N N N N N N   
  

            Swelling (svt) N N N N N N   
  

            Pain at the 

injection site 

Mild Mod Mild Mild Mild N   06JUL2020 5 

      C4591001 

1001 

10011041 

1 11JUN2020 Redness (svt) N N N   N N N 
  

            Swelling (svt) N N N   N N N 
  

            Pain at the 

injection site 

N Mild N   N N N 12JUN2020 1 

        2 02JUL2020 Redness (svt) N   N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Swelling (svt) N   N N N N N 
  

            Pain at the 

injection site 

N   N N N N N 
  

      C4591001 

1001 

10011044 

1 09JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild Mild N N N N 11JUN2020 3 

        2 29JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mod N N N N N 30JUN2020 2 

      C4591001 

1001 

10011045 

1 11JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

        2 02JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild N N N N N 03JUL2020 1 

      C4591001 

1002 

10021043 

1 09JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 30JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1002 

10021044 

1 09JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

Mild N N N N N N 09JUN2020 1 

        2 30JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild N N N N N N 30JUN2020 1 

      C4591001 

1002 

10021045 

1 11JUN2020 Redness (cu) 3             
  

            Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 30JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild N N N N N 01JUL2020 1 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

      C4591001 

1002 

10021049 

1 11JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 30JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1002 

10021052 

1 11JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 30JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1002 

10021053 

1 11JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (cu) 10             11JUN2020 1 

            Swelling (svt) Mild N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 12JUN2020 2 

        2 30JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (cu) 12             30JUN2020 1 

            Swelling (svt) Mod N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 01JUL2020 2 

    20 μg C4591001 

1001 

10011043 

1 15JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

Mild Mild Mild Mild N N N 18JUN2020 4 

        2 08JUL2020 Redness (svt) N N N   N N   
  

            Swelling (svt) N N N   N N   
  

            Pain at the 

injection site 

Mild Mod Mild   Mild N   12JUL2020 5 

      C4591001 

1001 

10011049 

1 15JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 16JUN2020 2 

        2 06JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 07JUL2020 2 

      C4591001 

1001 

10011050 

1 17JUN2020 Redness (cu) 4 2           
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Redness (svt) N N N N N N N 
  

            Swelling (cu)   12 9 8       20JUN2020 3 

            Swelling (svt) N Mod Mild Mild N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 18JUN2020 2 

        2 07JUL2020 Redness (cu) 1             
  

            Redness (svt) N N N N N N N 
  

            Swelling (cu) 4 17 12 6 12     11JUL2020 4 

            Swelling (svt) N Mod Mod Mild Mod N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 08JUL2020 2 

      C4591001 

1001 

10011052 

1 17JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild N N N N N 18JUN2020 1 

        2 08JUL2020 Redness (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1001 

10011055 

1 17JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 18JUN2020 2 

        2 08JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 09JUL2020 2 

      C4591001 

1001 

10011059 

1 17JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild N N N N N 18JUN2020 1 

09
01

77
e1

94
d7

85
55
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

        2 08JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild N N N N N 09JUL2020 1 

      C4591001 

1002 

10021054 

1 15JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 16JUN2020 2 

        2 07JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild Mild Mild N N N 10JUL2020 4 

      C4591001 

1002 

10021060 

1 15JUN2020 Redness (cu) 1             
  

            Redness (svt) N N   N N N N 
  

            Swelling (svt) N N   N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

Mild Mild   N N N N 17JUN2020 3 

        2 07JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1002 

10021064 

1 17JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 08JUL2020 Redness (svt) N N N         
  

            Swelling (svt) N N N         
  

            Pain at the 

injection site 

N Mild N         09JUL2020 1 

      C4591001 

1002 

10021067 

1 17JUN2020 Redness (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild N N N N N 18JUN2020 1 

        2 08JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1002 

10021068 

1 17JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 18JUN2020 2 

        2 08JUL2020 Redness (cu)       12 14     12JUL2020 2 

            Redness (svt) N N N Mod Mod N N 
  

            Swelling (cu)       12 14     12JUL2020 2 

            Swelling (svt) N N N Mod Mod N N 
  

            Pain at the 

injection site 

Mild Mild Mild Mild Mild Mild Mild 18JUL2020 11 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

      C4591001 

1002 

10021071 

1 17JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mod N N N N N 18JUN2020 1 

        2 08JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild N N N N N 09JUL2020 1 

    30 μg C4591001 

1001 

10011046 

1 18JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mod N N N N N 19JUN2020 2 

        2 09JUL2020 Redness (svt) N N N N   N N 
  

            Swelling (svt) N N N N   N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

N Mild N N   N N 10JUL2020 1 

      C4591001 

1001 

10011048 

1 16JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (cu) 8 8 5         18JUN2020 3 

            Swelling (svt) Mild Mild Mild N N N N 
  

            Pain at the 

injection site 

Mod Mild Mild N N N N 18JUN2020 3 

        2 08JUL2020 Redness (cu) 3   2         
  

            Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild N N N N N N 08JUL2020 1 

      C4591001 

1001 

10011058 

1 18JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

Mild Mild N N N N N 19JUN2020 2 

        2 09JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1001 

10011061 

1 18JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 19JUN2020 2 

        2 09JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 10JUL2020 2 

      C4591001 

1001 

10011063 

1 18JUN2020 Redness (svt)   N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Swelling (svt)   N N N N N N 
  

            Pain at the 

injection site 

  Mod N N N N N 19JUN2020 1 

        2 07JUL2020 Redness (cu)     2 3 3     
  

            Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild N Mild Mild Mild Mild N 12JUL2020 6 

      C4591001 

1002 

10021059 

1 15JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 07JUL2020 Redness (svt) N N N N N   N 
  

            Swelling (svt) N N N N N   N 
  

            Pain at the 

injection site 

N N N N N   N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

      C4591001 

1002 

10021062 

1 15JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild Mild Mild N N N 18JUN2020 3 

        2 07JUL2020 Redness (cu)         18 13 11 14JUL2020 4 

            Redness (svt) N N N N Mod Mod Mod 
  

            Swelling (cu)         18 15   12JUL2020 2 

            Swelling (svt) N N N N Mod Mod N 
  

            Pain at the 

injection site 

Mild Mild Mild Mild Mild Mild N 12JUL2020 6 

      C4591001 

1002 

10021063 

1 15JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild N N N N N N 15JUN2020 1 

        2 07JUL2020 Redness (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild N N N N N 08JUL2020 1 

      C4591001 

1002 

10021069 

1 18JUN2020 Redness (svt) N N N N N N   
  

            Swelling (cu) 6 7 6 6 4     21JUN2020 4 

            Swelling (svt) Mild Mild Mild Mild N N   
  

            Pain at the 

injection site 

Mild Mild Mild N N N   20JUN2020 3 

        2 08JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (cu) 1 8 6         10JUL2020 2 

            Swelling (svt) N Mild Mild N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 09JUL2020 2 

      C4591001 

1002 

10021074 

1 18JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

Mild Mild Mild N N N N 20JUN2020 3 

        2 08JUL2020 Redness (svt) N   N N N N N 
  

            Swelling (svt) N   N N N N N 
  

            Pain at the 

injection site 

N   N N N N N 
  

      C4591001 

1002 

10021075 

1 18JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 19JUN2020 2 

        2 08JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (cu) 8 6 4         09JUL2020 2 

            Swelling (svt) Mild Mild N N N N N 
  

            Pain at the 

injection site 

Mod Mild Mild N N N N 10JUL2020 3 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

      C4591001 

1002 

10021077 

1 18JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild N N N N N 19JUN2020 1 

        2 08JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mod N N N N N N 08JUL2020 1 

Placebo 65-85 Placebo C4591001 

1001 

10011042 

1 11JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 30JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1001 

10011053 

1 16JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 09JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1001 

10011057 

1 17JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild N N N N N N 17JUN2020 1 

        2 08JUL2020 Redness (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1001 

10011064 

1 18JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 07JUL2020 Redness (svt) N N N N N N   
  

            Swelling (svt) N N N N N N   
  

            Pain at the 

injection site 

N N N N N N   
  

      C4591001 

1002 

10021042 

1 09JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

        2 30JUN2020 Redness (svt) N N N   N N N 
  

            Swelling (svt) N N N   N N N 
  

            Pain at the 

injection site 

N N N   N N N 
  

      C4591001 

1002 

10021047 

1 11JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 30JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1002 

10021050 

1 15JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

N N N N N N N 
  

        2 07JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1002 

10021072 

1 18JUN2020 Redness (svt) N N N N   N N 
  

            Swelling (svt) N N N N   N N 
  

            Pain at the 

injection site 

N N N N   N N 
  

        2 08JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1002 

10021073 

1 17JUN2020 Redness (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 08JUL2020 Redness (svt) N N N N N N   
  

            Swelling (svt) N N N N N N   
  

            Pain at the 

injection site 

N N N N N N   
  

BNT162b2 18-55 10 μg C4591001 

1003 

10031018 

1 09JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild N N N N N 10JUN2020 1 

        2 30JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild Mild Mild N N N 03JUL2020 4 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

      C4591001 

1003 

10031019 

1 11JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (cu)   8           12JUN2020 1 

            Swelling (svt) N Mild N N N N N 
  

            Pain at the 

injection site 

Mod Mod Mild N N N N 13JUN2020 3 

        2 02JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mod Mild Mild N N N 05JUL2020 4 

      C4591001 

1003 

10031020 

1 11JUN2020 Redness (svt) N N N   N N N 
  

            Swelling (svt) N N N   N N N 
  

            Pain at the 

injection site 

Mild Mild N   N N N 12JUN2020 2 

        2 02JUL2020 Redness (svt) N N N   N N N 
  

            Swelling (svt) N N N   N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

N Mild N   N N N 03JUL2020 1 

      C4591001 

1003 

10031021 

1 09JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild Mild Mild N N N 12JUN2020 4 

        2 30JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild Mild N N N N 02JUL2020 3 

      C4591001 

1003 

10031022 

1 11JUN2020 Redness (svt) N N   N N N N 
  

            Swelling (svt) N N   N N N N 
  

            Pain at the 

injection site 

N Mild   N N N N 12JUN2020 1 

        2 02JUL2020 Redness (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1003 

10031024 

1 11JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (cu) 8             11JUN2020 1 

            Swelling (svt) Mild N N N N N N 
  

            Pain at the 

injection site 

Mild N N N N N N 11JUN2020 1 

        2 02JUL2020 Redness (svt) N N N N N   N 
  

            Swelling (svt) N N N N N   N 
  

            Pain at the 

injection site 

Mild N N N N   N 02JUL2020 1 

      C4591001 

1007 

10071014 

1 11JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

Mild Mild N N N N N 12JUN2020 2 

        2 01JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1007 

10071015 

1 08JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 29JUN2020 Redness (svt)   N N N N N N 
  

            Swelling (svt)   N N N N N N 
  

            Pain at the 

injection site 

  N N N N N N 
  

      C4591001 

1007 

10071016 

1 10JUN2020 Redness (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 01JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild N N N N N N 01JUL2020 1 

      C4591001 

1007 

10071019 

1 08JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 29JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

      C4591001 

1007 

10071021 

1 10JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 11JUN2020 2 

        2 01JUL2020 Redness (svt) N N N N   N   
  

            Swelling (svt) N N N N   N   
  

            Pain at the 

injection site 

Mild N N N   N   01JUL2020 1 

      C4591001 

1007 

10071022 

1 10JUN2020 Redness (svt) N N N N   N N 
  

            Swelling (svt) N N N N   N N 
  

            Pain at the 

injection site 

N N N N   N N 
  

        2 01JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

N N N N N N N 
  

    20 μg C4591001 

1003 

10031026 

1 17JUN2020 Redness (svt) N N N   N N N 
  

            Swelling (svt) N N N   N N N 
  

            Pain at the 

injection site 

Mild Mild N   N N N 18JUN2020 2 

        2 08JUL2020 Redness (svt) N N   N N N N 
  

            Swelling (svt) N N   N N N N 
  

            Pain at the 

injection site 

Mild Mild   N N N N 09JUL2020 2 

      C4591001 

1003 

10031027 

1 15JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild N N N N N N 15JUN2020 1 

        2 06JUL2020 Redness (svt) N N N N   N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Swelling (svt) N N N N   N N 
  

            Pain at the 

injection site 

Mild N N N   N N 06JUL2020 1 

      C4591001 

1003 

10031028 

1 15JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 06JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1003 

10031030 

1 17JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 18JUN2020 2 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

        2 08JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 09JUL2020 2 

      C4591001 

1003 

10031032 

1 17JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mod N N N N N 18JUN2020 2 

        2 08JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mod N N N N N 09JUL2020 2 

      C4591001 

1003 

10031038 

1 17JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

N N N N N N N 
  

        2 08JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 09JUL2020 2 

      C4591001 

1007 

10071017 

1 15JUN2020 Redness (svt) N N N   N N N 
  

            Swelling (svt) N N N   N N N 
  

            Pain at the 

injection site 

Mild Mild N   N N N 16JUN2020 2 

        2 06JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (cu) 3             
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mod Mod N N N N N 07JUL2020 2 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

      C4591001 

1007 

10071023 

1 17JUN2020 Redness (svt) N N N N N   N 
  

            Swelling (svt) N N N N N   N 
  

            Pain at the 

injection site 

N N N N N   N 
  

        2 08JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild N N N N N N 08JUL2020 1 

      C4591001 

1007 

10071026 

1 15JUN2020 Redness (svt) N N N N N   N 
  

            Swelling (cu) 2 1           
  

            Swelling (svt) N N N N N   N 
  

            Pain at the 

injection site 

Mild Mild N N N   N 16JUN2020 2 

        2 06JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (cu) 2             
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild N N N N N N 06JUL2020 1 

      C4591001 

1007 

10071027 

1 17JUN2020 Redness (svt) N N     N   N 
  

            Swelling (cu)   1           
  

            Swelling (svt) N N     N   N 
  

            Pain at the 

injection site 

Mod Mod     N   N 18JUN2020 2 

        2 08JUL2020 Redness (svt) N N   N N N   
  

            Swelling (svt) N N   N N N   
  

            Pain at the 

injection site 

Mild Mod   N N N   09JUL2020 2 

      C4591001 

1007 

10071029 

1 17JUN2020 Redness (svt) N N   N N N N 
  

            Swelling (svt) N N   N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

N N   N N N N 
  

        2 08JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1007 

10071040 

1 17JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 18JUN2020 2 

        2 08JUL2020 Redness (svt) N N N N   N N 
  

            Swelling (svt) N N N N   N N 
  

            Pain at the 

injection site 

Mild Mild N N   N N 09JUL2020 2 

    30 μg C4591001 

1003 

10031057 

1 24JUN2020 Redness (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mod N N N N N 25JUN2020 2 

        2 15JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 16JUL2020 2 

      C4591001 

1003 

10031059 

1 24JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 25JUN2020 2 

        2 15JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 16JUL2020 2 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

      C4591001 

1003 

10031061 

1 22JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mod N N N N N 23JUN2020 2 

        2 13JUL2020 Redness (svt) N N N N N N   
  

            Swelling (svt) N N N N N N   
  

            Pain at the 

injection site 

N Mild N N N N   14JUL2020 1 

      C4591001 

1003 

10031065 

1 24JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 15JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

N Mild N N N N N 16JUL2020 1 

      C4591001 

1003 

10031066 

1 22JUN2020 Redness (svt) N N N N N   N 
  

            Swelling (svt) N N N N N   N 
  

            Pain at the 

injection site 

Mild Mild N N N   N 23JUN2020 2 

        2 13JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild Mild N N N N 15JUL2020 3 

      C4591001 

1003 

10031072 

1 24JUN2020 Redness (cu)   8 6         26JUN2020 2 

            Redness (svt) N Mild Mild N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild Mild Mild N N N 27JUN2020 4 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

        2 16JUL2020 Redness (svt) N N N N   N N 
  

            Swelling (svt) N N N N   N N 
  

            Pain at the 

injection site 

Mild Mild Mild N   N N 18JUL2020 3 

      C4591001 

1007 

10071046 

1 22JUN2020 Redness (svt) N N N   N N N 
  

            Swelling (svt) N N N   N N N 
  

            Pain at the 

injection site 

Mild Mild N   N N N 23JUN2020 2 

        2 15JUL2020 Redness (svt) N N N N N     
  

            Swelling (svt) N N N N N     
  

            Pain at the 

injection site 

N N N N N     
  

      C4591001 

1007 

10071050 

1 22JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

N Mild N N N N N 23JUN2020 1 

        2 13JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1007 

10071058 

1 24JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 25JUN2020 2 

        2 15JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild Mild N N N N 17JUL2020 3 

      C4591001 

1007 

10071063 

1 24JUN2020 Redness (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild Mild N N N N 26JUN2020 3 

        2 15JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mod N N N N N 16JUL2020 1 

      C4591001 

1007 

10071064 

1 24JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 25JUN2020 2 

        2 15JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild N N N N N N 15JUL2020 1 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

      C4591001 

1007 

10071066 

1 24JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild N N N N N 25JUN2020 1 

        2 15JUL2020 Redness (svt) N N N   N N   
  

            Swelling (svt) N N N   N N   
  

            Pain at the 

injection site 

N Mild N   N N   16JUL2020 1 

Placebo 18-55 Placebo C4591001 

1003 

10031016 

1 09JUN2020 Redness (svt) N N N   N   N 
  

            Swelling (svt) N N N   N   N 
  

            Pain at the 

injection site 

N N N   N   N 
  

        2 30JUN2020 Redness (svt) N N N N   N N 
  

            Swelling (svt) N N N N   N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

N Mild N N   N N 01JUL2020 1 

      C4591001 

1003 

10031017 

1 11JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 02JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1003 

10031029 

1 15JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 06JUL2020 Redness (cu) 1             
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild N N N N N N 06JUL2020 1 

      C4591001 

1003 

10031034 

1 17JUN2020 Redness (svt)   N N N N N N 
  

            Swelling (svt)   N N N N N N 
  

            Pain at the 

injection site 

  N N N N N N 
  

        2 08JUL2020 Redness (svt) N N N N N N   
  

            Swelling (svt) N N N N N N   
  

            Pain at the 

injection site 

N N N N N N   
  

      C4591001 

1003 

10031050 

1 22JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

N N N N N N N 
  

        2 13JUL2020 Redness (svt) N   N   N N N 
  

            Swelling (svt) N   N   N N N 
  

            Pain at the 

injection site 

N   N   N N N 
  

      C4591001 

1003 

10031070 

1 24JUN2020 Redness (svt) N   N N N N N 
  

            Swelling (svt) N   N N N N N 
  

            Pain at the 

injection site 

N   N N N N N 
  

        2 15JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1007 

10071020 

1 10JUN2020 Redness (svt) N   N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Swelling (svt) N   N N N N N 
  

            Pain at the 

injection site 

N   N N N N N 
  

        2 01JUL2020 Redness (cu)   2 1         
  

            Redness (svt) N N N   N N N 
  

            Swelling (svt) N N N   N N N 
  

            Pain at the 

injection site 

N N N   N N N 
  

      C4591001 

1007 

10071025 

1 17JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 08JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

      C4591001 

1007 

10071065 

1 24JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 15JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

BNT162b2 65-85 10 μg C4591001 

1003 

10031076 

1 29JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 20JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

Mild Mod N N N N N 21JUL2020 2 

      C4591001 

1003 

10031077 

1 01JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 22JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1003 

10031078 

1 01JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 22JUL2020 Redness (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild Mild N N N N 24JUL2020 3 

      C4591001 

1003 

10031079 

1 01JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 22JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1003 

10031080 

1 29JUN2020 Redness (svt) N N   N N N N 
  

            Swelling (svt) N N   N N N N 
  

            Pain at the 

injection site 

Mild Mild   N N N N 30JUN2020 2 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

        2 20JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 21JUL2020 2 

      C4591001 

1003 

10031087 

1 01JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild N N N N N N 01JUL2020 1 

        2 22JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1007 

10071051 

1 29JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

N N N N N N N 
  

        2 20JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1007 

10071057 

1 30JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 22JUL2020 Redness (svt) N N N N N   N 
  

            Swelling (svt) N N N N N   N 
  

            Pain at the 

injection site 

N N N N N   N 
  

      C4591001 

1007 

10071071 

1 29JUN2020 Redness (svt) N N N N N N N 
  

09
01

77
e1

94
d7

85
55

\F
in

al
\F

in
al

 O
n:

 0
7-

S
ep

-2
02

0 
03

:5
2 

(G
M

T
)

 

Page 85

FDA-CBER-2021-5683-0126111



16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild N N N N N N 29JUN2020 1 

        2 20JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1007 

10071073 

1 30JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild Mild N N N N 02JUL2020 2 

        2 22JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild Mild N N N N 24JUL2020 2 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

      C4591001 

1007 

10071074 

1 30JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 20JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1007 

10071077 

1 30JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 22JUL2020 Redness (svt)   N N N N N N 
  

            Swelling (svt)   N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

  N N N N N N 
  

    20 μg C4591001 

1003 

10031031 

1 15JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild N N N N N 16JUN2020 1 

        2 06JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild N N N N N 07JUL2020 1 

      C4591001 

1003 

10031035 

1 15JUN2020 Redness (svt) N N   N N N N 
  

            Swelling (svt) N N   N N N N 
  

            Pain at the 

injection site 

N N   N N N N 
  

        2 06JUL2020 Redness (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild Mild Mild N N N 09JUL2020 3 

      C4591001 

1003 

10031053 

1 17JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild N N N N N 18JUN2020 1 

        2 08JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1003 

10031054 

1 17JUN2020 Redness (svt)   N   N N N N 
  

            Swelling (svt)   N   N N N N 
  

            Pain at the 

injection site 

  N   N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

        2 08JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1003 

10031055 

1 17JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 18JUN2020 2 

        2 06JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild N N N N N 07JUL2020 1 

      C4591001 

1003 

10031063 

1 17JUN2020 Redness (cu)   1           
  

            Redness (svt) N N N N N N N 
  

            Swelling (cu)   1           
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild N N N N N 18JUN2020 1 

        2 08JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1007 

10071031 

1 17JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 08JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 09JUL2020 2 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

      C4591001 

1007 

10071032 

1 15JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 06JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1007 

10071035 

1 15JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 06JUL2020 Redness (svt)   N N N N N N 
  

            Swelling (svt)   N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

  N N N N N N 
  

      C4591001 

1007 

10071038 

1 17JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild N N N N N 18JUN2020 1 

        2 08JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild N N N N N N 08JUL2020 1 

      C4591001 

1007 

10071039 

1 17JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild N N N N N 18JUN2020 1 

        2 08JUL2020 Redness (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild N N N N N 09JUL2020 1 

      C4591001 

1007 

10071052 

1 17JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild Mild N N N N 19JUN2020 2 

        2 08JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (cu)   3 3         
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild Mild Mild Mild N N 12JUL2020 5 

    30 μg C4591001 

1003 

10031037 

1 16JUN2020 Redness (svt) N N   N N N N 
  

            Swelling (svt) N N   N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

N N   N N N N 
  

        2 07JUL2020 Redness (svt) N N N N N     
  

            Swelling (svt) N N N N N     
  

            Pain at the 

injection site 

N Mild N N N     08JUL2020 1 

      C4591001 

1003 

10031047 

1 16JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild N N N N N N 16JUN2020 1 

        2 07JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mod N N N N N N 07JUL2020 1 

      C4591001 

1003 

10031051 

1 18JUN2020 Redness (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild N N N N N 19JUN2020 1 

        2 09JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mod Mild N N N N 11JUL2020 3 

      C4591001 

1003 

10031058 

1 18JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 19JUN2020 2 

        2 09JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 10JUL2020 2 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

      C4591001 

1003 

10031069 

1 18JUN2020 Redness (cu) 1   1 1 1     
  

            Redness (svt) N N N N N N N 
  

            Swelling (cu) 1             
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 19JUN2020 2 

        2 09JUL2020 Redness (cu) 1 1 1 1       
  

            Redness (svt) N N N N N N N 
  

            Swelling (cu) 1 1 1 1       
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild Mild N N N N N 10JUL2020 2 

      C4591001 

1007 

10071034 

1 15JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

N Mild N N N N N 16JUN2020 1 

        2 06JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1007 

10071037 

1 15JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 06JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1007 

10071043 

1 18JUN2020 Redness (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 09JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild N N N N N 10JUL2020 1 

      C4591001 

1007 

10071044 

1 18JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild N N N N N N 18JUN2020 1 

        2 09JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

      C4591001 

1007 

10071045 

1 18JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild N N N N N 19JUN2020 1 

        2 09JUL2020 Redness (svt) N N N N N N   
  

            Swelling (svt) N N N N N N   
  

            Pain at the 

injection site 

N N N N N N   
  

      C4591001 

1007 

10071049 

1 18JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N Mild N N N N N 19JUN2020 1 

        2 09JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

N Mild N N N N N 10JUL2020 1 

      C4591001 

1007 

10071053 

1 18JUN2020 Redness (svt) N N N N N N   
  

            Swelling (svt) N N N N N N   
  

            Pain at the 

injection site 

N Mild N N N N   19JUN2020 1 

        2 09JUL2020 Redness (svt) N N N   N N N 
  

            Swelling (svt) N N N   N N N 
  

            Pain at the 

injection site 

N Mild N   N N N 10JUL2020 1 

Placebo 65-85 Placebo C4591001 

1003 

10031036 

1 15JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 06JUL2020 Redness (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1003 

10031043 

1 16JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 07JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1003 

10031046 

1 18JUN2020 Redness (svt) N N N N   N N 
  

            Swelling (svt) N N N N   N N 
  

            Pain at the 

injection site 

N N N N   N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

        2 09JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1003 

10031056 

1 18JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 09JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1003 

10031067 

1 17JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

N N N N N N N 
  

        2 08JUL2020 Redness (cu)     1         
  

            Redness (svt) N N N N N N N 
  

            Swelling (cu) 1             
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1003 

10031083 

1 01JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 22JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

Mild N N N N N N 22JUL2020 1 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

      C4591001 

1007 

10071042 

1 17JUN2020 Redness (svt)   N N N N N N 
  

            Swelling (svt)   N N N N N N 
  

            Pain at the 

injection site 

  N N N N N N 
  

        2 08JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1007 

10071056 

1 29JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 20JUL2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the 

injection site 

N N N N N N N 
  

      C4591001 

1007 

10071075 

1 30JUN2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the 

injection site 

N N N N N N N 
  

        2 22JUL2020 Redness (svt) N N N   N N N 
  

            Swelling (svt) N N N   N N N 
  

            Pain at the 

injection site 

N N N   N N N 
 

 

  

Abbreviations: cu = caliper units; Dur = duration; Mod = moderate; N = none; Sev = severe; svt = severity. 

Note: For a given day, if no data are displayed for all local reactions, it indicates that the subject did not make any electronic diary (e-diary) entries and/or 

no data were transmitted. 

a.     Relative Day (Rel Day) = date of reaction - date of last vaccination + 1. 

b.     The maximum measurable size for redness and swelling in the electronic diary (e-diary) was 21 caliper units. Redness and swelling exceeding 21 

caliper units are reported as >21. Study sites recorded injection site redness or swelling in centimeters. These were converted to caliper units (1 caliper unit 

= 0.5 centimeters). 

c.     Stop date is the date the reaction was last reported. 

d.     Duration (days) was calculated as the difference from the start of the first reported reaction to resolution of the last reported reaction, inclusive. If the 

reaction continued beyond Day 7, the calculation includes all days from the last electronic diary (e-diary) day until the date of resolution collected on the 

case report form. If the reaction was ongoing at the time of the subsequent vaccination, the end date/day for the reaction is the date/day that the next 

vaccine was administered which was used for the duration calculation. 
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16.2.7.2.1 Listing of Local Reactions – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

PFIZER CONFIDENTIAL SDTM Creation: 28AUG2020 (16:29) Source Data: adfacevd Table Generation: 29AUG2020 (00:51)  

(Cutoff Date: 24AUG2020, Snapshot Date: 28AUG2020) Output File: (CDISC)/C4591001_IA_P1/adce_l004_lr_p1  
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16.2.7.2.1.1 Listing of Local Reactions Before Dose 2 – Phase 1 – BNT162b1 (100 μg) 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

BNT162b1 18-55 100 μg C4591001 

1001 

10011026 

1 18MAY2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the injection 

site 

Mild Mild N N N N N 19MAY2020 2 

      C4591001 

1001 

10011028 

1 20MAY2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the injection 

site 

Mod Mod Mod Mild N N N 23MAY2020 4 

      C4591001 

1001 

10011030 

1 20MAY2020 Redness (cu)     10 6 4     23MAY2020 2 

            Redness (svt) N N Mild Mild N N N 
  

            Swelling (cu)     16 6       23MAY2020 2 

            Swelling (svt) N N Mod Mild N N N 
  

            Pain at the injection 

site 

Mild N Mild Mild N N N 23MAY2020 4 
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16.2.7.2.1.1 Listing of Local Reactions Before Dose 2 – Phase 1 – BNT162b1 (100 μg) 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

      C4591001 

1001 

10011032 

1 20MAY2020 Redness (cu)       13   13   25MAY2020 3 

            Redness (svt) N N N Mod   Mod N 
  

            Swelling (cu)   15 13 11       23MAY2020 3 

            Swelling (svt) N Mod Mod Mod   N N 
  

            Pain at the injection 

site 

Mild Mod Mild Mild   N N 23MAY2020 4 

      C4591001 

1001 

10011034 

1 20MAY2020 Redness (cu)   5   7 7     24MAY2020 4 

            Redness (svt) N Mild N Mild Mild N N 
  

            Swelling (cu)   7 9 7       23MAY2020 3 

            Swelling (svt) N Mild Mild Mild N N N 
  

            Pain at the injection 

site 

Sev Mod Mild Mild Mild N N 24MAY2020 5 

      C4591001 

1002 

10021023 

1 18MAY2020 Redness (cu)     6 16   16   23MAY2020 4 
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16.2.7.2.1.1 Listing of Local Reactions Before Dose 2 – Phase 1 – BNT162b1 (100 μg) 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Redness (svt) N N Mild Mod N Mod N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the injection 

site 

Mod Mod Mild Mild Mild Mild N 23MAY2020 6 

      C4591001 

1002 

10021024 

1 18MAY2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the injection 

site 

Mod Mod Mild N N N N 20MAY2020 3 

      C4591001 

1002 

10021027 

1 18MAY2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the injection 

site 

Mod Mod Mild N N N N 20MAY2020 3 

      C4591001 

1002 

10021034 

1 21MAY2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
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16.2.7.2.1.1 Listing of Local Reactions Before Dose 2 – Phase 1 – BNT162b1 (100 μg) 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the injection 

site 

Mild Mild Mild Mild N N N 24MAY2020 4 

      C4591001 

1002 

10021035 

1 21MAY2020 Redness (cu)     2         
  

            Redness (svt) N N N N N N N 
  

            Swelling (cu) 5             21MAY2020 1 

            Swelling (svt) Mild N N N N N N 
  

            Pain at the injection 

site 

Mild Mild Mild Mild N N N 24MAY2020 4 

      C4591001 

1002 

10021036 

1 21MAY2020 Redness (svt) N N N N N N   
  

            Swelling (cu)   5 5 3       23MAY2020 2 

            Swelling (svt) N Mild Mild N N N   
  

            Pain at the injection 

site 

Mod Mod Mild Mild N N   24MAY2020 4 

      C4591001 

1002 

10021038 

1 21MAY2020 Redness (svt) N N N   N N N 
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16.2.7.2.1.1 Listing of Local Reactions Before Dose 2 – Phase 1 – BNT162b1 (100 μg) 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Swelling (svt) N N N   N N N 
  

            Pain at the injection 

site 

Mild Mod N   N N N 22MAY2020 2 

Placebo 18-55 Placebo C4591001 

1001 

10011013 

1 18MAY2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the injection 

site 

N N N N N N N 
  

      C4591001 

1001 

10011021 

1 20MAY2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
  

            Pain at the injection 

site 

Mild Mild N N N N N 21MAY2020 2 

      C4591001 

1002 

10021041 

1 21MAY2020 Redness (svt) N N N N N N N 
  

            Swelling (svt) N N N N N N N 
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16.2.7.2.1.1 Listing of Local Reactions Before Dose 2 – Phase 1 – BNT162b1 (100 μg) 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec 

Dur 

(Days)d 

  

            Pain at the injection 

site 

Mild N N N N N N 21MAY2020 1 

  

Abbreviations: cu = caliper units; Dur = duration; Mod = moderate; N = none; Sev = severe; svt = severity. 

Note: For a given day, if no data are displayed for all local reactions, it indicates that the subject did not make any electronic diary (e-diary) entries and/or 

no data were transmitted. 

a.     Relative Day (Rel Day) = date of reaction - date of last vaccination + 1. 

b.     The maximum measurable size for redness and swelling in the electronic diary (e-diary) was 21 caliper units. Redness and swelling exceeding 21 

caliper units are reported as >21. Study sites recorded injection site redness or swelling in centimeters. These were converted to caliper units (1 caliper unit 

= 0.5 centimeters). 

c.     Stop date is the date the reaction was last reported. 

d.     Duration (days) was calculated as the difference from the start of the first reported reaction to resolution of the last reported reaction, inclusive. If the 

reaction continued beyond Day 7, the calculation includes all days from the last electronic diary (e-diary) day until the date of resolution collected on the 

case report form. If the reaction was ongoing at the time of the subsequent vaccination, the end date/day for the reaction is the date/day that the next 

vaccine was administered which was used for the duration calculation. 

PFIZER CONFIDENTIAL SDTM Creation: 28AUG2020 (16:29) Source Data: adfacevd Table Generation: 18SEP2020 (19:40)  

(Cutoff Date: 24AUG2020, Snapshot Date: 28AUG2020) Output File: ./nda3/C4591001_IA_P1_100/adce_l004_lr_100_p1  
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16.2.7.2.2 Listing of Severe and Grade 4 Local Reactions – Phase 2 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec Dur (Days)d 

  

18-55 C4591001 1127 

11271014 

2 19AUG2020 Pain at the injection 

site 

  Sev Mod Mild Mild Mild N 24AUG2020 5 

56-85 C4591001 1001 

10011084 

1 28JUL2020 Pain at the injection 

site 

Mod Sev N N N N N 29JUL2020 2 

  C4591001 1109 

11091008 

2 18AUG2020 Redness (cu)     15   21     22AUG2020 3 

        Redness (svt) N N Mod N Sev N N 
 

 

  

Abbreviations: cu = caliper units; Dur = duration; Mod = moderate; N = none; Sev = severe; svt = severity. 

a.     Relative Day (Rel Day) = date of reaction - date of last vaccination + 1. 

b.     The maximum measurable size for redness and swelling in the electronic diary (e-diary) was 21 caliper units. Redness and swelling exceeding 21 caliper 

units are reported as >21. Study sites recorded injection site redness or swelling in centimeters. These were converted to caliper units (1 caliper unit = 0.5 

centimeters). 

c.     Stop date is the date the reaction was last reported. 

d.     Duration (days) was calculated as the difference from the start of the first reported reaction to resolution of the last reported reaction, inclusive. If the 

reaction continued beyond Day 7, the calculation includes all days from the last electronic diary (e-diary) day until the date of resolution collected on the case 

report form. If the reaction was ongoing at the time of the subsequent vaccination, the end date/day for the reaction is the date/day that the next vaccine was 

administered which was used for the duration calculation. 

PFIZER CONFIDENTIAL SDTM Creation: 05SEP2020 (13:09) Source Data: adfacevd Table Generation: 11SEP2020 (11:50)  

(Cutoff Date: 02SEP2020, Snapshot Date: 04SEP2020) Output File: ./nda2_unblinded/C4591001_IA_P2/adce_l004_sevlr_p2  
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16.2.7.2.4 Listing of Severe and Grade 4 Local Reactions – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec Dur (Days)d 
  

16-55 C4591001 1007 

10071111 

1 03AUG2020 Pain at the 

injection site 

Mod Sev Mild N   N N 05AUG2020 3 

  C4591001 1013 

10131180 

1 13AUG2020 Pain at the 

injection site 

Mod Sev Mild Mild N Mild   19AUG2020 7 

    2 03SEP2020 Redness (cu) 21             03SEP2020 1 

        Redness (svt) Sev N           
  

  C4591001 1015 

10151015 

2 04SEP2020 Redness (cu)     18 21 21 14 13 10SEP2020 5 

        Redness (svt) N N Mod Sev Sev Mod Mod 
  

        Swelling (cu)     11 21       07SEP2020 2 

        Swelling (svt) N N Mod Sev N N N 
  

  C4591001 1015 

10151030 

1 15AUG2020 Pain at the 

injection site 

Mild Sev Mild Mild N N N 18AUG2020 4 

    2 04SEP2020 Pain at the 

injection site 

Mod Sev   Mild N Mild   
  

  C4591001 1016 

10161087 

1 10AUG2020 Swelling (cu) 9 15 >21 19     9 21AUG2020 12 

        Swelling (svt) Mild Mod Sev Mod   N Mild 
  

        Pain at the 

injection site 

Mod Mod Sev Mod   N N 13AUG2020 4 

  C4591001 1016 

10161106 

1 12AUG2020 Pain at the 

injection site 

Mild Sev Mild Mild Mild N   16AUG2020 5 

  C4591001 1056 

10561108 

1 01SEP2020 Swelling (cu)   11 20 21       05SEP2020 4 

        Swelling (svt)   Mod Mod Sev       
  

  C4591001 1077 

10771013 

2 31AUG2020 Redness (cu)       >21       03SEP2020 1 

        Redness (svt) N N N Sev   N N 
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16.2.7.2.4 Listing of Severe and Grade 4 Local Reactions – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec Dur (Days)d 
  

        Swelling (cu)   20 20 >21   18   05SEP2020 5 

        Swelling (svt) N Mod Mod Sev   Mod N 
  

  C4591001 1083 

10831020 

2 24AUG2020 Pain at the 

injection site 

Mild Sev N N   N N 25AUG2020 2 

  C4591001 1089 

10891025 

2 20AUG2020 Pain at the 

injection site 

Mild Sev Mod Mild Mild   N 24AUG2020 5 

  C4591001 1089 

10891107 

2 02SEP2020 Redness (cu)   18 21         04SEP2020 2 

        Redness (svt) N Mod Sev   N N N 
  

        Swelling (cu)   18 21         04SEP2020 2 

        Swelling (svt) N Mod Sev   N N N 
  

  C4591001 1089 

10891131 

1 17AUG2020 Swelling (cu) 21             17AUG2020 1 

        Swelling (svt) Sev N N N N N N 
  

  C4591001 1090 

10901043 

2 24AUG2020 Pain at the 

injection site 

Sev Sev Mild N   N Mild 
  

  C4591001 1091 

10911046 

2 25AUG2020 Redness (cu)   16 21 21       28AUG2020 3 

        Redness (svt) N Mod Sev Sev N N N 
  

  C4591001 1109 

11091102 

2 21AUG2020 Pain at the 

injection site 

Sev Mod N N N N N 22AUG2020 2 

  C4591001 1109 

11091204 

1 11AUG2020 Pain at the 

injection site 

Mod Sev Mild N N N N 13AUG2020 3 

  C4591001 1120 

11201130 

2 03SEP2020 Pain at the 

injection site 

Sev Mod Mild Mild Mild   N 07SEP2020 5 

  C4591001 1120 

11201238 

1 21AUG2020 Pain at the 

injection site 

Mild Sev N N N N N 22AUG2020 2 
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16.2.7.2.4 Listing of Severe and Grade 4 Local Reactions – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec Dur (Days)d 
  

  C4591001 1124 

11241039 

2 03SEP2020 Swelling (cu)   21 1         04SEP2020 1 

        Swelling (svt) N Sev N N N N N 
  

        Pain at the 

injection site 

N Sev Mod N N N N 05SEP2020 2 

  C4591001 1127 

11271014 

2 19AUG2020 Pain at the 

injection site 

  Sev Mod Mild Mild Mild N 24AUG2020 5 

  C4591001 1127 

11271022 

1 30JUL2020 Pain at the 

injection site 

  Sev Mod   Mild N N 03AUG2020 4 

  C4591001 1127 

11271032 

1 31JUL2020 Pain at the 

injection site 

Mod Sev Mild Mild Mild N N 04AUG2020 5 

  C4591001 1129 

11291045 

2 25AUG2020 Redness (cu)   7 21         27AUG2020 2 

        Redness (svt) N Mild Sev   N N   
  

  C4591001 1135 

11351060 

2 28AUG2020 Pain at the 

injection site 

Mild Sev Mild N N N N 30AUG2020 3 

  C4591001 1135 

11351105 

2 31AUG2020 Pain at the 

injection site 

N Sev Mod Mild Mild N N 04SEP2020 4 

  C4591001 1140 

11401051 

1 06AUG2020 Pain at the 

injection site 

Sev Mod N N N N N 07AUG2020 2 

  C4591001 1140 

11401065 

1 06AUG2020 Swelling (cu)   21 10 5       09AUG2020 3 

        Swelling (svt) N Sev Mild Mild N   N 
  

        Pain at the 

injection site 

Mild Sev Mod Mild Mild   N 10AUG2020 5 

    2 28AUG2020 Pain at the 

injection site 

N Sev Mod Mod Mild Mild   03SEP2020 6 

  C4591001 1147 

11471019 

2 24AUG2020 Pain at the 

injection site 

Mod Sev Mild Mild N N N 27AUG2020 4 
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16.2.7.2.4 Listing of Severe and Grade 4 Local Reactions – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec Dur (Days)d 
  

  C4591001 1152 

11521076 

2 03SEP2020 Pain at the 

injection site 

Mild Sev Mild Mild Mild N N 07SEP2020 5 

  C4591001 1162 

11621019 

1 03AUG2020 Pain at the 

injection site 

N Sev N N N   N 04AUG2020 1 

  C4591001 1163 

11631036 

2 25AUG2020 Redness (cu)       21       03SEP2020 7 

        Redness (svt)   N   Sev       
  

        Pain at the 

injection site 

  N   Sev       03SEP2020 7 

  C4591001 1226 

12261008 

2 24AUG2020 Pain at the 

injection site 

  Sev N N N N N 25AUG2020 1 

  C4591001 1226 

12261011 

1 05AUG2020 Pain at the 

injection site 

Sev Mod N N N N   06AUG2020 2 

  C4591001 1226 

12261044 

1 07AUG2020 Pain at the 

injection site 

N   N Sev Mild Mild N 12AUG2020 3 

  C4591001 1226 

12261089 

2 01SEP2020 Redness (cu)     21 21 12     05SEP2020 3 

        Redness (svt) N N Sev Sev Mod N N 
  

        Swelling (cu)     21 21       04SEP2020 2 

        Swelling (svt) N N Sev Sev N N N 
  

  C4591001 1226 

12261096 

1 11AUG2020 Pain at the 

injection site 

Mild Sev Mild N N Mild N 16AUG2020 6 

  C4591001 1226 

12261140 

1 12AUG2020 Pain at the 

injection site 

N Sev N N N N N 13AUG2020 1 

  C4591001 1229 

12291001 

2 14OCT2020 Pain at the 

injection site 

  Sev Mod N N N N 16OCT2020 2 

  C4591001 1229 

12291002 

1 22SEP2020 Pain at the 

injection site 

N Sev N N N N N 23SEP2020 1 
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16.2.7.2.4 Listing of Severe and Grade 4 Local Reactions – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec Dur (Days)d 
  

  C4591001 1229 

12291008 

2 15OCT2020 Swelling (cu) 12 21           16OCT2020 2 

        Swelling (svt) Mod Sev N N N N N 
  

  C4591001 1229 

12291024 

1 28SEP2020 Redness (cu) 21             28SEP2020 1 

        Redness (svt) Sev N N N N N N 
  

        Swelling (cu)   21           29SEP2020 1 

        Swelling (svt) N Sev N N N N N 
  

  C4591001 1229 

12291032 

1 28SEP2020 Redness (cu) 21             28SEP2020 1 

        Redness (svt) Sev N N N N N N 
  

  C4591001 1229 

12291047 

1 29SEP2020 Pain at the 

injection site 

Sev Mild   N N N N 30SEP2020 2 

  C4591001 1229 

12291082 

1 01OCT2020 Redness (cu) 21             01OCT2020 1 

        Redness (svt) Sev N   N N N   
  

  C4591001 1229 

12291104 

1 05OCT2020 Pain at the 

injection site 

Sev Sev Mod Mod Mild     
  

  C4591001 1229 

12291105 

2 26OCT2020 Pain at the 

injection site 

Mod Sev N Mod N N N 29OCT2020 4 

  C4591001 1229 

12291108 

1 05OCT2020 Redness (cu)   21   21       08OCT2020 3 

        Redness (svt) N Sev N Sev N N N 
  

        Swelling (cu)       21       08OCT2020 1 

        Swelling (svt) N N N Sev N N N 
  

  C4591001 1229 

12291109 

1 05OCT2020 Redness (cu)   21           06OCT2020 1 
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16.2.7.2.4 Listing of Severe and Grade 4 Local Reactions – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec Dur (Days)d 
  

        Redness (svt) N Sev N N N   N 
  

  C4591001 1229 

12291114 

1 06OCT2020 Redness (cu) 21             06OCT2020 1 

        Redness (svt) Sev N N N N   N 
  

  C4591001 1229 

12291124 

1 06OCT2020 Pain at the 

injection site 

Mod Sev Mild N       08OCT2020 3 

  C4591001 1229 

12291127 

2 27OCT2020 Redness (cu)   21           
  

        Redness (svt)   Sev           
  

  C4591001 1230 

12301018 

1 24SEP2020 Pain at the 

injection site 

Sev Sev Mild N N N N 26SEP2020 3 

  C4591001 1230 

12301021 

1 24SEP2020 Redness (cu) 21             24SEP2020 1 

        Redness (svt) Sev N N   N N N 
  

  C4591001 1230 

12301072 

1 29SEP2020 Redness (cu) 21             29SEP2020 1 

        Redness (svt) Sev N N N N N N 
  

  C4591001 1230 

12301133 

1 05OCT2020 Redness (cu)   2 21         07OCT2020 1 

        Redness (svt)   N Sev N N N N 
  

  C4591001 1231 

12311018 

2 27AUG2020 Pain at the 

injection site 

N Sev Mild Mild Mild N N 31AUG2020 4 

  C4591001 1231 

12311055 

1 11AUG2020 Pain at the 

injection site 

Mild Sev Mod Mild Mild Mild Mild 17AUG2020 7 

  C4591001 1231 

12311162 

1 13AUG2020 Pain at the 

injection site 

Mild Sev Mild N N N N 15AUG2020 3 

  C4591001 1231 

12311231 

2 03SEP2020 Pain at the 

injection site 

Mod Sev Mod Mod Mod Mild N 08SEP2020 6 

09
01

77
e1

95
9b

21
53

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 120

FDA-CBER-2021-5683-0126146



16.2.7.2.4 Listing of Severe and Grade 4 Local Reactions – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec Dur (Days)d 
  

  C4591001 1231 

12311295 

2 03SEP2020 Pain at the 

injection site 

N Mild Sev Mod Mild Mild   10SEP2020 7 

  C4591001 1231 

12311304 

2 04SEP2020 Pain at the 

injection site 

  Sev N Mild N N N 07SEP2020 3 

  C4591001 1231 

12311386 

1 15AUG2020 Pain at the 

injection site 

Mod Sev N N N N N 16AUG2020 2 

  C4591001 1231 

12311494 

2 06SEP2020 Pain at the 

injection site 

Sev Mod Mild Mild N N   09SEP2020 4 

  C4591001 1231 

12311513 

2 08SEP2020 Pain at the 

injection site 

N Sev Mild N N N N 10SEP2020 2 

  C4591001 1232 

12321010 

2 02SEP2020 Pain at the 

injection site 

  Sev N Mild N N N 05SEP2020 3 

  C4591001 1246 

12461025 

1 28SEP2020 Pain at the 

injection site 

Mod Sev Mild N N N N 30SEP2020 3 

  C4591001 1246 

12461055† 

1 02OCT2020 Redness (cu) 21             02OCT2020 1 

        Redness (svt) Sev N N N N N N 
  

  C4591001 1247 

12471033 

2 15OCT2020 Pain at the 

injection site 

N     Sev Sev N N 19OCT2020 2 

  C4591001 1247 

12471071 

1 28SEP2020 Swelling (cu)   21           29SEP2020 1 

        Swelling (svt) N Sev N N N N N 
  

  C4591001 1247 

12471156 

2 22OCT2020 Redness (cu)   21           23OCT2020 1 

        Redness (svt) N Sev N   N N N 
  

        Swelling (cu)   21           23OCT2020 1 

        Swelling (svt) N Sev N   N N N 
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16.2.7.2.4 Listing of Severe and Grade 4 Local Reactions – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec Dur (Days)d 
  

  C4591001 1247 

12471159 

1 05OCT2020 Pain at the 

injection site 

Sev Mild N N   N N 06OCT2020 2 

  C4591001 1247 

12471199 

1 06OCT2020 Redness (cu) 21 21           07OCT2020 2 

        Redness (svt) Sev Sev   N     N 
  

        Swelling (cu) 21             06OCT2020 1 

        Swelling (svt) Sev N   N     N 
  

>55 C4591001 1001 

10011084 

1 28JUL2020 Pain at the 

injection site 

Mod Sev N N N N N 29JUL2020 2 

  C4591001 1055 

10551017 

1 10AUG2020 Pain at the 

injection site 

Mild Sev N   N N N 11AUG2020 2 

  C4591001 1085 

10851059 

2 02SEP2020 Redness (cu)   21 15 15       05SEP2020 3 

        Redness (svt) N Sev Mod Mod N N N 
  

        Swelling (cu)   21   15       05SEP2020 3 

        Swelling (svt) N Sev N Mod N N N 
  

  C4591001 1087 

10871040 

1 08AUG2020 Swelling (cu)   21 12 20       11AUG2020 3 

        Swelling (svt) N Sev Mod Mod N N N 
  

  C4591001 1090 

10901155 

2 31AUG2020 Pain at the 

injection site 

Mild Sev N N N N N 01SEP2020 2 

  C4591001 1090 

10901158 

2 31AUG2020 Pain at the 

injection site 

Mod Sev Mod Sev Mod Mod Mod 15SEP2020 16 

  C4591001 1091 

10911024 

2 24AUG2020 Redness (cu)   3 21 15 >21     28AUG2020 3 

        Redness (svt) N N Sev Mod Sev N N 
  

  C4591001 1109 

11091008 

2 18AUG2020 Redness (cu)     15   21     22AUG2020 3 
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16.2.7.2.4 Listing of Severe and Grade 4 Local Reactions – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec Dur (Days)d 
  

        Redness (svt) N N Mod N Sev N N 
  

  C4591001 1109 

11091093 

2 24AUG2020 Pain at the 

injection site 

Mod Sev Mod   Mild Mild   
  

  C4591001 1110 

11101015 

1 01AUG2020 Redness (cu)   21           02AUG2020 1 

        Redness (svt) N Sev N N N N N 
  

  C4591001 1123 

11231012 

2 19AUG2020 Pain at the 

injection site 

  Sev Mod Mod N N N 22AUG2020 3 

  C4591001 1124 

11241031 

2 03SEP2020 Redness (cu)     21 20 15     07SEP2020 3 

        Redness (svt) N N Sev Mod Mod N N 
  

  C4591001 1140 

11401034 

1 04AUG2020 Pain at the 

injection site 

N Sev N N N N   05AUG2020 1 

  C4591001 1142 

11421044 

2 29AUG2020 Swelling (cu)     21 10       01SEP2020 2 

        Swelling (svt) N   Sev Mild   N N 
  

  C4591001 1142 

11421093 

2 04SEP2020 Redness (cu)       21 21 16 16 13SEP2020 7 

        Redness (svt)   N N Sev Sev Mod Mod 
  

  C4591001 1145 

11451012 

2 02SEP2020 Pain at the 

injection site 

Mild Sev Mild N N N N 04SEP2020 3 

  C4591001 1146 

11461025 

2 03SEP2020 Pain at the 

injection site 

Sev Mod   N N N N 04SEP2020 2 

  C4591001 1224 

12241016 

2 02SEP2020 Redness (cu)   19 17 21 21 20 20 08SEP2020 6 

        Redness (svt) N Mod Mod Sev Sev Mod Mod 
  

  C4591001 1224 

12241019 

2 02SEP2020 Redness (cu)   6 21 21       05SEP2020 3 
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16.2.7.2.4 Listing of Severe and Grade 4 Local Reactions – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec Dur (Days)d 
  

        Redness (svt) N Mild Sev Sev N N N 
  

  C4591001 1226 

12261033 

1 06AUG2020 Pain at the 

injection site 

Mild Sev N N N N N 07AUG2020 2 

  C4591001 1226 

12261149 

1 13AUG2020 Redness (cu)   21 10         15AUG2020 2 

        Redness (svt)   Sev Mild N N N N 
  

  C4591001 1229 

12291040 

2 21OCT2020 Swelling (cu)   20 21         23OCT2020 2 

        Swelling (svt) N Mod Sev N N N N 
  

  C4591001 1229 

12291056 

2 21OCT2020 Swelling (cu)   21           22OCT2020 1 

        Swelling (svt) N Sev N N N N N 
  

  C4591001 1229 

12291067 

1 30SEP2020 Redness (cu)   10   21       03OCT2020 3 

        Redness (svt) N Mild N Sev   N N 
  

    2 21OCT2020 Redness (cu)           21   26OCT2020 1 

        Redness (svt)           Sev N 
  

  C4591001 1229 

12291084 

2 23OCT2020 Pain at the 

injection site 

Sev             
  

  C4591001 1229 

12291087 

1 02OCT2020 Redness (cu)     21         04OCT2020 1 

        Redness (svt)   N Sev N   N N 
  

        Swelling (cu)   21 21         04OCT2020 2 

        Swelling (svt)   Sev Sev N   N N 
  

  C4591001 1229 

12291097 

1 05OCT2020 Redness (cu) 21             05OCT2020 1 

        Redness (svt) Sev N N N N N N 
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16.2.7.2.4 Listing of Severe and Grade 4 Local Reactions – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec Dur (Days)d 
  

  C4591001 1246 

12461056 

2 23OCT2020 Redness (cu)   21 4         24OCT2020 1 

        Redness (svt) N Sev N N N N N 
  

  C4591001 1247 

12471056 

2 15OCT2020 Pain at the 

injection site 

Mod Sev Mod Mild Mild N N 19OCT2020 5 

  

Abbreviations: cu = caliper units; Dur = duration; Mod = moderate; N = none; Sev = severe; svt = severity. 

Note: † = HIV-positive subject. 

a.     Relative Day (Rel Day) = date of reaction - date of last vaccination + 1. 

b.     The maximum measurable size for redness and swelling in the electronic diary (e-diary) was 21 caliper units. Redness and swelling exceeding 21 

caliper units are reported as >21. Study sites recorded injection site redness or swelling in centimeters. These were converted to caliper units (1 caliper unit 

= 0.5 centimeters). 

c.     Stop date is the date the reaction was last reported. 

d.     Duration (days) was calculated as the difference from the start of the first reported reaction to resolution of the last reported reaction, inclusive. If the 

reaction continued beyond Day 7, the calculation includes all days from the last electronic diary (e-diary) day until the date of resolution collected on the 

case report form. If the reaction was ongoing at the time of the subsequent vaccination, the end date/day for the reaction is the date/day that the next 

vaccine was administered which was used for the duration calculation. 

PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:54) Source Data: adfacevd Table Generation: 18NOV2020 (02:59)  

(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: ./nda2 unblinded/C4591001 IA P3 2MPD2/adce l004 sevlr p3  
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16.2.7.2.6 Listing of Severe and Grade 4 Local Reactions – Subjects Enrolled in Multiple Sites 

  Rel Daya   

Age Group (Years) Subject Dose No. Dose Date Local Reactionb 1 2 3 4 5 6 7 Stop Datec Dur (Days)d 
  

No subject meets the reporting 

criteria. 

                          

  

a.     Relative Day (Rel Day) = date of reaction - date of last vaccination + 1. 

b.     The maximum measurable size for redness and swelling in the electronic diary (e-diary) was 21 caliper units. Redness and swelling exceeding 21 

caliper units are reported as >21. Study sites recorded injection site redness or swelling in centimeters. These were converted to caliper units (1 caliper unit 

= 0.5 centimeters). 

c.     Stop date is the date the reaction was last reported. 

d.     Duration (days) was calculated as the difference from the start of the first reported reaction to resolution of the last reported reaction, inclusive. If the 

reaction continued beyond Day 7, the calculation includes all days from the last electronic diary (e-diary) day until the date of resolution collected on the 

case report form. If the reaction was ongoing at the time of the subsequent vaccination, the end date/day for the reaction is the date/day that the next 

vaccine was administered which was used for the duration calculation. 

PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:54) Source Data: adfacevd Table Generation: 17NOV2020 (22:37)  

(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: ./nda2_unblinded/C4591001_IA_P3_2MPD2/adce_l004_sevlr_menrol_p3  
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

BNT162b1 18-55 10 μg C4591001 

1001 

10011004 

1 04MAY2020 Oral temperature 

(°C) 

37.2   36.6 36.1 36.6 36.6 36.1 
  

            Fatigue Mild   N Mild Mild N N 08MAY2020 5 

            Headache Mild   N N Mild N N 08MAY2020 5 

            Chills N   N N N N N 
  

            Vomiting N   N N N N N 
  

            Diarrhea N   N N N N N 
  

            New or 

worsened 

muscle pain 

N   N N N N N 
  

            New or 

worsened joint 

pain 

N   N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No   No No No No No 
  

        2 26MAY2020 Oral temperature 

(°C) 

36.7 37.3     36.4 36.2 36.2 
  

            Fatigue Mild Mod     N N N 27MAY2020 2 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N Mild     N N N 27MAY2020 1 

            Chills N N     N N N 
  

            Vomiting N N     N N N 
  

            Diarrhea N N     N N N 
  

            New or 

worsened 

muscle pain 

N N     N N N 
  

            New or 

worsened joint 

pain 

N Mod     N N N 27MAY2020 1 

            Use of 

antipyretic or 

pain medication 

No Yes     No No No 27MAY2020 1 

      C4591001 

1001 

10011006 

1 06MAY2020 Oral temperature 

(°C) 

36.9   37.3 36.7 36.6 36.4 36.1 
  

            Fatigue Mild   N N N N N 06MAY2020 1 

            Headache N   Mild N N N N 08MAY2020 1 

            Chills N   N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Vomiting N   N N N N N 
  

            Diarrhea N   N N N Mild N 11MAY2020 1 

            New or 

worsened 

muscle pain 

N   N N N N N 
  

            New or 

worsened joint 

pain 

N   N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No   No No No No No 
  

        2 27MAY2020 Oral temperature 

(°C) 

  36.3   36.6 36.7 36.7   
  

            Fatigue   N   N N N   
  

            Headache   Mild   N N N   28MAY2020 1 

            Chills   N   N N N   
  

            Vomiting   N   N N N   
  

            Diarrhea   N   N N N   
  

09
01

77
e1

94
d7

85
56

\F
in

al
\F

in
al

 O
n:

 0
7-

S
ep

-2
02

0 
03

:5
2 

(G
M

T
)

 

Page 129

FDA-CBER-2021-5683-0126155



16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

  N   N N N   
  

            New or 

worsened joint 

pain 

  N   N N N   
  

            Use of 

antipyretic or 

pain medication 

  Yes   No No No   28MAY2020 1 

      C4591001 

1001 

10011007 

1 06MAY2020 Oral temperature 

(°C) 

36.5 36.9 36.5 36.3 36.5 36.6 36.7 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 28MAY2020 Oral temperature 

(°C) 

36.7 37.2 36.9 36.4 37.4 36.4 36.7 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1001 

10011008 

1 06MAY2020 Oral temperature 

(°C) 

37.1 37 37 36.5 36.2 35.9 36.6 
  

            Fatigue N N N N N N N 
  

            Headache N Mild N N N N N 07MAY2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N Mild 13MAY2020 2 

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 07MAY2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

        2 27MAY2020 Oral temperature 

(°C) 

36.2 37.4 36.7   36.2 36.5 37 
  

            Fatigue N Mild Mild   N N N 29MAY2020 2 

            Headache N Mild Mild   N N N 29MAY2020 2 

            Chills N N N   N N N 
  

            Vomiting N N N   N N N 
  

            Diarrhea N N N   N N N 
  

            New or 

worsened 

muscle pain 

N N N   N N N 
  

            New or 

worsened joint 

pain 

N Mild N   N N N 28MAY2020 1 

            Use of 

antipyretic or 

pain medication 

No No No   No No No 
  

      C4591001 

1001 

10011009 

1 06MAY2020 Oral temperature 

(°C) 

36.2 38.3 38.9 36.7 36.1 36.2 36.2 08MAY2020 2 

            Fatigue N Mod N Mild N N N 09MAY2020 3 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N Mod Mod N Mild N N 10MAY2020 4 

            Chills N Mod N N N N N 07MAY2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N Mild N N N N N 07MAY2020 1 

            Use of 

antipyretic or 

pain medication 

No Yes Yes No No No No 08MAY2020 2 

        2 27MAY2020 Oral temperature 

(°C) 

36.7 38.5 37.2 36.1 36.1 36.1 36.1 28MAY2020 1 

            Fatigue N Sev Mild N N N N 29MAY2020 2 

            Headache N Mod Mild N N N N 29MAY2020 2 

            Chills N Mod N N N N N 28MAY2020 1 

            Vomiting N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mod Mild N N N N 29MAY2020 2 

            New or 

worsened joint 

pain 

N Mod N N N N N 28MAY2020 1 

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 28MAY2020 1 

      C4591001 

1002 

10021003 

1 04MAY2020 Oral temperature 

(°C) 

36.8 36.8 36.8 36.3 36.8 36.2 36.7 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 26MAY2020 Oral temperature 

(°C) 

37.1 37.7 36.6 37.2 37.1 36.5 36.6 
  

            Fatigue N Mod N N N N N 27MAY2020 1 

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mild N N N N N 27MAY2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

Yes Yes No No No No No 27MAY2020 2 

      C4591001 

1002 

10021004 

1 04MAY2020 Oral temperature 

(°C) 

36.8 36.8 36.6 36.8 36.6 36.6 37 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 26MAY2020 Oral temperature 

(°C) 

36.7 37.3 36.7 36.8 36.8 37.3 37 
  

            Fatigue N Mild N N N N N 27MAY2020 1 

            Headache N Mild N Mild N N N 29MAY2020 3 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mild N N N N N 27MAY2020 1 

            New or 

worsened joint 

pain 

N Mod N N N N N 27MAY2020 1 

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

      C4591001 

1002 

10021007 

1 06MAY2020 Oral temperature 

(°C) 

36.6 37.1 36.7   36.3 36.7 36.3 
  

            Fatigue N N N   N N N 
  

            Headache N N N   Mild N N 10MAY2020 1 

            Chills N N N   N N N 
  

            Vomiting N N N   N N N 
  

            Diarrhea N N N   N N N 
  

            New or 

worsened 

muscle pain 

N N N   N N N 
  

            New or 

worsened joint 

pain 

N N N   N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No   No No No 
  

        2 26MAY2020 Oral temperature 

(°C) 

36.4 37.3 36.2 36.9 36.7 36.7 36.7 
  

            Fatigue N Mild Mild N N N N 28MAY2020 2 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N Mild N N N N N 27MAY2020 1 

            Chills N Mod N N N N N 27MAY2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1002 

10021009 

1 06MAY2020 Oral temperature 

(°C) 

36.7 36.4 36.4 36.5 36.3 36.4 36.7 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

Mild N N N N N N 06MAY2020 1 

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 26MAY2020 Oral temperature 

(°C) 

36.6 37.2 36.6 36.6 36.2 36.4 36.5 
  

            Fatigue N Mod N N N N N 27MAY2020 1 

            Headache N Mild N N N N N 27MAY2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N Mild N N N N N 27MAY2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1002 

10021011 

1 06MAY2020 Oral temperature 

(°C) 

36.4 36.7 35.9 36.4 36.1 36.6 36.6 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 26MAY2020 Oral temperature 

(°C) 

36.2 37 36.4 36.3 37 36.8 36.3 
  

            Fatigue N N N N N N N 
  

            Headache N Mild N N N N N 27MAY2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1002 

10021012 

1 05MAY2020 Oral temperature 

(°C) 

36.7 36.2 36.9 35.9 36.1 36.2 36.2 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

        2 26MAY2020 Oral temperature 

(°C) 

35.9 37.8 36.7 35.9 36 36.2 36.2 
  

            Fatigue N N N N N N N 
  

            Headache N Mod N N Mod N N 30MAY2020 4 

            Chills N Mod N N N N N 27MAY2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No Yes No No 30MAY2020 4 

      C4591001 

1002 

10021013 

1 06MAY2020 Oral temperature 

(°C) 

35.6 36.1 35.6 36.1 35.6 35.6 35.6 
  

            Fatigue N Mild N N N N Mild 13MAY2020 7 

09
01

77
e1

94
d7

85
56

\F
in

al
\F

in
al

 O
n:

 0
7-

S
ep

-2
02

0 
03

:5
2 

(G
M

T
)

 

Page 145

FDA-CBER-2021-5683-0126171



16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mild N N N N N 07MAY2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 26MAY2020 Oral temperature 

(°C) 

36.3 37.3 36.2 36.7 36.5 36.6 36.6 
  

            Fatigue N Mod N N N N N 27MAY2020 1 

            Headache N Mod N N N N N 27MAY2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mild N N N N N 27MAY2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 27MAY2020 1 

    20 μg C4591001 

1001 

10011067 

1 01JUL2020 Oral temperature 

(°C) 

36.6 36.7 36.5 36.7 36.3 36.7 36.7 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N Mild N N N N 03JUL2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 22JUL2020 Oral temperature 

(°C) 

36.3 37.9 36.7 36.4   36.7   
  

            Fatigue Mild N N N   N   22JUL2020 1 

            Headache N Mild N N   N   23JUL2020 1 

            Chills N N N N   N   
  

            Vomiting N N N N   N   
  

            Diarrhea N N N N   N   
  

            New or 

worsened 

muscle pain 

N Mild N N   N   23JUL2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N Mild N N   N   23JUL2020 1 

            Use of 

antipyretic or 

pain medication 

No Yes No No   No   23JUL2020 1 

      C4591001 

1001 

10011068 

1 29JUN2020 Oral temperature 

(°C) 

36.5 37.4 36.5 36.8 36.7 36.8 36.8 
  

            Fatigue N Mild N N N N N 30JUN2020 1 

            Headache N Mild Mild N N N N 01JUL2020 2 

            Chills N Mild N N N N N 30JUN2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mild N N N N N 30JUN2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 30JUN2020 1 

        2 20JUL2020 Oral temperature 

(°C) 

37.1 38.6 36.9 37.5 37.1 37.4 36.9 21JUL2020 1 

            Fatigue Mild Mild N Mild N N Mild 27JUL2020 8 

            Headache N Mod N N N N Mild 27JUL2020 7 

            Chills N Mild N N N N N 21JUL2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mod Mild N N N N 22JUL2020 2 

            New or 

worsened joint 

pain 

N Mild Mild N N N N 22JUL2020 2 

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 21JUL2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

      C4591001 

1001 

10011070 

1 01JUL2020 Oral temperature 

(°C) 

36.8 37 36.8 36.9 36.8 36.8 36.4 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 22JUL2020 Oral temperature 

(°C) 

37 36.7 36.6 36.8 36.7 36.8 36.8 
  

            Fatigue N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1001 

10011071 

1 01JUL2020 Oral temperature 

(°C) 

36.3 36.5 36.6 36.2 36.5   36.4 
  

            Fatigue Mod Mild N N N   N 02JUL2020 2 

            Headache N N N N N   N 
  

            Chills N N N N N   N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Vomiting N N N N N   N 
  

            Diarrhea N N N N N   N 
  

            New or 

worsened 

muscle pain 

N N N N N   N 
  

            New or 

worsened joint 

pain 

N N N N N   N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No   No 
  

        2 22JUL2020 Oral temperature 

(°C) 

37.2 38.3 36.9 36.6 36.7 36.6 36.5 23JUL2020 1 

            Fatigue Mod Sev Mild Mild N N N 25JUL2020 4 

            Headache N N N N N N N 
  

            Chills Mild Mod N N N N N 23JUL2020 2 

            Vomiting N N N N N N N 
  

            Diarrhea N Mild N N N N N 23JUL2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

Mod Mod N N N N N 23JUL2020 2 

            New or 

worsened joint 

pain 

N Mild N N N N N 23JUL2020 1 

            Use of 

antipyretic or 

pain medication 

No Yes Yes No No No No 24JUL2020 2 

      C4591001 

1001 

10011076 

1 01JUL2020 Oral temperature 

(°C) 

36.3 37.1 36.8   36.1 36.4 37.1 
  

            Fatigue N Mod Mod   N N N 03JUL2020 2 

            Headache N Mild Mild   N N N 03JUL2020 2 

            Chills N Mod N   N N N 02JUL2020 1 

            Vomiting N N N   N N N 
  

            Diarrhea N N N   N N N 
  

            New or 

worsened 

muscle pain 

N Mod N   N N N 02JUL2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N Mod N   N N N 02JUL2020 1 

            Use of 

antipyretic or 

pain medication 

No Yes Yes   No No No 03JUL2020 2 

        2 21JUL2020 Oral temperature 

(°C) 

37.1 37.8 37.1   36.7 36.7 36.7 
  

            Fatigue Mild Mild Mild   N N N 23JUL2020 3 

            Headache N Mild Mild   N N N 23JUL2020 2 

            Chills N N N   N N N 
  

            Vomiting N N N   N N N 
  

            Diarrhea N N N   N N N 
  

            New or 

worsened 

muscle pain 

Mild Mod N   N N N 22JUL2020 2 

            New or 

worsened joint 

pain 

Mod Mod N   N N N 22JUL2020 2 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No Yes No   No No No 22JUL2020 1 

      C4591001 

1002 

10021079 

1 29JUN2020 Oral temperature 

(°C) 

36.3 36.9 36.6 36.7 36.5 36.5 36.8 
  

            Fatigue N N N N N N N 
  

            Headache N Mild N N N N N 30JUN2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

        2 21JUL2020 Oral temperature 

(°C) 

36.6 37.9 36.7 36.8 36.4 36.3 36.5 
  

            Fatigue N Mod Mod N N N N 23JUL2020 2 

            Headache N Mod Mild N N N N 23JUL2020 2 

            Chills N Mod Mild N N N N 23JUL2020 2 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mod N N N N N 22JUL2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes Yes No No No No 23JUL2020 2 

      C4591001 

1002 

10021080 

1 01JUL2020 Oral temperature 

(°C) 

36.7 36.7 36.2 36.5 36.7 36.1 36.1 
  

            Fatigue N Mod N N N N N 02JUL2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N Mod N N N N N 02JUL2020 1 

            Chills Mod N N N N N N 01JUL2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

Mild N N N N N N 01JUL2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 21JUL2020 Oral temperature 

(°C) 

36.7 36.8 36.1 36 36.5 36.7   
  

            Fatigue N Mild N N N N   22JUL2020 1 

            Headache N N N N N N   
  

            Chills N N N N N N   
  

            Vomiting N N N N N N   
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Diarrhea N N N N N N   
  

            New or 

worsened 

muscle pain 

N N N N N N   
  

            New or 

worsened joint 

pain 

N N N N N N   
  

            Use of 

antipyretic or 

pain medication 

No No No No No No   
  

      C4591001 

1002 

10021081 

1 01JUL2020 Oral temperature 

(°C) 

36.6   36.3 36.2 36.7 36.7 36.1 
  

            Fatigue Mild   N N N N N 01JUL2020 1 

            Headache N   N N N N N 
  

            Chills N   N N N N N 
  

            Vomiting N   N N N N N 
  

            Diarrhea N   N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N   N N N N N 
  

            New or 

worsened joint 

pain 

N   N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No   No No No No No 
  

        2 21JUL2020 Oral temperature 

(°C) 

36.5 37 36.3   36.8   37.9 
  

            Fatigue Mod Mod N   N   Mod 29JUL2020 9 

            Headache N N N   N   Mild 28JUL2020 2 

            Chills N N N   N   Mod 28JUL2020 2 

            Vomiting N N N   N   N 
  

            Diarrhea N N N   N   N 
  

            New or 

worsened 

muscle pain 

N N N   N   Mod 28JUL2020 2 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N   N   Mod 28JUL2020 2 

            Use of 

antipyretic or 

pain medication 

No No No   No   Yes 28JUL2020 2 

      C4591001 

1002 

10021082 

1 01JUL2020 Oral temperature 

(°C) 

36.5 37.2 36.8 36.5 36.8 36.2 36.4 
  

            Fatigue N Mild N Mild N N N 04JUL2020 3 

            Headache N Mild N N N N N 02JUL2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

Yes Yes No No No No No 02JUL2020 2 

        2 21JUL2020 Oral temperature 

(°C) 

37 37.9 36.6 36.6 36.8 36.7 36.7 
  

            Fatigue N Mild N N N N N 22JUL2020 1 

            Headache N Mild N N N N N 22JUL2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N Mod Mild N Mild 28JUL2020 5 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

Yes Yes No Yes No No No 24JUL2020 4 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

      C4591001 

1002 

10021084 

1 29JUN2020 Oral temperature 

(°C) 

36.7 36.5 36.3 36.3 36.4 36.6 36 
  

            Fatigue N Mild N N N N N 30JUN2020 1 

            Headache N Mild N N N N N 30JUN2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 21JUL2020 Oral temperature 

(°C) 

36.9 37.2 37   36.2 36 36 
  

            Fatigue N Mild N   N N N 22JUL2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N Mild N   N N N 22JUL2020 1 

            Chills N N N   N N N 
  

            Vomiting N N N   N N N 
  

            Diarrhea N N N   N N N 
  

            New or 

worsened 

muscle pain 

N N N   N N N 
  

            New or 

worsened joint 

pain 

N N N   N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No   No No No 22JUL2020 1 

      C4591001 

1002 

10021085 

1 29JUN2020 Oral temperature 

(°C) 

36.5 36.7 36.3 37.1   36.5 36.8 
  

            Fatigue N N N N   N N 
  

            Headache N N N N   N N 
  

            Chills N N N N   N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Vomiting N N N N   N N 
  

            Diarrhea N N N N   N N 
  

            New or 

worsened 

muscle pain 

N N N N   N N 
  

            New or 

worsened joint 

pain 

N N N N   N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No   No No 
  

        2 21JUL2020 Oral temperature 

(°C) 

36.4 37.2   36.4 36.6 36.7 37 
  

            Fatigue N N   N N N N 
  

            Headache N Mild   N N N N 22JUL2020 1 

            Chills N Mild   N N N N 22JUL2020 1 

            Vomiting N N   N N N N 
  

            Diarrhea N N   N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N Mild   N Mild N N 25JUL2020 4 

            New or 

worsened joint 

pain 

N Mild   N N N N 22JUL2020 1 

            Use of 

antipyretic or 

pain medication 

No No   No No No No 
  

      C4591001 

1002 

10021087 

1 01JUL2020 Oral temperature 

(°C) 

35.9 36.8 35.6 36 36.1 36.1   
  

            Fatigue N Mild N N N N   02JUL2020 1 

            Headache N N N N N N   
  

            Chills N N N N N N   
  

            Vomiting N N N N N N   
  

            Diarrhea N N N N N N   
  

            New or 

worsened 

muscle pain 

N N N N N N   
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N   
  

            Use of 

antipyretic or 

pain medication 

No No No No No No   
  

        2 21JUL2020 Oral temperature 

(°C) 

36.1 36.2   36.5 36.1 36 36.3 
  

            Fatigue N Mod   N N N N 22JUL2020 1 

            Headache N N   N N N N 
  

            Chills N Mod   N N N N 22JUL2020 1 

            Vomiting N N   N N N N 
  

            Diarrhea N N   N N N N 
  

            New or 

worsened 

muscle pain 

N Mod   N N N N 22JUL2020 1 

            New or 

worsened joint 

pain 

N N   N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No Yes   No No No No 22JUL2020 1 

    30 μg C4591001 

1001 

10011011 

1 11MAY2020 Oral temperature 

(°C) 

36.7 37.6 36.7 36.8 36.8 36.8 37.2 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

        2 01JUN2020 Oral temperature 

(°C) 

37.4 38.7 37.6 36.5 36.8 36.7 36.5 02JUN2020 1 

            Fatigue N Mod N N N N N 02JUN2020 1 

            Headache N Mild N N N N N 02JUN2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

Mild Mod N N N N N 02JUN2020 2 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 02JUN2020 1 

      C4591001 

1001 

10011012 

1 13MAY2020 Oral temperature 

(°C) 

35.9 37 36.8 36.5 36.2 36.3 35.8 
  

            Fatigue N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N Mild Mod N N N N 15MAY2020 2 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No Yes No No No No 15MAY2020 1 

        2 03JUN2020 Oral temperature 

(°C) 

36 38.6 38.4 36.2 36.5 36.8 36.8 05JUN2020 2 

            Fatigue N Mod N N N N N 04JUN2020 1 

            Headache N Mod Mod N N N N 05JUN2020 2 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N Mod Mild N N N N 05JUN2020 2 

            Use of 

antipyretic or 

pain medication 

No Yes Yes No No No No 05JUN2020 2 

      C4591001 

1001 

10011015 

1 11MAY2020 Oral temperature 

(°C) 

35.9 37.7 36.7 36.8 36.2 36.6   
  

            Fatigue N N N N N N   
  

            Headache N Mild N N N N   12MAY2020 1 

            Chills N Mod N N N N   12MAY2020 1 

            Vomiting N N N N N N   
  

            Diarrhea N Mod N N N N   12MAY2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N N N   
  

            New or 

worsened joint 

pain 

N N N N N N   
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No   12MAY2020 1 

        2 01JUN2020 Oral temperature 

(°C) 

36.5   38.3 36.3 36.4 36.4 36.5 03JUN2020 1 

            Fatigue N   N Mild Mild N N 05JUN2020 2 

            Headache N   Mod Mod Mild N N 05JUN2020 3 

            Chills N   N N N N N 
  

            Vomiting N   N N N N N 
  

            Diarrhea N   N Mild N N N 04JUN2020 1 

            New or 

worsened 

muscle pain 

N   N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N   N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No   Yes Yes No No No 04JUN2020 2 

      C4591001 

1001 

10011017 

1 13MAY2020 Oral temperature 

(°C) 

36.7 37.8 36.7 36.5   36.5 36.4 
  

            Fatigue N Mild Mild N   N N 15MAY2020 2 

            Headache N N N N   N N 
  

            Chills N Mild N N   N N 14MAY2020 1 

            Vomiting N N N N   N N 
  

            Diarrhea N N N N   N N 
  

            New or 

worsened 

muscle pain 

N N N N   N N 
  

            New or 

worsened joint 

pain 

N N N N   N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No No   No No 
  

        2 03JUN2020 Oral temperature 

(°C) 

37.3 38.7 37.7 37.2 36.3 36.3 36.6 04JUN2020 1 

            Fatigue Mod Mod N N N N N 04JUN2020 2 

            Headache N Mild N N N N N 04JUN2020 1 

            Chills N Mod N N N N N 04JUN2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mod N N N N N 04JUN2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes Yes Yes No No No 06JUN2020 3 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

      C4591001 

1001 

10011019 

1 13MAY2020 Oral temperature 

(°C) 

36.3 37.4 36.9 36.7 36.9 36.8 36.6 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N Mod N N N N N 14MAY2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 03JUN2020 Oral temperature 

(°C) 

37.1 38.6 37.6 36.8 36.6 36.3 36.6 04JUN2020 1 

            Fatigue N Mod N N N N N 04JUN2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N Mild Mild N N N N 05JUN2020 2 

            Chills N Mild N N N N N 04JUN2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 04JUN2020 1 

      C4591001 

1001 

10011020 

1 13MAY2020 Oral temperature 

(°C) 

36.7 37.1 36.7 36.6 36.5 36.5 36.7 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N Mild N N N N N 14MAY2020 1 09
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 03JUN2020 Oral temperature 

(°C) 

37 37.3 36.1 37 36.5 36.3 36.8 
  

            Fatigue N N N N N N N 
  

            Headache N Mild N N N N N 04JUN2020 1 

            Chills N Mild N N N N N 04JUN2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N Mild N N N N N 04JUN2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1001 

10011024 

1 13MAY2020 Oral temperature 

(°C) 

38.2 36.3 36 36.6 36.5 36.2 36.6 13MAY2020 1 

            Fatigue Mild Mild N N N N N 14MAY2020 2 

            Headache N Mod N N N N N 14MAY2020 1 

            Chills Mild N N N N N N 13MAY2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 03JUN2020 Oral temperature 

(°C) 

35.9 38.2 36.6 36.7   36.6 36.4 04JUN2020 1 

            Fatigue N Mod N N   N N 04JUN2020 1 

            Headache N Mod N N   N N 04JUN2020 1 

            Chills N Mild N N   N N 04JUN2020 1 

            Vomiting N N N N   N N 
  

            Diarrhea N N N N   N N 
  

            New or 

worsened 

muscle pain 

N Mod N N   N N 04JUN2020 1 

            New or 

worsened joint 

pain 

N Mild N N   N N 04JUN2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No No   No No 
  

      C4591001 

1002 

10021006 

1 11MAY2020 Oral temperature 

(°C) 

36.7 37 36.7 36.2 36.6 36.6 36.3 
  

            Fatigue N Mod Mild N N N Mild 18MAY2020 7 

            Headache N Mod Mild N N N N 13MAY2020 2 

            Chills N Mod N N N N N 12MAY2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mild N N N N N 12MAY2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 12MAY2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

        2 02JUN2020 Oral temperature 

(°C) 

38.6 38.6 37 37.1 36.2 36.7 36.7 03JUN2020 2 

            Fatigue N Mod Mild Mild N N N 05JUN2020 3 

            Headache Mild Mild Mild N N N N 04JUN2020 3 

            Chills Mod Mod N N N N N 03JUN2020 2 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 03JUN2020 1 

      C4591001 

1002 

10021014 

1 13MAY2020 Oral temperature 

(°C) 

36.6 36.2 36.1 36.2 36.1 36.1   
  

            Fatigue Mild Mild N N N N   14MAY2020 2 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N N N N N   
  

            Chills N N N N N N   
  

            Vomiting N N N N N N   
  

            Diarrhea N N N N N N   
  

            New or 

worsened 

muscle pain 

N N N N N N   
  

            New or 

worsened joint 

pain 

N N N N N N   
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No   14MAY2020 1 

        2 02JUN2020 Oral temperature 

(°C) 

38.4 37.9 36.2 36.8 36.3 36.2 36.3 02JUN2020 1 

            Fatigue Mild Mod Mild N N N N 04JUN2020 3 

            Headache N Mild Mild N N N N 04JUN2020 2 

            Chills Mild Mild N N N N N 03JUN2020 2 

            Vomiting N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

Yes Yes Yes No No No No 04JUN2020 3 

      C4591001 

1002 

10021015 

1 11MAY2020 Oral temperature 

(°C) 

35.7 37.1 35.8 36.2 36.5 36.3 36.2 
  

            Fatigue N Mod N N N N N 12MAY2020 1 

            Headache N Mod N N N N N 12MAY2020 1 

            Chills N Mod N N N N N 12MAY2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N Mod N N N N N 12MAY2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 12MAY2020 1 

        2 02JUN2020 Oral temperature 

(°C) 

38.9 38 37.2 36.2 36.7 36.3 36.3 03JUN2020 2 

            Fatigue Mod Mod N N N N N 03JUN2020 2 

            Headache Mod Mod N N N N N 03JUN2020 2 

            Chills Sev Mod N N N N N 03JUN2020 2 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mod N N N N N 03JUN2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N Mod N N N N N 03JUN2020 1 

            Use of 

antipyretic or 

pain medication 

Yes Yes No No No No No 03JUN2020 2 

      C4591001 

1002 

10021017 

1 13MAY2020 Oral temperature 

(°C) 

36.6 36.1 36.2 36.5 36.8 36.6 36.1 
  

            Fatigue N N N N N N N 
  

            Headache N Mild N N N N N 14MAY2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

09
01

77
e1

94
d7

85
56

\F
in

al
\F

in
al

 O
n:

 0
7-

S
ep

-2
02

0 
03

:5
2 

(G
M

T
)

 

Page 185

FDA-CBER-2021-5683-0126211



16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 14MAY2020 1 

        2 02JUN2020 Oral temperature 

(°C) 

37.6 37.3 36.6 36.7 37.1 36.5 36.2 
  

            Fatigue N N N N N N N 
  

            Headache N Mild Mild N N N N 04JUN2020 2 

            Chills Mild N N N N N N 02JUN2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mild N N N N N 03JUN2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

Yes Yes Yes No No No No 04JUN2020 3 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

      C4591001 

1002 

10021020 

1 13MAY2020 Oral temperature 

(°C) 

36.4 37.4 36.6   36.1 36.6 36.2 
  

            Fatigue N Mod N   N N N 14MAY2020 1 

            Headache N N N   N N N 
  

            Chills N N N   N N N 
  

            Vomiting N N N   N N N 
  

            Diarrhea N N N   N N N 
  

            New or 

worsened 

muscle pain 

N Mild N   N N N 14MAY2020 1 

            New or 

worsened joint 

pain 

N N N   N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No   No No No 
  

        2 02JUN2020 Oral temperature 

(°C) 

36.6 37.2 36.7 36.7 36.8 36.5 36.1 
  

            Fatigue N Mild N N N N N 03JUN2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache Mild Mod N N N N N 03JUN2020 2 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mod N N N N N 03JUN2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

Yes No No No No No No 02JUN2020 1 

Placebo 18-55 Placebo C4591001 

1001 

10011005 

1 06MAY2020 Oral temperature 

(°C) 

36.8 36.3 36.8 36.6 37 37 37 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 26MAY2020 Oral temperature 

(°C) 

36.9 37.1 36.8 37 36.8 36.9 37 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1001 

10011066 

1 29JUN2020 Oral temperature 

(°C) 

36.1 36.1 36.1 36 36.5 37 36.6 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 20JUL2020 Oral temperature 

(°C) 

36.7 36.1 36.8 36.8 36.5 36.1   
  

            Fatigue N N N N N N   
  

            Headache N N N N N N   
  

            Chills N N N N N N   
  

            Vomiting N N N N N N   
  

            Diarrhea N N N N N N   
  

            New or 

worsened 

muscle pain 

N N N N N N   
  

            New or 

worsened joint 

pain 

N N N N N N   
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No No No No   
  

      C4591001 

1001 

10011069 

1 01JUL2020 Oral temperature 

(°C) 

35.6 36.5   36.4   36.4 36.5 
  

            Fatigue N N   N   N N 
  

            Headache N N   N   N N 
  

            Chills N N   N   N N 
  

            Vomiting N N   N   N N 
  

            Diarrhea N N   N   N N 
  

            New or 

worsened 

muscle pain 

N N   N   N N 
  

            New or 

worsened joint 

pain 

Mild N   N   N N 01JUL2020 1 

            Use of 

antipyretic or 

pain medication 

No No   No   No No 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

        2 22JUL2020 Oral temperature 

(°C) 

35.9 35.8   36.4 36.5 36.4 35.9 
  

            Fatigue N N   N N N N 
  

            Headache N N   N N N N 
  

            Chills N N   N N N N 
  

            Vomiting N N   N N N N 
  

            Diarrhea N N   N N N N 
  

            New or 

worsened 

muscle pain 

N N   N N N N 
  

            New or 

worsened joint 

pain 

N N   N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No   No No No No 
  

      C4591001 

1002 

10021005 

1 04MAY2020 Oral temperature 

(°C) 

36.8 36   36.2 36.2 36.3 36 
  

            Fatigue N N   Mild N N N 07MAY2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N   N N N N 
  

            Chills N N   N N N N 
  

            Vomiting N N   N N N N 
  

            Diarrhea N N   N N N N 
  

            New or 

worsened 

muscle pain 

N N   N N N N 
  

            New or 

worsened joint 

pain 

N N   N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No   No No No No 
  

        2 26MAY2020 Oral temperature 

(°C) 

36.2 36.3 36.5 36.5 36.5   36.1 
  

            Fatigue N N N N N   N 
  

            Headache N N N N N   N 
  

            Chills N N N N N   N 
  

            Vomiting N N N N N   N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Diarrhea N N N N N   N 
  

            New or 

worsened 

muscle pain 

N N N N N   N 
  

            New or 

worsened joint 

pain 

N N N N N   N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No   No 
  

      C4591001 

1002 

10021008 

1 06MAY2020 Oral temperature 

(°C) 

36.5 36.2 36 36.2 36.5 36.3 36.4 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 26MAY2020 Oral temperature 

(°C) 

37.1 37.1 36.2 36.8 36.6 36.4 36.6 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1002 

10021018 

1 11MAY2020 Oral temperature 

(°C) 

36.6 36.4 37 36.3 36.4 36.5 36.4 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

Yes No No No No No No 11MAY2020 1 

        2 02JUN2020 Oral temperature 

(°C) 

36.4 36.1 36.2 36.3 36.3 35.7   
  

            Fatigue N N N N N N   
  

            Headache N N N N N N   
  

            Chills N N N N N N   
  

            Vomiting N N N N N N   
  

            Diarrhea N N N N N N   
  

            New or 

worsened 

muscle pain 

N N N N N N   
  

            New or 

worsened joint 

pain 

N N N N N N   
  

            Use of 

antipyretic or 

pain medication 

No No No No No No   
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

      C4591001 

1002 

10021021 

1 13MAY2020 Oral temperature 

(°C) 

36.9 36.8 37 37.1 36.9 36.9 36.6 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 02JUN2020 Oral temperature 

(°C) 

36 37 37.2 37.1 37 37.1 36.4 
  

            Fatigue N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1002 

10021022 

1 13MAY2020 Oral temperature 

(°C) 

36.3 36.5 36.4 36.7 36.7 36.5 36.5 
  

            Fatigue N N N N N N N 
  

            Headache N Mild N N N N N 14MAY2020 1 

            Chills N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 02JUN2020 Oral temperature 

(°C) 

  36.5 36.6 36.5 36.3 36.4 36.5 
  

            Fatigue   Mild Mild Mild Mild Mild N 07JUN2020 5 

            Headache   N N N N N N 
  

            Chills   N N N N N N 
  

            Vomiting   N N N N N N 
  

            Diarrhea   N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

  N N N N N N 
  

            New or 

worsened joint 

pain 

  N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

  No No No No No No 
  

      C4591001 

1002 

10021083 

1 01JUL2020 Oral temperature 

(°C) 

36.7 37.2 37.1 37.2 36.4 36.7 37.1 
  

            Fatigue Mild Mild Mod N N N Mild 10JUL2020 10 

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 21JUL2020 Oral temperature 

(°C) 

37.2 37.2 37.2 36.9 37.1 37 36.6 
  

            Fatigue Mild Mild Mod N N N N 23JUL2020 3 

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

BNT162b1 65-85 10 μg C4591001 

1001 

10011037 

1 11JUN2020 Oral temperature 

(°C) 

36.7 36.9   36.7 36.6 36.3 36.5 
  

            Fatigue N N   N N N N 
  

            Headache N N   N Mild N N 15JUN2020 1 

            Chills N N   N N N N 
  

            Vomiting N N   N N N N 
  

            Diarrhea N N   N N N N 
  

            New or 

worsened 

muscle pain 

N N   N N N N 
  

            New or 

worsened joint 

pain 

N N   N N N Mild 18JUN2020 2 

            Use of 

antipyretic or 

pain medication 

No No   No No No No 
  

09
01

77
e1

94
d7

85
56

\F
in

al
\F

in
al

 O
n:

 0
7-

S
ep

-2
02

0 
03

:5
2 

(G
M

T
)

 

Page 204

FDA-CBER-2021-5683-0126230



16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

        2 30JUN2020 Oral temperature 

(°C) 

36.4 36.9 36.2 36.7 36.6 36.4 36.4 
  

            Fatigue N Mild N N N Mild N 05JUL2020 5 

            Headache N Mild N N N Mild N 05JUL2020 5 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N Mod N N N N N 01JUL2020 1 

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 01JUL2020 1 

      C4591001 

1001 

10011039 

1 09JUN2020 Oral temperature 

(°C) 

36.2 36.1 36.1 35.7 35.7 35.7   
  

            Fatigue N N N Mild N N   12JUN2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N N N N N   
  

            Chills N N N N N N   
  

            Vomiting N N N N N N   
  

            Diarrhea N N N N N N   
  

            New or 

worsened 

muscle pain 

N N N N N N   
  

            New or 

worsened joint 

pain 

N N N N N N   
  

            Use of 

antipyretic or 

pain medication 

No No No No No No   
  

        2 29JUN2020 Oral temperature 

(°C) 

35.7 36.4 36.1 36.1 36.1 36.1 35.6 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  09

01
77

e1
94

d7
85

56
\F

in
al

\F
in

al
 O

n:
 0

7-
S

ep
-2

02
0 

03
:5

2 
(G

M
T

)
 

Page 206

FDA-CBER-2021-5683-0126232



16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1001 

10011040 

1 11JUN2020 Oral temperature 

(°C) 

36.8 36.8 36.4 36.5 36.3 36.1 36.1 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N Mild N N N N 13JUN2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 02JUL2020 Oral temperature 

(°C) 

35.7 37.3 36.5 36.2 36.5 36.3   
  

            Fatigue N Mod N N N N   03JUL2020 1 

            Headache N N N N N N   
  

            Chills N N N N N N   
  

            Vomiting N N N N N N   
  

            Diarrhea N N N N N N   
  

            New or 

worsened 

muscle pain 

N Mod N N N N   03JUL2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N   
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No   03JUL2020 1 

      C4591001 

1001 

10011041 

1 11JUN2020 Oral temperature 

(°C) 

36.8 36 35.7   35.9 36.4 35.7 
  

            Fatigue N N N   N N N 
  

            Headache N N N   N N N 
  

            Chills N N N   N N N 
  

            Vomiting N N N   N N N 
  

            Diarrhea N N N   N N N 
  

            New or 

worsened 

muscle pain 

N N N   N N N 
  

            New or 

worsened joint 

pain 

N N N   N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No Yes No   No No No 12JUN2020 1 

        2 02JUL2020 Oral temperature 

(°C) 

36.5   36.2 35.6 36.6 35.7 36.1 
  

            Fatigue N   N N N N N 
  

            Headache N   N N N N N 
  

            Chills N   N N N N N 
  

            Vomiting N   N N N N N 
  

            Diarrhea N   N N N N N 
  

            New or 

worsened 

muscle pain 

N   N N N N N 
  

            New or 

worsened joint 

pain 

N   N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No   No No No No No 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

      C4591001 

1001 

10011044 

1 09JUN2020 Oral temperature 

(°C) 

36.4 36.6 36.4 36.4 36.4 35.3 35.8 
  

            Fatigue N N Mild N N N N 11JUN2020 1 

            Headache N N Mild N N N N 11JUN2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mild N N N N N 10JUN2020 1 

            New or 

worsened joint 

pain 

N N Mild N N N N 11JUN2020 1 

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 29JUN2020 Oral temperature 

(°C) 

36.2 37.4 36.2 36.3 36.2 36 36.3 
  

            Fatigue N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache Mild Mod Mild N N N N 01JUL2020 3 

            Chills N Mild N N N N N 30JUN2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

Mild Mod N N N N N 30JUN2020 2 

            New or 

worsened joint 

pain 

N Mild N N N N N 30JUN2020 1 

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1001 

10011045 

1 11JUN2020 Oral temperature 

(°C) 

36.2 36.7 36.2 36 36.3 36.2 36.7 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 02JUL2020 Oral temperature 

(°C) 

36.3 37.1 36.5 36.5 36.6 36.7 36.4 
  

            Fatigue N Mild N N N N N 03JUL2020 1 

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1002 

10021043 

1 09JUN2020 Oral temperature 

(°C) 

36.2 36.7 36.3 36.6 36.3 36.4 36.6 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No Yes No No No No 11JUN2020 1 

        2 30JUN2020 Oral temperature 

(°C) 

36.4 36.3 36.7 36.4 36.8 36.2 36.2 
  

            Fatigue N N N N N N N 
  

            Headache N N N Mild N Mild N 05JUL2020 3 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No Yes Yes No Yes No 05JUL2020 4 

      C4591001 

1002 

10021044 

1 09JUN2020 Oral temperature 

(°C) 

36.6 36.4 36.3 36.2 36.5 36.3 36.5 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

        2 30JUN2020 Oral temperature 

(°C) 

37.2 36.5 36.3 36.5 36.2 36.5 36.6 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mild N N N N N 01JUL2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1002 

10021045 

1 11JUN2020 Oral temperature 

(°C) 

36.9 36.3 36.4 36.8 36.7 36.1 36.2 
  

            Fatigue N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N Mod N N N N 13JUN2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N Mod Mild N N 15JUN2020 2 

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No Yes No No No No 13JUN2020 1 

        2 30JUN2020 Oral temperature 

(°C) 

36.6 36.8 36.4 36.5 36.4 36.3 36.4 
  

            Fatigue N N N N N N N 
  

            Headache Mild Mild Mild N Mild N N 04JUL2020 5 

            Chills N Mild N N N N N 01JUL2020 1 

            Vomiting N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mild N N N N N 01JUL2020 1 

            New or 

worsened joint 

pain 

N Mild N N N N N 01JUL2020 1 

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 01JUL2020 1 

      C4591001 

1002 

10021049 

1 11JUN2020 Oral temperature 

(°C) 

36.3 36.1 36.4 36.2 36.4 36.1 36.1 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 30JUN2020 Oral temperature 

(°C) 

36.1 36.7 36.2 36.1 35.7 36.6 36.3 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1002 

10021052 

1 11JUN2020 Oral temperature 

(°C) 

36.7 37.3 37 36.8 37.1 36.2 36.3 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N Mild N N N N N 12JUN2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 30JUN2020 Oral temperature 

(°C) 

36 36.3 36.6 35.8 36.1 36.7 36.2 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

      C4591001 

1002 

10021053 

1 11JUN2020 Oral temperature 

(°C) 

36.6 36.5 36.5 36.5 36.5 36 36.1 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 30JUN2020 Oral temperature 

(°C) 

36.3 36.1 36.2 36.3 36.6 36.8 36.3 
  

            Fatigue N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N Mild N N N N N 01JUL2020 1 

            Chills N Mod N N N N N 01JUL2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 01JUL2020 1 

    20 μg C4591001 

1001 

10011043 

1 15JUN2020 Oral temperature 

(°C) 

36.4 36.6 36.4 36.7 36.6 36.4 36.4 
  

            Fatigue N Mod N N N N N 16JUN2020 1 

            Headache N Mod N N N N N 16JUN2020 1 

            Chills N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 08JUL2020 Oral temperature 

(°C) 

36 38.7 37   36.5 36.7   09JUL2020 1 

            Fatigue N Sev N   N N   09JUL2020 1 

            Headache N Sev N   N N   09JUL2020 1 

            Chills N Mod N   N N   09JUL2020 1 

            Vomiting N N N   N N   
  

            Diarrhea N N N   N N   
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N Mod N   N N   09JUL2020 1 

            New or 

worsened joint 

pain 

N N N   N N   
  

            Use of 

antipyretic or 

pain medication 

No Yes No   No No   09JUL2020 1 

      C4591001 

1001 

10011049 

1 15JUN2020 Oral temperature 

(°C) 

36.5 36.7 36.1 35.9 36.8 36.7 36.7 
  

            Fatigue N N N Mod Mod Mod N 20JUN2020 3 

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

09
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 06JUL2020 Oral temperature 

(°C) 

36.6 37 36.7 36.2 36.3 36.1 36.6 
  

            Fatigue N Mod Mild Mild N Mild N 11JUL2020 5 

            Headache N Mod N N N N N 07JUL2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 07JUL2020 1 

      C4591001 

1001 

10011050 

1 17JUN2020 Oral temperature 

(°C) 

37.1 37.4 37.1 37.1 36.7 37 37.1 
  

            Fatigue N N N N N N N 
  

            Headache N Mild N N N N N 18JUN2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 18JUN2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

        2 07JUL2020 Oral temperature 

(°C) 

36.7 37.8 37.3 37 36.6 36.9 37.3 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N Mild 13JUL2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No Yes Yes No 12JUL2020 5 

      C4591001 

1001 

10011052 

1 17JUN2020 Oral temperature 

(°C) 

36.7 37.6 37.2 37.1 37.6 37 37 
  

            Fatigue N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 08JUL2020 Oral temperature 

(°C) 

37.3 37.3 36.8 37.1 37.1 37.2 37.1 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1001 

10011055 

1 17JUN2020 Oral temperature 

(°C) 

36.4 37 36.8 35.6 36.5 36 36.7 
  

            Fatigue N Mild N N N N N 18JUN2020 1 

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 08JUL2020 Oral temperature 

(°C) 

37.2 37.3 37.1 36.9 37 36.2 36.6 
  

            Fatigue N Mod N N N N N 09JUL2020 1 

            Headache N Mild N N N N N 09JUL2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

09
01

77
e1

94
d7

85
56

\F
in

al
\F

in
al

 O
n:

 0
7-

S
ep

-2
02

0 
03

:5
2 

(G
M

T
)

 

Page 232

FDA-CBER-2021-5683-0126258



16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1001 

10011059 

1 17JUN2020 Oral temperature 

(°C) 

36.3 37.6 36.7 36.8 36.8 36.2 36.3 
  

            Fatigue N Mild N N N N Mild 23JUN2020 6 

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 08JUL2020 Oral temperature 

(°C) 

36.2 38.6 37.6 36.5 36.2 36.7 36.3 09JUL2020 1 

            Fatigue N Mod N N N N N 09JUL2020 1 

            Headache N Mild N N N N N 09JUL2020 1 

            Chills N Mod N N N N N 09JUL2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 09JUL2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

      C4591001 

1002 

10021054 

1 15JUN2020 Oral temperature 

(°C) 

36.4 36.9 36.1 36.5 36.6 36.2 36.2 
  

            Fatigue N Mild N N N N N 16JUN2020 1 

            Headache N Mod N N N N N 16JUN2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mild Mild N N N Mild 21JUN2020 6 

            New or 

worsened joint 

pain 

N N N N N N Mild 21JUN2020 1 

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 16JUN2020 1 

        2 07JUL2020 Oral temperature 

(°C) 

36.3 38.2 36.9 36.4 36.5 36.3 36.6 08JUL2020 1 

            Fatigue Mild Mild N N N N N 08JUL2020 2 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache Mild Mod Mild N N N N 09JUL2020 3 

            Chills N Mild N N N N N 08JUL2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 08JUL2020 1 

      C4591001 

1002 

10021060 

1 15JUN2020 Oral temperature 

(°C) 

37.7 37.3   37.1 37.2 37 36.7 
  

            Fatigue N N   N N N N 
  

            Headache N N   N N N N 
  

            Chills Mild Mild   N N N N 17JUN2020 3 09
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Vomiting N N   N N N N 
  

            Diarrhea N N   N N Mild N 20JUN2020 1 

            New or 

worsened 

muscle pain 

N Sev   N N N N 17JUN2020 2 

            New or 

worsened joint 

pain 

N N   N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes   No No No No 16JUN2020 1 

        2 07JUL2020 Oral temperature 

(°C) 

36.8 37.6 36.6 36.8 36.9 37 37.6 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills Mild Mild N N N N N 08JUL2020 2 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 08JUL2020 1 

      C4591001 

1002 

10021064 

1 17JUN2020 Oral temperature 

(°C) 

36.7 37.6 36.8 36.4 36.8 36.7 37 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 08JUL2020 Oral temperature 

(°C) 

36.7 38.1 36.9         09JUL2020 1 

            Fatigue N Mod N         09JUL2020 1 

            Headache N Mod N         09JUL2020 1 

            Chills N Mild N         09JUL2020 1 

            Vomiting N N N         
  

            Diarrhea N N N         
  

            New or 

worsened 

muscle pain 

N Mod N         09JUL2020 1 

            New or 

worsened joint 

pain 

N Mild N         09JUL2020 1 

09
01

77
e1

94
d7

85
56

\F
in

al
\F

in
al

 O
n:

 0
7-

S
ep

-2
02

0 
03

:5
2 

(G
M

T
)

 

Page 239

FDA-CBER-2021-5683-0126265



16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No Yes No         09JUL2020 1 

      C4591001 

1002 

10021067 

1 17JUN2020 Oral temperature 

(°C) 

36.6 36.2 36.1 36.2 36 36.1 35.8 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

09
01

77
e1

94
d7

85
56

\F
in

al
\F

in
al

 O
n:

 0
7-

S
ep

-2
02

0 
03

:5
2 

(G
M

T
)

 

Page 240

FDA-CBER-2021-5683-0126266



16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

        2 08JUL2020 Oral temperature 

(°C) 

36.3 37 36.7 36.5 36.8 36.2 36.5 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1002 

10021068 

1 17JUN2020 Oral temperature 

(°C) 

36.4 37 36.6 36.8 36.8 36.9 36.6 
  

            Fatigue N Mild N N N N N 18JUN2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 08JUL2020 Oral temperature 

(°C) 

36.7 38.6 37.2 36.7 36.7 36.6 36.8 09JUL2020 1 

            Fatigue N Mod N N N N N 09JUL2020 1 

            Headache N Mild N N N N N 09JUL2020 1 

            Chills N Mod N N N N N 09JUL2020 1 

            Vomiting N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mild N N N N N 09JUL2020 1 

            New or 

worsened joint 

pain 

N N Mild N N N N 10JUL2020 1 

            Use of 

antipyretic or 

pain medication 

Yes Yes Yes No No No No 10JUL2020 3 

      C4591001 

1002 

10021071 

1 17JUN2020 Oral temperature 

(°C) 

36.3 36.8 36.4 36.5 36.1 36.2 36.1 
  

            Fatigue N Mild N N N N N 18JUN2020 1 

            Headache N Mild N N N N N 18JUN2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 18JUN2020 1 

        2 08JUL2020 Oral temperature 

(°C) 

35.9 38.1 36.2 36.5 36.2 36.1 35.9 09JUL2020 1 

            Fatigue N N N N N N N 
  

            Headache N Mod N N N N N 09JUL2020 1 

            Chills N Mild N N N N N 09JUL2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N Mild N N N N N 09JUL2020 1 

            New or 

worsened 

muscle pain 

N Mod N N N N N 09JUL2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N Mod N N N N N 09JUL2020 1 

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 09JUL2020 1 

    30 μg C4591001 

1001 

10011046 

1 18JUN2020 Oral temperature 

(°C) 

36.5 37.7 36.6 36.3 36.2 36.7 36.1 
  

            Fatigue N Mod N N N N N 19JUN2020 1 

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mild N N N N N 19JUN2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 09JUL2020 Oral temperature 

(°C) 

36.5 38 36.6 36.7   36.8 36.4 10JUL2020 1 

            Fatigue N Mod N N   N N 10JUL2020 1 

            Headache N Mild N N   N N 10JUL2020 1 

            Chills N N N N   N N 
  

            Vomiting N N N N   N N 
  

            Diarrhea N N N N   N N 
  

            New or 

worsened 

muscle pain 

N Mild N N   N N 10JUL2020 1 

            New or 

worsened joint 

pain 

N Mild N N   N N 10JUL2020 1 

            Use of 

antipyretic or 

pain medication 

No No No No   No No 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

      C4591001 

1001 

10011048 

1 16JUN2020 Oral temperature 

(°C) 

37.6 37.7 37 36.8 36.8 37.1 36.4 
  

            Fatigue N Sev Mild N N N N 18JUN2020 2 

            Headache Mod Mild N N N N N 17JUN2020 2 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

Yes Yes No No No No No 17JUN2020 2 

        2 08JUL2020 Oral temperature 

(°C) 

37.1 38.9 37.6 36.7 36.7 36.5 36.7 09JUL2020 1 

            Fatigue Mild Sev Mild N N Mild Mild 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache Mod Mod N N Mild Mild N 13JUL2020 6 

            Chills Mild Mod N N N N N 09JUL2020 2 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

Yes Yes No No Yes No No 12JUL2020 5 

      C4591001 

1001 

10011058 

1 18JUN2020 Oral temperature 

(°C) 

37.7 37.5 36.4 36.8 36.6 36.6 37.1 
  

            Fatigue Mild Mild Mild N N N N 20JUN2020 3 

            Headache N N N N N N N 
  

            Chills N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 09JUL2020 Oral temperature 

(°C) 

36.8 38.4 37.6 36.5 36.1 36.6 36.5 10JUL2020 1 

            Fatigue Mild Mod N N N N N 10JUL2020 2 

            Headache N Mild N N N N N 10JUL2020 1 

            Chills N Mild N N N N N 10JUL2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes Yes No No No No 11JUL2020 2 

      C4591001 

1001 

10011061 

1 18JUN2020 Oral temperature 

(°C) 

36.2 37.1 36.5 36.7 36.5 36.5 36.3 
  

            Fatigue N N N N N N Mild 27JUN2020 4 

            Headache N Mild N N N N N 19JUN2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 19JUN2020 1 

        2 09JUL2020 Oral temperature 

(°C) 

36.6 37.2 36.9 36.2 36.2 36.2 36.4 
  

            Fatigue N N N N N N N 
  

            Headache Mild Mild N N N N N 10JUL2020 2 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 10JUL2020 1 

      C4591001 

1001 

10011063 

1 18JUN2020 Oral temperature 

(°C) 

  37.9 37.3 36.6 36.7 36.6 36.1 
  

            Fatigue   N N N N N N 
  

            Headache   Mild Mild N N N N 20JUN2020 2 

            Chills   N N N N N N 
  

            Vomiting   N N N N N N 
  

            Diarrhea   N N N N N N 
  

            New or 

worsened 

muscle pain 

  Mild Mild N N N N 20JUN2020 2 

            New or 

worsened joint 

pain 

  N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

  Yes Yes No No No No 20JUN2020 2 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

        2 07JUL2020 Oral temperature 

(°C) 

37.4 37.9 35.5 36.5 36.7 36.6 35.1 
  

            Fatigue N Mod N N N N N 08JUL2020 1 

            Headache N Mod N N N N N 08JUL2020 1 

            Chills Mod Mild N N N N N 08JUL2020 2 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 08JUL2020 1 

      C4591001 

1002 

10021059 

1 15JUN2020 Oral temperature 

(°C) 

36.7 36.8 36.8 36.7 37 36.5 36.6 
  

            Fatigue N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 07JUL2020 Oral temperature 

(°C) 

37.2 36.8 37.1 36.3 36.2   36.4 
  

            Fatigue N N N N N   N 
  

            Headache N N N N N   N 
  

            Chills N N N N N   N 
  

            Vomiting N N N N N   N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Diarrhea N N N N N   N 
  

            New or 

worsened 

muscle pain 

N N N N N   N 
  

            New or 

worsened joint 

pain 

N N N N N   N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No   No 
  

      C4591001 

1002 

10021062 

1 15JUN2020 Oral temperature 

(°C) 

37.1 38.2 37.3 37.1 36.8 36.7 37 16JUN2020 1 

            Fatigue N N N N N N N 
  

            Headache N Mild N N N N N 16JUN2020 1 

            Chills N Mild N Mild N N N 18JUN2020 3 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 16JUN2020 1 

        2 07JUL2020 Oral temperature 

(°C) 

36.6 38.3 37.8 37.4 36.7 36.3 37 08JUL2020 1 

            Fatigue N Mod N Mod Mild Mild N 12JUL2020 5 

            Headache N Mod N N N N N 08JUL2020 1 

            Chills N Mod N N N N N 08JUL2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N Mild N N 11JUL2020 1 

            New or 

worsened 

muscle pain 

N Mod N N N N N 08JUL2020 1 

09
01

77
e1

94
d7

85
56

\F
in

al
\F

in
al

 O
n:

 0
7-

S
ep

-2
02

0 
03

:5
2 

(G
M

T
)

 

Page 256

FDA-CBER-2021-5683-0126282



16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N Mod N N N N N 08JUL2020 1 

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 08JUL2020 1 

      C4591001 

1002 

10021063 

1 15JUN2020 Oral temperature 

(°C) 

36.6 36.9 36.4 36.8 36.6 36.5 36.6 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

Mild N Mod Mod Mod Mild N 20JUN2020 6 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No No No Yes No 20JUN2020 1 

        2 07JUL2020 Oral temperature 

(°C) 

36.6 36.6 36.6 36.6 36.3 36.3 37 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

      C4591001 

1002 

10021069 

1 18JUN2020 Oral temperature 

(°C) 

35.9 36.3 36.1 36.2 36.1 35.9   
  

            Fatigue N N N N N N   
  

            Headache N Mild Mild N N N   20JUN2020 2 

            Chills N N N N N N   
  

            Vomiting N N N N N N   
  

            Diarrhea N N N N N N   
  

            New or 

worsened 

muscle pain 

N Mod Mild Mild N N   21JUN2020 3 

            New or 

worsened joint 

pain 

N N N N N N   
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No   19JUN2020 1 

        2 08JUL2020 Oral temperature 

(°C) 

35.7 36.3 35.8 36.3 35.9 35.9 36.2 
  

            Fatigue N Mild N N N Mild Mild 15JUL2020 7 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N Mild N N N N N 09JUL2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mod N N N N N 09JUL2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 09JUL2020 1 

      C4591001 

1002 

10021074 

1 18JUN2020 Oral temperature 

(°C) 

37.6 38.6 37 37.3 37.1 36.6 36.9 19JUN2020 1 

            Fatigue N Mild Mild N Mod N N 22JUN2020 4 

            Headache N N N N N N N 
  

            Chills N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No Yes No No No 21JUN2020 1 

        2 08JUL2020 Oral temperature 

(°C) 

37.8   37.8 36.9 37.2 36.6 36.8 
  

            Fatigue N   N N N N N 
  

            Headache N   N N N N N 
  

            Chills N   N N N N N 
  

            Vomiting N   N N N N N 
  

            Diarrhea N   N N N N N 
  

09
01

77
e1

94
d7

85
56

\F
in

al
\F

in
al

 O
n:

 0
7-

S
ep

-2
02

0 
03

:5
2 

(G
M

T
)

 

Page 261

FDA-CBER-2021-5683-0126287



16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N   N N N N N 
  

            New or 

worsened joint 

pain 

N   N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No   No No No No No 
  

      C4591001 

1002 

10021075 

1 18JUN2020 Oral temperature 

(°C) 

36.2 36.5 36.7 36.8 36.6 36.7 36.6 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N Mod N N N N N 19JUN2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mild N N N N N 19JUN2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 19JUN2020 1 

        2 08JUL2020 Oral temperature 

(°C) 

37 37.7 36.4 36.5 36.7 36.5 36.6 
  

            Fatigue N Mild N N N N N 09JUL2020 1 

            Headache Mild Mild N N N N N 09JUL2020 2 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 09JUL2020 1 

      C4591001 

1002 

10021077 

1 18JUN2020 Oral temperature 

(°C) 

35.8 38.3 36.4 35.9 36.8 35.8 36.2 19JUN2020 1 

            Fatigue N Mod N N N N N 19JUN2020 1 

            Headache N Mild N N N N N 19JUN2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mild N N N N N 19JUN2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 19JUN2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

        2 08JUL2020 Oral temperature 

(°C) 

35.7 36.8 37.8 36.9 36.2 36.7 36.3 
  

            Fatigue N Mild Mild N N N N 10JUL2020 2 

            Headache N Mild Mild N N N N 10JUL2020 2 

            Chills N N N N N N N 
  

            Vomiting Mild N N N N N N 08JUL2020 1 

            Diarrhea Mild N N N N N N 08JUL2020 1 

            New or 

worsened 

muscle pain 

Mild N N N N N N 08JUL2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes Yes No No No No 10JUL2020 2 

Placebo 65-85 Placebo C4591001 

1001 

10011042 

1 11JUN2020 Oral temperature 

(°C) 

36.6 36.7 37 36.2 36.6 36.8 36.3 
  

            Fatigue N Mild Mod N N N N 13JUN2020 2 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N N N N N N 
  

            Chills N N Mild N N N N 13JUN2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N Mild N N N N 13JUN2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 30JUN2020 Oral temperature 

(°C) 

36.7 36.5 36.8 36.9 36.6 36.6 36.8 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1001 

10011053 

1 16JUN2020 Oral temperature 

(°C) 

35.7 35.6 36.3 35.8 36.2 36.1 36.3 
  

            Fatigue N Mild N N N N N 17JUN2020 1 

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 09JUL2020 Oral temperature 

(°C) 

35.8 36.2 35.6 36 35.8 36.1 35.9 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1001 

10011057 

1 17JUN2020 Oral temperature 

(°C) 

36.6 36.8 36.8 36.6 36.6 36.4 36.5 
  

            Fatigue Mild Mild N N N N N 18JUN2020 2 

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 08JUL2020 Oral temperature 

(°C) 

36.6 36.7 36.7 36.5 36.9 36.5 36.5 
  

            Fatigue Mild N N N N N N 08JUL2020 1 

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

      C4591001 

1001 

10011064 

1 18JUN2020 Oral temperature 

(°C) 

36.3 36.5 36.3 36.3 36.2 36 35.9 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 07JUL2020 Oral temperature 

(°C) 

36.2 36.1 36.8 35.6 36.1 36.6   
  

            Fatigue N N N N N N   
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N N N N N   
  

            Chills N N N N N N   
  

            Vomiting N N N N N N   
  

            Diarrhea N N N N N N   
  

            New or 

worsened 

muscle pain 

N N N N N N   
  

            New or 

worsened joint 

pain 

N N N N N N   
  

            Use of 

antipyretic or 

pain medication 

No No No No No No   
  

      C4591001 

1002 

10021042 

1 09JUN2020 Oral temperature 

(°C) 

37.1 36.3 36.3 36.1 36.2 36.6 36.5 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 30JUN2020 Oral temperature 

(°C) 

36.6 36.4 36.6   36.1 37 36.5 
  

            Fatigue N N N   N N N 
  

            Headache N N N   N N N 
  

            Chills N N N   N N N 
  

            Vomiting N N N   N N N 
  

            Diarrhea N N N   N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N   N N N 
  

            New or 

worsened joint 

pain 

N N N   N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No   No No No 
  

      C4591001 

1002 

10021047 

1 11JUN2020 Oral temperature 

(°C) 

36.3 35.6 36.2 36 36.3 36.3 36.8 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 30JUN2020 Oral temperature 

(°C) 

36.7 36.7 36.8 36.3 36.3 36.2 36.5 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1002 

10021050 

1 15JUN2020 Oral temperature 

(°C) 

36.2 36.6 36.7 36.8 36.8 36.9 36.5 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

        2 07JUL2020 Oral temperature 

(°C) 

36.5 37 36.8 37.4 36.5 37.1 36.7 
  

            Fatigue N N N N Mod N N 11JUL2020 1 

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1002 

10021072 

1 18JUN2020 Oral temperature 

(°C) 

37 36.9 36.2 36.9   36.9 36.6 
  

            Fatigue N N N N   N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N N N   N N 
  

            Chills N N N N   N N 
  

            Vomiting N N N N   N N 
  

            Diarrhea N N N N   N N 
  

            New or 

worsened 

muscle pain 

N N N N   N N 
  

            New or 

worsened joint 

pain 

N N N N   N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No   No No 
  

        2 08JUL2020 Oral temperature 

(°C) 

36.3 36.7 36.2 36.8 36.2 36.3 36.3 
  

            Fatigue N N N N N N N 
  

            Headache N N N Mild N N N 11JUL2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No Yes No No No 11JUL2020 1 

      C4591001 

1002 

10021073 

1 17JUN2020 Oral temperature 

(°C) 

36.4 36.8 36.9 36.5 36.6 37.1 36.9 
  

            Fatigue N Mild N N N N N 18JUN2020 1 

            Headache N N N N N N N 
  

            Chills N Mild N N N N N 18JUN2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 08JUL2020 Oral temperature 

(°C) 

36.9 36.4 36.6 36.4 37.2 36.7   
  

            Fatigue N N N N N N   
  

            Headache N N N N N N   
  

            Chills N N N N N N   
  

            Vomiting N N N N N N   
  

            Diarrhea N N N N N N   
  

            New or 

worsened 

muscle pain 

N N N N N N   
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N   
  

            Use of 

antipyretic or 

pain medication 

No No No No No No   
  

BNT162b2 18-55 10 μg C4591001 

1003 

10031018 

1 09JUN2020 Oral temperature 

(°C) 

37.1 37.1 36.8 36.8 36.8 36.5 36.6 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N Mild 16JUN2020 2 

            New or 

worsened joint 

pain 

N N N N N N Mild 16JUN2020 2 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 30JUN2020 Oral temperature 

(°C) 

36.7 37.7 37.1 36.6 37.2 36.7 37 
  

            Fatigue Mild Mild Mild Mild N N N 03JUL2020 4 

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

Mild N N N N N N 30JUN2020 1 

            New or 

worsened joint 

pain 

N Mild N N N N N 01JUL2020 1 

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

      C4591001 

1003 

10031019 

1 11JUN2020 Oral temperature 

(°C) 

36.3 36.2 35.7 37 36.3 36 36 
  

            Fatigue N N N Mild N N N 14JUN2020 1 

            Headache N N Mild N N N N 13JUN2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 02JUL2020 Oral temperature 

(°C) 

36.3 36.3 36 36.1 36 36.2 37 
  

            Fatigue N Mild N N N N N 03JUL2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N Mild N N N N N 03JUL2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1003 

10031020 

1 11JUN2020 Oral temperature 

(°C) 

36.6 36.6 36.3   36.3 36.4 36.5 
  

            Fatigue N N N   N N N 
  

            Headache N N N   N N N 
  

            Chills N N N   N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Vomiting N N N   N N N 
  

            Diarrhea N N N   N N N 
  

            New or 

worsened 

muscle pain 

N N N   N N N 
  

            New or 

worsened joint 

pain 

N N N   N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No   Yes Yes No 16JUN2020 2 

        2 02JUL2020 Oral temperature 

(°C) 

36.8 36.6 36.3   36.3 36.3 36.5 
  

            Fatigue N N N   N N N 
  

            Headache N N N   N N N 
  

            Chills N N N   N N N 
  

            Vomiting N N N   N N N 
  

            Diarrhea N N N   N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N   N N N 
  

            New or 

worsened joint 

pain 

N N N   N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No   No No No 
  

      C4591001 

1003 

10031021 

1 09JUN2020 Oral temperature 

(°C) 

36.7 36.1 36.5 36.1 36.2 36.7 36.7 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 30JUN2020 Oral temperature 

(°C) 

36.1 37.8 36.7 36.5 36.5 36.2 36.5 
  

            Fatigue N N N N N N N 
  

            Headache N Mod N N N N N 01JUL2020 1 

            Chills N Mod N N N N N 01JUL2020 1 

            Vomiting N Mild N N N N N 01JUL2020 1 

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mild N N N N N 01JUL2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 01JUL2020 1 

      C4591001 

1003 

10031022 

1 11JUN2020 Oral temperature 

(°C) 

36.4 36.1   35.6 36 35.9 35.9 
  

            Fatigue N N   Mild N N N 14JUN2020 1 

            Headache N N   Mild N N N 14JUN2020 1 

            Chills N N   N N N N 
  

            Vomiting N N   N N N N 
  

            Diarrhea N N   N N N N 
  

            New or 

worsened 

muscle pain 

N N   N N N N 
  

            New or 

worsened joint 

pain 

N N   N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No   Yes No No No 14JUN2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

        2 02JUL2020 Oral temperature 

(°C) 

36.3 37 36.4 36.4 36.2 36.7 36.2 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1003 

10031024 

1 11JUN2020 Oral temperature 

(°C) 

36.1 35.9 35.8 36.1 35.8 36.7 36.2 
  

            Fatigue N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 02JUL2020 Oral temperature 

(°C) 

36.7 36.2 36.6 36.6 36.3   36.3 
  

            Fatigue N N N N N   N 
  

            Headache N N N N N   N 
  

            Chills N N N N N   N 
  

            Vomiting N N N N N   N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Diarrhea N N N N N   N 
  

            New or 

worsened 

muscle pain 

N N N N N   N 
  

            New or 

worsened joint 

pain 

N N N N N   N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No   No 
  

      C4591001 

1007 

10071014 

1 11JUN2020 Oral temperature 

(°C) 

37.2 37 36.8 36.4 36.7 36.5 36.3 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N Mild N N N N 13JUN2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 01JUL2020 Oral temperature 

(°C) 

37.3 36.7 36.6 36.8 36.6 36.6 36.4 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1007 

10071015 

1 08JUN2020 Oral temperature 

(°C) 

36.5 36.9 36.9 36.6 36.2 35.8 36.7 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 29JUN2020 Oral temperature 

(°C) 

  36.9 35.6 36.7 35.7 36.6 36.3 
  

            Fatigue   N N N N N N 
  

            Headache   N N N N N N 
  

            Chills   N N N N N N 
  

            Vomiting   N N N N N N 
  

            Diarrhea   N N N N N N 
  

            New or 

worsened 

muscle pain 

  N N N N N N 
  

            New or 

worsened joint 

pain 

  N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

  No No No No No No 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

      C4591001 

1007 

10071016 

1 10JUN2020 Oral temperature 

(°C) 

37.1 36.7 37.1 37.1 36.2 36.7 37 
  

            Fatigue N N N N N N N 
  

            Headache N N N Mild N N N 13JUN2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N Mild 17JUN2020 2 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 01JUL2020 Oral temperature 

(°C) 

37 36.8 36.5 36.2 35.7 36.4 36.1 
  

            Fatigue Mild N N N Mild N Mild 08JUL2020 8 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1007 

10071019 

1 08JUN2020 Oral temperature 

(°C) 

37.1 36.4 36.2 35.8 36.3 36.3 36.7 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 29JUN2020 Oral temperature 

(°C) 

36.3 36.8 36.5 36.2 36.6 36.6 36.8 
  

            Fatigue N N N N N Mod N 04JUL2020 1 

            Headache N N N Mild Mod Mod Mod 09JUL2020 8 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1007 

10071021 

1 10JUN2020 Oral temperature 

(°C) 

36.5 36.8 36.2 37.1 36.6 36.8 36.8 
  

            Fatigue Mild N N N N N N 10JUN2020 1 

            Headache Mild N N N N N N 10JUN2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 01JUL2020 Oral temperature 

(°C) 

37 37.2 37.1 37.1   37.1   
  

            Fatigue N N N N   N   
  

            Headache N N N N   N   
  

            Chills N N N N   N   
  

            Vomiting N N N N   N   
  

            Diarrhea N N N N   N   
  

            New or 

worsened 

muscle pain 

N N N N   N   
  

            New or 

worsened joint 

pain 

N N N N   N   
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No No   No   
  

      C4591001 

1007 

10071022 

1 10JUN2020 Oral temperature 

(°C) 

37 37.1 36.2 36.8   36.9 36.9 
  

            Fatigue N N N N   N N 
  

            Headache N N N N   N N 
  

            Chills N N N N   N N 
  

            Vomiting N N N N   N N 
  

            Diarrhea N N N N   N N 
  

            New or 

worsened 

muscle pain 

N N N N   N N 
  

            New or 

worsened joint 

pain 

N N N N   N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No   No No 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

        2 01JUL2020 Oral temperature 

(°C) 

37.1 37.3 37.3 37.2 37.3 37.3 37.4 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

    20 μg C4591001 

1003 

10031026 

1 17JUN2020 Oral temperature 

(°C) 

35.9 35.9 36.9   36.5 35.7 36 
  

            Fatigue N N N   N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N N   N N N 
  

            Chills N N N   N N N 
  

            Vomiting N N N   N N N 
  

            Diarrhea N N N   N N N 
  

            New or 

worsened 

muscle pain 

N N N   N N N 
  

            New or 

worsened joint 

pain 

N N N   N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No   No No No 
  

        2 08JUL2020 Oral temperature 

(°C) 

36.7 36.5   35.8 35.8 35.6 36.1 
  

            Fatigue N N   N N N N 
  

            Headache N N   N N N N 
  

            Chills N N   N N N N 
  

            Vomiting N N   N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Diarrhea N N   N N N N 
  

            New or 

worsened 

muscle pain 

N N   N N N N 
  

            New or 

worsened joint 

pain 

N N   N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No   No No No No 
  

      C4591001 

1003 

10031027 

1 15JUN2020 Oral temperature 

(°C) 

37 36.7 37.1 36.6 36.6 37.1 36.9 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

09
01

77
e1

94
d7

85
56

\F
in

al
\F

in
al

 O
n:

 0
7-

S
ep

-2
02

0 
03

:5
2 

(G
M

T
)

 

Page 303

FDA-CBER-2021-5683-0126329



16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 06JUL2020 Oral temperature 

(°C) 

36.7 36.2 36.8 36.6   36.9 36.6 
  

            Fatigue N N N N   N N 
  

            Headache N N N N   N N 
  

            Chills N N N N   N N 
  

            Vomiting N N N N   N N 
  

            Diarrhea N N N N   N N 
  

            New or 

worsened 

muscle pain 

N N N N   N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N   N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No   No No 
  

      C4591001 

1003 

10031028 

1 15JUN2020 Oral temperature 

(°C) 

36.1 36.4 36.3 36.6 36.1 36.3 36.2 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N Mod N 20JUN2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No No No Yes No 20JUN2020 1 

        2 06JUL2020 Oral temperature 

(°C) 

36.2 37.9 36.4 36.4 36.5 36.3 36.2 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

Mild N N N N N N 06JUL2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 07JUL2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

      C4591001 

1003 

10031030 

1 17JUN2020 Oral temperature 

(°C) 

36.7 36.7 36.8 36.2 36.6 36.5 36.4 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 08JUL2020 Oral temperature 

(°C) 

36.2 36.2 36.3 36.3 37 36.3 36.4 
  

            Fatigue Mild N Mild N N N N 10JUL2020 3 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1003 

10031032 

1 17JUN2020 Oral temperature 

(°C) 

36.4 36.5 36.7 36.6 36.5 36.7 36.7 
  

            Fatigue Mild Mild Mild N N N N 19JUN2020 3 

            Headache N Mild N N N N N 18JUN2020 1 

            Chills N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 18JUN2020 1 

        2 08JUL2020 Oral temperature 

(°C) 

36.6 37.6 36.4 36.5 36.5 36.6 36.5 
  

            Fatigue Mod Mod N N N N N 09JUL2020 2 

            Headache N Mild N N N N N 09JUL2020 1 

            Chills N Mild N N N N N 09JUL2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

09
01

77
e1

94
d7

85
56

\F
in

al
\F

in
al

 O
n:

 0
7-

S
ep

-2
02

0 
03

:5
2 

(G
M

T
)

 

Page 309

FDA-CBER-2021-5683-0126335



16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N Mod N N N N N 09JUL2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1003 

10031038 

1 17JUN2020 Oral temperature 

(°C) 

36.6 36.3 36.7 36.3 36.6 36.2 36.6 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 08JUL2020 Oral temperature 

(°C) 

36.6 37.6 36.6 36.5 36.7 36.6 36.6 
  

            Fatigue N Mild N N N N N 09JUL2020 1 

            Headache N N N N N N N 
  

            Chills N Mod N N N N N 09JUL2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mod N N N N N 09JUL2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1007 

10071017 

1 15JUN2020 Oral temperature 

(°C) 

35.9 35.8 35.9   36.2 36.5 36.4 
  

            Fatigue N N N   N N N 
  

            Headache N N N   N N N 
  

            Chills N N N   N N N 
  

            Vomiting N N N   N N N 
  

            Diarrhea N N N   N N N 
  

            New or 

worsened 

muscle pain 

N Mild N   N N N 16JUN2020 1 

            New or 

worsened joint 

pain 

N N N   N N N 
  

            Use of 

antipyretic or 

pain medication 

Yes No No   No No No 15JUN2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

        2 06JUL2020 Oral temperature 

(°C) 

36.4 35.2 36.3 36.5 36.6 35.8 36.3 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mod N N N N N 07JUL2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

Yes Yes No No No No No 07JUL2020 2 

      C4591001 

1007 

10071023 

1 17JUN2020 Oral temperature 

(°C) 

36.4 36.4 36.3 36.2 36.4   36.6 
  

            Fatigue Mild Mild N N N   N 18JUN2020 2 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N N N N   N 
  

            Chills N N N N N   N 
  

            Vomiting N N N N N   N 
  

            Diarrhea N N N N N   N 
  

            New or 

worsened 

muscle pain 

N N N N N   N 
  

            New or 

worsened joint 

pain 

N N N N N   N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No   No 
  

        2 08JUL2020 Oral temperature 

(°C) 

37.3 37.2 36.6 37.1 36.6 36.6 36.6 
  

            Fatigue Mod Mild N N N N N 09JUL2020 2 

            Headache Mild Mild N N N N N 09JUL2020 2 

            Chills Mild N N N N N N 08JUL2020 1 

            Vomiting N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1007 

10071026 

1 15JUN2020 Oral temperature 

(°C) 

37.1 37.1 37.1 37.1 36.8   36.6 
  

            Fatigue N Mild N N N   N 16JUN2020 1 

            Headache N N N N N   N 
  

            Chills N N N N N   N 
  

            Vomiting N N N N N   N 
  

            Diarrhea N N N N N   N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N N   N 
  

            New or 

worsened joint 

pain 

N N N N N   N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No   No 
  

        2 06JUL2020 Oral temperature 

(°C) 

37.7 36.4 36.4 36.3 36.8 36.4 36.4 
  

            Fatigue Mod Mild N N N N N 07JUL2020 2 

            Headache N N N N N N N 
  

            Chills Mod N N N N N N 06JUL2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

Yes Yes No No No No No 07JUL2020 2 

      C4591001 

1007 

10071027 

1 17JUN2020 Oral temperature 

(°C) 

36.4 36.6     36.7   36.3 
  

            Fatigue N Mod     N   N 18JUN2020 1 

            Headache N N     N   N 
  

            Chills N N     N   N 
  

            Vomiting N N     N   N 
  

            Diarrhea N N     N   N 
  

            New or 

worsened 

muscle pain 

N Mod     N   N 18JUN2020 1 

            New or 

worsened joint 

pain 

N N     N   N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No     No   No 
  

        2 08JUL2020 Oral temperature 

(°C) 

36.7 38.3   36.8 36.6 36.3   09JUL2020 1 

            Fatigue Mod Sev   Mild N N   11JUL2020 4 

            Headache N Mod   N N N   09JUL2020 1 

            Chills N Mod   N N N   09JUL2020 1 

            Vomiting N N   N N N   
  

            Diarrhea N N   N N N   
  

            New or 

worsened 

muscle pain 

Mild Mod   N N N   09JUL2020 2 

            New or 

worsened joint 

pain 

N N   N N N   
  

            Use of 

antipyretic or 

pain medication 

No Yes   No No No   09JUL2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

      C4591001 

1007 

10071029 

1 17JUN2020 Oral temperature 

(°C) 

36.5 36.8   36.5 36.2 36.6 36.3 
  

            Fatigue Mild N   N N N N 17JUN2020 1 

            Headache N Mild   N N N N 18JUN2020 1 

            Chills N N   N N N N 
  

            Vomiting N N   N N N N 
  

            Diarrhea Mild N   N N N N 17JUN2020 1 

            New or 

worsened 

muscle pain 

N N   N N N N 
  

            New or 

worsened joint 

pain 

N N   N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes   No No No No 18JUN2020 1 

        2 08JUL2020 Oral temperature 

(°C) 

36.8 37.4 36.9 36.4 36.4 36.7 36.8 
  

            Fatigue Mild N N N N N N 08JUL2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N Mild N N N N N 09JUL2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 09JUL2020 1 

      C4591001 

1007 

10071040 

1 17JUN2020 Oral temperature 

(°C) 

36.8 36.4 36.3 36.2 36.3 36.6 36.8 
  

            Fatigue N N N N N N N 
  

            Headache N N N Mild N N N 20JUN2020 1 

            Chills N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No Yes No No No 20JUN2020 1 

        2 08JUL2020 Oral temperature 

(°C) 

36.5 36.2 36.4 36.2   36.4 36.6 
  

            Fatigue N N N N   N N 
  

            Headache N N N N   N N 
  

            Chills N N N N   N N 
  

            Vomiting N N N N   N N 
  

            Diarrhea N N N N   N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N   N N 
  

            New or 

worsened joint 

pain 

N N N N   N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No   No No 
  

    30 μg C4591001 

1003 

10031057 

1 24JUN2020 Oral temperature 

(°C) 

36.8 36.4 36.3 36.8 36.5 36.5 36.1 
  

            Fatigue Mod Mod N N N N N 25JUN2020 2 

            Headache Mild Mod N N N N N 25JUN2020 2 

            Chills Mild N N N N N N 24JUN2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 25JUN2020 1 

        2 15JUL2020 Oral temperature 

(°C) 

36.8 36.6 36.6 36.4 36.6 36.4 36.6 
  

            Fatigue N Mild N N N N N 16JUL2020 1 

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1003 

10031059 

1 24JUN2020 Oral temperature 

(°C) 

35.7 36.2 36.3 35.6 35.7 35.3 36.3 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

        2 15JUL2020 Oral temperature 

(°C) 

35.8 36.3 36.2 35.7 36 36.3 36.3 
  

            Fatigue N Mild N N N N N 16JUL2020 1 

            Headache N Mild N N N N N 16JUL2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mild N N N N N 16JUL2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 16JUL2020 1 

      C4591001 

1003 

10031061 

1 22JUN2020 Oral temperature 

(°C) 

36.4 38 36.2 35.9 36.3 36.3 36.6 23JUN2020 1 

            Fatigue Mod Sev N N N N N 23JUN2020 2 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N Mod N N N N N 23JUN2020 1 

            Chills N Mod N N N N N 23JUN2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mod N N N N N 23JUN2020 1 

            New or 

worsened joint 

pain 

N Mod N N N N N 23JUN2020 1 

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 23JUN2020 1 

        2 13JUL2020 Oral temperature 

(°C) 

36.9 37.9 36.4 36.3 36.4 36.5   
  

            Fatigue N Mod N N N N   14JUL2020 1 

            Headache N Mod Mild N N N   15JUL2020 2 

            Chills N Mod N N N N   14JUL2020 1 

            Vomiting N N N N N N   
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Diarrhea N N N N N N   
  

            New or 

worsened 

muscle pain 

N Mod N N N N   14JUL2020 1 

            New or 

worsened joint 

pain 

N Mod N N N N   14JUL2020 1 

            Use of 

antipyretic or 

pain medication 

No Yes No No No No   14JUL2020 1 

      C4591001 

1003 

10031065 

1 24JUN2020 Oral temperature 

(°C) 

36.7 37.3 36.7 36.6 36.6 36.6 36.6 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 15JUL2020 Oral temperature 

(°C) 

36.6 38.7 37.2 36.3 36.1 36.7 36.7 16JUL2020 1 

            Fatigue N Sev Mild N N N N 17JUL2020 2 

            Headache N Mod Mild Mild N Mild N 20JUL2020 5 

            Chills N Mild N N N N N 16JUL2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1003 

10031066 

1 22JUN2020 Oral temperature 

(°C) 

36.8 37 36.7 36.3 36.5   36.4 
  

            Fatigue N N N N N   N 
  

            Headache N N N N N   N 
  

            Chills N N N N N   N 
  

            Vomiting N N N N N   N 
  

            Diarrhea N N N N N   N 
  

            New or 

worsened 

muscle pain 

N N N N N   N 
  

            New or 

worsened joint 

pain 

N N N N N   N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No No No   No 
  

        2 13JUL2020 Oral temperature 

(°C) 

36.6 36.6 37.1 36.6 36.7 36.5 36.5 
  

            Fatigue N N N N N N N 
  

            Headache N N Mild Mild Mild N N 17JUL2020 3 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

      C4591001 

1003 

10031072 

1 24JUN2020 Oral temperature 

(°C) 

36.8 37 36.6 36.6 36.6 36.8 36.3 
  

            Fatigue N Mod N N N N N 25JUN2020 1 

            Headache N N N N N N N 
  

            Chills N Mod N N N N N 25JUN2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mod N N N N N 25JUN2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No Yes 30JUN2020 1 

        2 16JUL2020 Oral temperature 

(°C) 

36.5 36.8 36.5 36.6   36.3 36.5 
  

            Fatigue N Mod N N   N N 17JUL2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N N N   N N 
  

            Chills N Mod N N   N N 17JUL2020 1 

            Vomiting N N N N   N N 
  

            Diarrhea N N N N   N N 
  

            New or 

worsened 

muscle pain 

N N N N   N N 
  

            New or 

worsened joint 

pain 

N N N N   N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No   No No 17JUL2020 1 

      C4591001 

1007 

10071046 

1 22JUN2020 Oral temperature 

(°C) 

37.1 36.4 36.9   36.4 36.3 36.9 
  

            Fatigue N N N   N N N 
  

            Headache N Mild N   N N Sev 29JUN2020 7 

            Chills N N N   N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Vomiting N N N   N N Mild 29JUN2020 2 

            Diarrhea N N N   N N N 
  

            New or 

worsened 

muscle pain 

N N N   N N N 
  

            New or 

worsened joint 

pain 

N N N   N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No   No No No 
  

        2 15JUL2020 Oral temperature 

(°C) 

36.3 36.7 36.6 37.1 36.9     
  

            Fatigue N N N N N     
  

            Headache N Mild Mild Mild N     18JUL2020 3 

            Chills N N N N N     
  

            Vomiting N N N N N     
  

            Diarrhea N N N N N     
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N N     
  

            New or 

worsened joint 

pain 

N N N N N     
  

            Use of 

antipyretic or 

pain medication 

No No No No No     
  

      C4591001 

1007 

10071050 

1 22JUN2020 Oral temperature 

(°C) 

36.9 37.7 36.1 37.1 36.7 36.7 36.7 
  

            Fatigue N Mild N N N N N 23JUN2020 1 

            Headache Mild Mild N N N N N 23JUN2020 2 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 13JUL2020 Oral temperature 

(°C) 

36.9 36.4 36.1 35.7 36.7 36.9 36.4 
  

            Fatigue N Mild N N N N N 14JUL2020 1 

            Headache N Mild N N N N N 14JUL2020 1 

            Chills N Mild N N N N N 14JUL2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mild N N N N N 14JUL2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No Yes No No No No 15JUL2020 1 

      C4591001 

1007 

10071058 

1 24JUN2020 Oral temperature 

(°C) 

36.8 38.6 36.8 36.9 36.6 36.8 36.4 25JUN2020 1 

            Fatigue N Mild N N N N N 25JUN2020 1 

            Headache N N Mild N Mild N N 28JUN2020 3 

            Chills N Mild N N N N N 25JUN2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mild N N N N N 25JUN2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No Yes No Yes No No 28JUN2020 3 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

        2 15JUL2020 Oral temperature 

(°C) 

36.9 37.7 37.4 36.6 36.7 36.4 36.9 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N Mild N N N N N 16JUL2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mild N N N N N 16JUL2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 16JUL2020 1 

      C4591001 

1007 

10071063 

1 24JUN2020 Oral temperature 

(°C) 

36.7 36.7 37.4 36.7 36.4 36.3 36.3 
  

            Fatigue N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N N N N Mild N 29JUN2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 15JUL2020 Oral temperature 

(°C) 

36.4 37.6 37.7 36.9 36.4 36.8 36.1 
  

            Fatigue N Mild N N N N N 16JUL2020 1 

            Headache N Mild N N N N N 16JUL2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mod N N N N N 16JUL2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1007 

10071064 

1 24JUN2020 Oral temperature 

(°C) 

36.6 37.2 36.7 36.4 36.4 36.6 36.6 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N Mild N N N N N 25JUN2020 1 

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 15JUL2020 Oral temperature 

(°C) 

36.4 38.8 36.9 36.6 36.4 36.4 36.4 16JUL2020 1 

            Fatigue N Mild N N N N N 16JUL2020 1 

            Headache N N N N N N N 
  

            Chills N Mod N N N N N 16JUL2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mild N N N N N 16JUL2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 16JUL2020 1 

      C4591001 

1007 

10071066 

1 24JUN2020 Oral temperature 

(°C) 

36.9 37.2 36.9 36.9 36.5 36.6 36.3 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N Mild N N N N N 25JUN2020 1 

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 15JUL2020 Oral temperature 

(°C) 

36.5 37.7 37.1   36.3 36.4   
  

            Fatigue N Mild N   N N   16JUL2020 1 

            Headache N Mild N   N N   16JUL2020 1 

            Chills N Mod N   N N   16JUL2020 1 

            Vomiting N N N   N N   
  

            Diarrhea N N N   N N   
  

            New or 

worsened 

muscle pain 

N Mod N   N N   16JUL2020 1 

            New or 

worsened joint 

pain 

N Mod N   N N   16JUL2020 1 

            Use of 

antipyretic or 

pain medication 

No Yes No   No No   16JUL2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

Placebo 18-55 Placebo C4591001 

1003 

10031016 

1 09JUN2020 Oral temperature 

(°C) 

36.3 36.5 36.7   36.4   36.7 
  

            Fatigue Mild N Mild   N   N 11JUN2020 3 

            Headache N N N   N   N 
  

            Chills N N N   N   N 
  

            Vomiting N N N   N   N 
  

            Diarrhea N N N   N   N 
  

            New or 

worsened 

muscle pain 

N N N   N   N 
  

            New or 

worsened joint 

pain 

N N N   N   N 
  

            Use of 

antipyretic or 

pain medication 

No No No   No   No 
  

        2 30JUN2020 Oral temperature 

(°C) 

36.6 36.7 36.7 36.7   36.7 36.6 
  

            Fatigue Mod N N N   N N 30JUN2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N N N   N N 
  

            Chills N N N N   N N 
  

            Vomiting N N N N   N N 
  

            Diarrhea N N N N   N N 
  

            New or 

worsened 

muscle pain 

N N N N   N N 
  

            New or 

worsened joint 

pain 

N N N N   N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No   No No 
  

      C4591001 

1003 

10031017 

1 11JUN2020 Oral temperature 

(°C) 

36.3 36.3 36.2 36.2 36.2 36.2 36.3 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 02JUL2020 Oral temperature 

(°C) 

36.6 36.5 36.4 36.3 36.3 36.6 36.6 
  

            Fatigue N Mild N Mild N N N 05JUL2020 3 

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1003 

10031029 

1 15JUN2020 Oral temperature 

(°C) 

35.6 36.2 36.2 36.3 36.3 36.7 36.1 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 06JUL2020 Oral temperature 

(°C) 

36.2 36.2 36.9 36.6 36.1 36.7 37.1 
  

            Fatigue N N N N N N Mod 13JUL2020 2 

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1003 

10031034 

1 17JUN2020 Oral temperature 

(°C) 

  36.6 36 36.5 36.1 36.1 36.1 
  

            Fatigue   N N N N Mild Mild 25JUN2020 4 

            Headache   N N N N Mild N 22JUN2020 1 

            Chills   N N N N N N 
  

            Vomiting   N N N N N N 
  

            Diarrhea   N N N N N N 
  

            New or 

worsened 

muscle pain 

  N N N N N N 
  

            New or 

worsened joint 

pain 

  N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

  No No No No No No 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

        2 08JUL2020 Oral temperature 

(°C) 

35.8 35.9 35.8 36.6 35.8 36.1   
  

            Fatigue N N N N N N   
  

            Headache N N N N N N   
  

            Chills N N N N N N   
  

            Vomiting N N N N N N   
  

            Diarrhea N N N N N N   
  

            New or 

worsened 

muscle pain 

N N N N N N   
  

            New or 

worsened joint 

pain 

N N N N N N   
  

            Use of 

antipyretic or 

pain medication 

No No No No No No   
  

      C4591001 

1003 

10031050 

1 22JUN2020 Oral temperature 

(°C) 

36.3 36.2 35.6 35.6 36.2 36.3 36.1 
  

            Fatigue Mod N N N N N N 22JUN2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 13JUL2020 Oral temperature 

(°C) 

36.2   36.1   36.8 36.3 36 
  

            Fatigue Mod   N   N N N 13JUL2020 1 

            Headache N   N   N N N 
  

            Chills N   N   N N N 
  

            Vomiting N   N   N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Diarrhea N   N   N N N 
  

            New or 

worsened 

muscle pain 

N   N   N N N 
  

            New or 

worsened joint 

pain 

N   N   N N N 
  

            Use of 

antipyretic or 

pain medication 

No   No   No No No 
  

      C4591001 

1003 

10031070 

1 24JUN2020 Oral temperature 

(°C) 

36.6   35.8 36.5 36.6 36.5 36.6 
  

            Fatigue N   N N N N N 
  

            Headache N   N N N N N 
  

            Chills N   N N N N N 
  

            Vomiting N   N N N N N 
  

            Diarrhea N   N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N   N N N N N 
  

            New or 

worsened joint 

pain 

N   N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No   No No No No No 
  

        2 15JUL2020 Oral temperature 

(°C) 

36.6 36.7 36.4 36.2 36.6 36.8 36.1 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1007 

10071020 

1 10JUN2020 Oral temperature 

(°C) 

36.4   36.6 35.7 36.4 36.6 36.1 
  

            Fatigue N   N N N N N 
  

            Headache N   N Mild N N N 13JUN2020 1 

            Chills N   N N N N N 
  

            Vomiting N   N N N N N 
  

            Diarrhea N   N N N N N 
  

            New or 

worsened 

muscle pain 

N   N N N N N 
  

            New or 

worsened joint 

pain 

N   N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No   No No No No No 
  

        2 01JUL2020 Oral temperature 

(°C) 

37.4 37.1 36.6   36.7 36.7 36.9 
  

            Fatigue Mod Mod N   N N N 02JUL2020 2 

            Headache Mild Mild N   N N N 02JUL2020 2 

            Chills Mild N N   N N N 01JUL2020 1 

            Vomiting Mild N N   N N N 01JUL2020 1 

            Diarrhea N N N   N N N 
  

            New or 

worsened 

muscle pain 

N N N   N N N 
  

            New or 

worsened joint 

pain 

N N N   N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No   No No No 02JUL2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

      C4591001 

1007 

10071025 

1 17JUN2020 Oral temperature 

(°C) 

35.9 36.4 36.2 36 36.9 36.2 36.3 
  

            Fatigue N N N N N N N 
  

            Headache N N N N Mod N N 21JUN2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 08JUL2020 Oral temperature 

(°C) 

36.4 36.8 36.4 37.1 36.6 36.8 36.7 
  

            Fatigue N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1007 

10071065 

1 24JUN2020 Oral temperature 

(°C) 

36.5 36.6 36.6 36.8 37 36.3 36.4 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 15JUL2020 Oral temperature 

(°C) 

36.5 37.3 37.2 37 36.8 36.4 36.7 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

BNT162b2 65-85 10 μg C4591001 

1003 

10031076 

1 29JUN2020 Oral temperature 

(°C) 

36.3 36.2 36.7 36.4 36.8 36.6 37 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N Mild N 04JUL2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 20JUL2020 Oral temperature 

(°C) 

36.5 36.6 36.7 36.7 36.5 36.8 36.9 
  

            Fatigue N N N N N N N 
  

            Headache Mild Mod N N N Mild N 25JUL2020 6 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 21JUL2020 1 

      C4591001 

1003 

10031077 

1 01JUL2020 Oral temperature 

(°C) 

37 36.7 36.8 36.2 36.4 36.8 36.8 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

        2 22JUL2020 Oral temperature 

(°C) 

36.6 37 36.5 36.1 36.1 36.6 36.5 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1003 

10031078 

1 01JUL2020 Oral temperature 

(°C) 

36.5 36.6 36 36.3 36.4 36.7 37.2 
  

            Fatigue N N N N N N N 
  

09
01

77
e1

94
d7

85
56

\F
in

al
\F

in
al

 O
n:

 0
7-

S
ep

-2
02

0 
03

:5
2 

(G
M

T
)

 

Page 361

FDA-CBER-2021-5683-0126387



16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 22JUL2020 Oral temperature 

(°C) 

36.5 36.5 36.3 36.6 36.6 36.2 36.6 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1003 

10031079 

1 01JUL2020 Oral temperature 

(°C) 

35.9 36.3 35.3 35.9 35.8 35.6 35.7 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 22JUL2020 Oral temperature 

(°C) 

36.2 36.1 35.6 35.4 35.9 35.9 36.2 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1003 

10031080 

1 29JUN2020 Oral temperature 

(°C) 

37.1 36.7   36.8 36.6 36.8 36.9 
  

            Fatigue N N   N N N N 
  

            Headache N N   N N N N 
  

            Chills N N   N N N N 
  

            Vomiting N N   N N N N 
  

            Diarrhea N N   N N N N 
  

            New or 

worsened 

muscle pain 

N N   N N N N 
  

            New or 

worsened joint 

pain 

N N   N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No   No No No No 
  

        2 20JUL2020 Oral temperature 

(°C) 

36.8 37.2 36.2 36.4 36.7 36.4 36.6 
  

            Fatigue N N N N N N N 
  

            Headache N Mild N N N N N 21JUL2020 1 

            Chills N Mild N N N N N 21JUL2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mild N N N N N 21JUL2020 1 

            New or 

worsened joint 

pain 

N Mild N N N N N 21JUL2020 1 

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 21JUL2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

      C4591001 

1003 

10031087 

1 01JUL2020 Oral temperature 

(°C) 

36.2 35.9 35.7 35.7 35.9 35.9 35.9 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 22JUL2020 Oral temperature 

(°C) 

36.2 36.2 36.2 36.2 36.1 36.7 35 
  

            Fatigue N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1007 

10071051 

1 29JUN2020 Oral temperature 

(°C) 

36.9 35.7 36.2 36.2 36.6 36.5 35.9 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 20JUL2020 Oral temperature 

(°C) 

36.3 36.8 36.3 36.5 36 36.3 36.5 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1007 

10071057 

1 30JUN2020 Oral temperature 

(°C) 

35.7 36.7 36.4 36.7 35.9 36.9 36.6 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 22JUL2020 Oral temperature 

(°C) 

36.9 37 36.4 37.1 37.1   36.1 
  

            Fatigue N N N N N   N 
  

            Headache Mild N N N N   N 22JUL2020 1 

            Chills N N N N N   N 
  

            Vomiting N N N N N   N 
  

            Diarrhea N N N N N   N 
  

            New or 

worsened 

muscle pain 

N N N N N   N 
  

            New or 

worsened joint 

pain 

N N N N N   N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

Yes No No No No   No 22JUL2020 1 

      C4591001 

1007 

10071071 

1 29JUN2020 Oral temperature 

(°C) 

35.8 36.7 36.6 36.8 37.1 36.4 36.3 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

        2 20JUL2020 Oral temperature 

(°C) 

36.5 36.6 36.7 36.9 36.3 36.6 36.3 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1007 

10071073 

1 30JUN2020 Oral temperature 

(°C) 

36.7 36.8 36.9 36.8 36.8 36.7 36.7 
  

            Fatigue N N N N Mild N N 04JUL2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N N N Mild N N 04JUL2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 22JUL2020 Oral temperature 

(°C) 

36.6 36.6 36.6 36.7 36.4 36.5 36.5 
  

            Fatigue N Mild N N N N N 23JUL2020 1 

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1007 

10071074 

1 30JUN2020 Oral temperature 

(°C) 

35.7 35.7 36.3 36.2 36.4 36.8 36.2 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 20JUL2020 Oral temperature 

(°C) 

35.9 36.8 36.1 36.3 36 36.3 36.3 
  

            Fatigue N Mild N N N N N 21JUL2020 1 

            Headache N Mild N N N N N 21JUL2020 1 

            Chills N Mild N N N N N 21JUL2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 21JUL2020 1 

      C4591001 

1007 

10071077 

1 30JUN2020 Oral temperature 

(°C) 

36.3 35.2 36.6 36.4 36.7 35.7 35.5 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 22JUL2020 Oral temperature 

(°C) 

  37.3 36.1 36.2 35.1 36.7 35.9 
  

            Fatigue   N N N N N N 
  

            Headache   N N N N N N 
  

            Chills   N N N N N N 
  

            Vomiting   N N N N N N 
  

            Diarrhea   N N N N N N 
  

            New or 

worsened 

muscle pain 

  N N N N N N 
  

            New or 

worsened joint 

pain 

  N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

  No No No No No No 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

    20 μg C4591001 

1003 

10031031 

1 15JUN2020 Oral temperature 

(°C) 

35.9 36.5 36.2 36.5 36.6 36.2 36.7 
  

            Fatigue N Mild Mild Mild N N N 18JUN2020 3 

            Headache Mild N N N N N N 15JUN2020 1 

            Chills Mild N N N N N N 15JUN2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N Mod N N N N 17JUN2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 06JUL2020 Oral temperature 

(°C) 

37 36.7 36.7 36.6 36.7 36.5 35.9 
  

            Fatigue N Mild Mild N N N N 08JUL2020 2 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N Mild N N N N N 07JUL2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1003 

10031035 

1 15JUN2020 Oral temperature 

(°C) 

35.2 36.1   36.5 36.5 36.6 36.2 
  

            Fatigue N N   N N N N 
  

            Headache N N   N N N N 
  

            Chills N N   N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Vomiting N N   N N N N 
  

            Diarrhea N N   N N N N 
  

            New or 

worsened 

muscle pain 

N N   N N N N 
  

            New or 

worsened joint 

pain 

N N   N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No   No No No No 
  

        2 06JUL2020 Oral temperature 

(°C) 

36.5 37.3 36.5 36.5 36.5 35.9 36.3 
  

            Fatigue N Mod N N N N N 07JUL2020 1 

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1003 

10031053 

1 17JUN2020 Oral temperature 

(°C) 

36.1 36.4 36.7 36.2 35.8 36.6 36.7 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 08JUL2020 Oral temperature 

(°C) 

36.8 37 36.2 36.4 37 36.2 37.4 
  

            Fatigue N Mod N N N N N 09JUL2020 1 

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1003 

10031054 

1 17JUN2020 Oral temperature 

(°C) 

  36.7   37.1 36.7 36.8 36.3 
  

            Fatigue   N   N N N N 
  

            Headache   N   N N N N 
  

            Chills   N   N N N N 
  

            Vomiting   N   N N N N 
  

            Diarrhea   N   N N N N 
  

            New or 

worsened 

muscle pain 

  N   N N N N 
  

            New or 

worsened joint 

pain 

  N   N N N N 
  

            Use of 

antipyretic or 

pain medication 

  No   No No No No 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

        2 08JUL2020 Oral temperature 

(°C) 

37.3 37.6 37.4 36.7 37.2 36.8 36.9 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1003 

10031055 

1 17JUN2020 Oral temperature 

(°C) 

36.4 36.9 36.5 36.1 36.5 36.7 36.8 
  

            Fatigue N Mild N N N N N 18JUN2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 18JUN2020 1 

        2 06JUL2020 Oral temperature 

(°C) 

36.2 37.7 36.8 36.8 36.7 36.8 36.6 
  

            Fatigue N Mod N N N N N 07JUL2020 1 

            Headache N Mild N N N N N 07JUL2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 07JUL2020 1 

      C4591001 

1003 

10031063 

1 17JUN2020 Oral temperature 

(°C) 

36.2 36.3 36.2 36.2 36.5 36.2 37.1 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 08JUL2020 Oral temperature 

(°C) 

36.6 37 36.2 36.6 37 36.5 36.8 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1007 

10071031 

1 17JUN2020 Oral temperature 

(°C) 

36.6 36.1 35.9 35.9 35.8 36.1 35.8 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 08JUL2020 Oral temperature 

(°C) 

36.3 36.1 36.1 35.8 36.3 36.6 36.3 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

      C4591001 

1007 

10071032 

1 15JUN2020 Oral temperature 

(°C) 

36 36 36.2 36.2 36.1 36 36 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 06JUL2020 Oral temperature 

(°C) 

35.9 36.1 35.9 36 36 36 36 
  

            Fatigue N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1007 

10071035 

1 15JUN2020 Oral temperature 

(°C) 

36.2 36.7 36.6 36.7 37.1 36.3 36.6 
  

            Fatigue N Mild N N N N N 16JUN2020 1 

            Headache N Mild N N N N N 16JUN2020 1 

            Chills N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 06JUL2020 Oral temperature 

(°C) 

  37.9 36.4 36.5 36.8 36.2 36.3 
  

            Fatigue   Mild N N N N N 07JUL2020 1 

            Headache   Mild N N N N Mild 12JUL2020 6 

            Chills   Mild N N N N N 07JUL2020 1 

            Vomiting   N N N N N N 
  

            Diarrhea   N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

  N N N N N N 
  

            New or 

worsened joint 

pain 

  N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

  Yes No No No No No 07JUL2020 1 

      C4591001 

1007 

10071038 

1 17JUN2020 Oral temperature 

(°C) 

36.8 36.9 36.9 36.8 36.4 36.8 36.6 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 08JUL2020 Oral temperature 

(°C) 

36.4 37.1 36.7 36.7 36.9 36.8 36.7 
  

            Fatigue Mild Mild N N N N N 09JUL2020 2 

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mild N N N N N 09JUL2020 1 

            New or 

worsened joint 

pain 

N Mild N N N N N 09JUL2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1007 

10071039 

1 17JUN2020 Oral temperature 

(°C) 

35.8 36.2 35.7 35.6 36.2 36.3 36.3 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

        2 08JUL2020 Oral temperature 

(°C) 

35.9 35.6 35.8 35.7 36.4 36.3 36.2 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1007 

10071052 

1 17JUN2020 Oral temperature 

(°C) 

36.5 36.4 36.6 36.4 36.4 36.6 36.4 
  

            Fatigue Mild N N N N N N 17JUN2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N Mod N N Mild Mild Mild 24JUN2020 7 

            Chills N N Mod N N N N 19JUN2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No Yes Yes 23JUN2020 6 

        2 08JUL2020 Oral temperature 

(°C) 

36.5 36.9 36.6 36.2 36.4 35.9 36.3 
  

            Fatigue N N N N N N N 
  

            Headache Mod Mod Mod Mild N N N 11JUL2020 4 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

Yes Yes Yes Yes No No No 11JUL2020 4 

    30 μg C4591001 

1003 

10031037 

1 16JUN2020 Oral temperature 

(°C) 

36.6 37.1   36.8 36.7 36.8 36.6 
  

            Fatigue N N   N N N N 
  

            Headache N N   N N N N 
  

            Chills N N   N N N N 
  

            Vomiting N N   N N N N 
  

            Diarrhea N N   N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N   N N N N 
  

            New or 

worsened joint 

pain 

N N   N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No   No No No No 
  

        2 07JUL2020 Oral temperature 

(°C) 

37.1 36.8 36.6 36.7 37.2     
  

            Fatigue N N N N N     
  

            Headache N N N N N     
  

            Chills N N N N N     
  

            Vomiting N N N N N     
  

            Diarrhea N N N N N     
  

            New or 

worsened 

muscle pain 

N N N N N     
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N     
  

            Use of 

antipyretic or 

pain medication 

No No No No No     
  

      C4591001 

1003 

10031047 

1 16JUN2020 Oral temperature 

(°C) 

36.6 36.8 36.4 36.5 36.3 36.3 36.6 
  

            Fatigue N N N N N N Mild 22JUN2020 1 

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 07JUL2020 Oral temperature 

(°C) 

36.7 38.1 36.9 36.8 37.3 37 36.4 08JUL2020 1 

            Fatigue N N Mod N N N N 09JUL2020 1 

            Headache N N N N N N N 
  

            Chills Mod Mild N N N N N 08JUL2020 2 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 08JUL2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

      C4591001 

1003 

10031051 

1 18JUN2020 Oral temperature 

(°C) 

36.7 36.6 36.1 36.2 36.2 36.5 36.4 
  

            Fatigue N Mild N N N N N 19JUN2020 1 

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 09JUL2020 Oral temperature 

(°C) 

36.8 37 37 36.8 36.5 36.2 36.7 
  

            Fatigue N Mild N N N N N 10JUL2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N Mild N N N N N 10JUL2020 1 

            Chills N Mild Mild N N N N 11JUL2020 2 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 10JUL2020 1 

      C4591001 

1003 

10031058 

1 18JUN2020 Oral temperature 

(°C) 

36.4 37 36.7 36.1 36.2 36.8 36.5 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 09JUL2020 Oral temperature 

(°C) 

36.3 37 36.6 36.7 36.5 36.3 36.7 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1003 

10031069 

1 18JUN2020 Oral temperature 

(°C) 

36.1 36.6 36.2 36.1 35.9 36.5 35.7 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 09JUL2020 Oral temperature 

(°C) 

35.9 36.6 36.2 36.3 35.7 35.9 36.5 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
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\F
in

al
\F

in
al

 O
n:

 0
7-

S
ep

-2
02

0 
03

:5
2 

(G
M

T
)

 

Page 407

FDA-CBER-2021-5683-0126433



16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1007 

10071034 

1 15JUN2020 Oral temperature 

(°C) 

35.7 36.4 36.2 35.6 35.8 36.5 36.1 
  

            Fatigue N Mod N N N N N 16JUN2020 1 

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

        2 06JUL2020 Oral temperature 

(°C) 

35.9 36.9 35.6 35.4 36 36.2 35.9 
  

            Fatigue N Mod N N N N N 07JUL2020 1 

            Headache N Mod N N N N N 07JUL2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mod N N N N N 07JUL2020 1 

            New or 

worsened joint 

pain 

N Mod N N N N N 07JUL2020 1 

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 07JUL2020 1 

      C4591001 

1007 

10071037 

1 15JUN2020 Oral temperature 

(°C) 

36.2 36.8 36.2 36.2 37.1 36.5 36.5 
  

            Fatigue N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 06JUL2020 Oral temperature 

(°C) 

36.9 36.7 36.6 36.9 36.7 36.6 36.5 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1007 

10071043 

1 18JUN2020 Oral temperature 

(°C) 

36.4 36.2 36.6 36.2 36.6 36.2 36.5 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No Yes No 23JUN2020 1 

        2 09JUL2020 Oral temperature 

(°C) 

36.1 37 36.4 36.7 36.2 36.7 36.2 
  

            Fatigue N N N N N N N 
  

            Headache N Mild N N N N N 10JUL2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1007 

10071044 

1 18JUN2020 Oral temperature 

(°C) 

36.7 36.8 37.1 36.9 36.8 36.8 36.8 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 09JUL2020 Oral temperature 

(°C) 

37.2 37.1 36.9 36.9 36.9 36.7 36.8 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mild N N N N N 10JUL2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

      C4591001 

1007 

10071045 

1 18JUN2020 Oral temperature 

(°C) 

36.5 36.4 36.4 36.5 35.9 36.4 36.6 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 09JUL2020 Oral temperature 

(°C) 

36.4 36.5 36.7 36.7 36.7 36.6   
  

            Fatigue N Mild N N N N   10JUL2020 1 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N N N N N   
  

            Chills N N N N N N   
  

            Vomiting N N N N N N   
  

            Diarrhea N N N N N N   
  

            New or 

worsened 

muscle pain 

N Mild N N N N   10JUL2020 1 

            New or 

worsened joint 

pain 

N N N N N N   
  

            Use of 

antipyretic or 

pain medication 

No No No No No No   
  

      C4591001 

1007 

10071049 

1 18JUN2020 Oral temperature 

(°C) 

36.3 36.6 36.4 36.3 36.3 36.4 36.3 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 19JUN2020 1 

        2 09JUL2020 Oral temperature 

(°C) 

36.6 36.4 36.4 36.4 36.6 36.3 36.6 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 10JUL2020 1 

      C4591001 

1007 

10071053 

1 18JUN2020 Oral temperature 

(°C) 

36.3 36.1 36.5 35.9 36.1 35.8   
  

            Fatigue N N N N N N   
  

            Headache N N N N N N   
  

            Chills N N N N N N   
  

            Vomiting N N N N N N   
  

            Diarrhea N N N N N N   
  

            New or 

worsened 

muscle pain 

N N N N N N   
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N   
  

            Use of 

antipyretic or 

pain medication 

No No No No No No   
  

        2 09JUL2020 Oral temperature 

(°C) 

36.2 36.8 36.3   36.4 36 36.4 
  

            Fatigue N N Mild   N N N 11JUL2020 1 

            Headache N N N   N N N 
  

            Chills N N N   N N N 
  

            Vomiting N N N   N N N 
  

            Diarrhea N N N   N N N 
  

            New or 

worsened 

muscle pain 

N N N   N N N 
  

            New or 

worsened joint 

pain 

N N N   N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No   No No No 
  

Placebo 65-85 Placebo C4591001 

1003 

10031036 

1 15JUN2020 Oral temperature 

(°C) 

36.7 36.6 36.5 36.3 36.7 36.3 36.7 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

        2 06JUL2020 Oral temperature 

(°C) 

36.8 36.5 36.6 36.7 36.5 36.4 36.5 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1003 

10031043 

1 16JUN2020 Oral temperature 

(°C) 

36.6 36.5 36.7 36.6 36.6 36.3 36.1 
  

            Fatigue N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N Mod N N 20JUN2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 07JUL2020 Oral temperature 

(°C) 

36.8 36 36.2 36.5 36.4 36.2 36.6 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1003 

10031046 

1 18JUN2020 Oral temperature 

(°C) 

35.5 36.2 36.6 36.4   36.6 36.7 
  

            Fatigue Mild Mild Mod Mod   Mod Mod 26JUN2020 9 

            Headache N N N N   N N 
  

            Chills N N N N   N N 
  

            Vomiting N N N N   N N 
  

            Diarrhea N N N N   N N 
  

09
01

77
e1

94
d7

85
56

\F
in

al
\F

in
al

 O
n:

 0
7-

S
ep

-2
02

0 
03

:5
2 

(G
M

T
)

 

Page 423

FDA-CBER-2021-5683-0126449



16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N   N N 
  

            New or 

worsened joint 

pain 

N N N N   N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No   No No 
  

        2 09JUL2020 Oral temperature 

(°C) 

36.4 36.8 36.9 36.7 36.8 36.4 36.7 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N Mild N N N N N 10JUL2020 1 

            New or 

worsened 

muscle pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1003 

10031056 

1 18JUN2020 Oral temperature 

(°C) 

36.3 36.2 36.5 36.5 36.2 36.4 36.3 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 09JUL2020 Oral temperature 

(°C) 

36.5 36.6 36.8 36.3 36.2 36.3 36.3 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

      C4591001 

1003 

10031067 

1 17JUN2020 Oral temperature 

(°C) 

36.3 36.2 36 36.2 36.6 35.7 36 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 08JUL2020 Oral temperature 

(°C) 

36.6 36.1 36.1 36.3 36.3 36.3 36.1 
  

            Fatigue N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1003 

10031083 

1 01JUL2020 Oral temperature 

(°C) 

36.7 36.8 36.7 36.8 36.4 36.8 37.2 
  

            Fatigue Mod Mod Mod Mod Mod Mod N 06JUL2020 6 

            Headache N Mod Mod Mod Mild Mod Mild 11JUL2020 10 

            Chills N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N Mild 08JUL2020 2 

            New or 

worsened 

muscle pain 

N Mod Sev N Mod Mod Mod 08JUL2020 7 

            New or 

worsened joint 

pain 

N N N N N Mod N 06JUL2020 1 

            Use of 

antipyretic or 

pain medication 

No No No No No No Yes 07JUL2020 1 

        2 22JUL2020 Oral temperature 

(°C) 

36.8 36.8 36.6 36.9 36.7 36.6 36.9 
  

            Fatigue N N Mod Mod Mod Mod Mild 30JUL2020 7 

            Headache N N Mild Mod Mod Mod Mild 02AUG2020 10 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N Mod N Mod N 27JUL2020 3 

            New or 

worsened joint 

pain 

N N N Mod N Mod Mod 30JUL2020 6 

            Use of 

antipyretic or 

pain medication 

No No No Yes Yes Yes No 27JUL2020 3 

      C4591001 

1007 

10071042 

1 17JUN2020 Oral temperature 

(°C) 

  36 36.3 35.9 36.4 36.2 35.9 
  

            Fatigue   N N N N N N 
  

            Headache   N N N N N N 
  

            Chills   N N N N N N 
  

            Vomiting   N N N N N N 
  

            Diarrhea   N N N N N N 
  

            New or 

worsened 

muscle pain 

  N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

  N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

  No No No No No No 
  

        2 08JUL2020 Oral temperature 

(°C) 

36.2 36.4 35.9 36 36.4 36.5 36.6 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1007 

10071056 

1 29JUN2020 Oral temperature 

(°C) 

36.3 36 35.8 35.7 36.4 36.3 36.7 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

        2 20JUL2020 Oral temperature 

(°C) 

36.7 36.9 36.6 36.3 36.1 36.3 36.5 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1007 

10071075 

1 30JUN2020 Oral temperature 

(°C) 

35.9 35.8 36.1 36.3 35.4 35.7 35.8 
  

            Fatigue N N N N N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

        2 22JUL2020 Oral temperature 

(°C) 

36.5 35.9 35.8   36.3 36.2 36.4 
  

            Fatigue N N N   N N N 
  

            Headache N N N   N N N 
  

            Chills N N N   N N N 
  

            Vomiting N N N   N N N 
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16.2.7.3.1 Listing of Systemic Events – Phase 1, 2 Doses, 21 Days Apart 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Diarrhea N N N   N N N 
  

            New or 

worsened 

muscle pain 

N N N   N N N 
  

            New or 

worsened joint 

pain 

N N N   N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No   No No No 
 

 

  

Abbreviations: Dur = duration; Mod = moderate; N = none; Sev = severe. 

a.     Relative Day (Rel Day) = date of event - date of last vaccination + 1. 

b.     Stop date is the date the event was last reported. 

c.     Duration (days) was calculated as the difference from the start of the first reported event to resolution of the last reported event, inclusive. If the event 

continued beyond Day 7, the calculation includes all days from the last electronic diary (e-diary) day until the date of resolution collected on the case report 

form. If the event is ongoing at the time of the subsequent vaccination, the end date/day for the event is the date/day that the next vaccine was administered, 

which was used for the duration calculation. 

PFIZER CONFIDENTIAL SDTM Creation: 28AUG2020 (16:29) Source Data: adfacevd Table Generation: 29AUG2020 (01:58)  

(Cutoff Date: 24AUG2020, Snapshot Date: 28AUG2020) Output File: (CDISC)/C4591001_IA_P1/adce_l004_se_p1  
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16.2.7.3.1.1 Listing of Systemic Events Before Dose 2 – Phase 1 – BNT162b1 (100 μg) 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

BNT162b1 18-55 100 μg C4591001 

1001 

10011026 

1 18MAY2020 Oral temperature 

(°C) 

38.2 37.3 36.3 36.2 35.9 36.1 36.3 18MAY2020 1 

            Fatigue Mild Mild N N N N N 19MAY2020 2 

            Headache N N N N N N N 
  

            Chills Mild N N N N N N 18MAY2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N Mild N N N N 20MAY2020 1 

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1001 

10011028 

1 20MAY2020 Oral temperature 

(°C) 

36.7 37.4 37.1 36.7 37 36.2 36.6 
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16.2.7.3.1.1 Listing of Systemic Events Before Dose 2 – Phase 1 – BNT162b1 (100 μg) 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Fatigue Mild Mod N N N N N 21MAY2020 2 

            Headache N Mod N N N N N 21MAY2020 1 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N Mild N N N 23MAY2020 1 

            New or 

worsened 

muscle pain 

Mild Mild N N N N N 21MAY2020 2 

            New or 

worsened joint 

pain 

N Mild N N N N N 21MAY2020 1 

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 21MAY2020 1 

      C4591001 

1001 

10011030 

1 20MAY2020 Oral temperature 

(°C) 

36.2 38.6 36.5 35.9 36.2 36.1 36.6 21MAY2020 1 

            Fatigue N Mod N N N N N 21MAY2020 1 

            Headache N Mild N N N N N 21MAY2020 1 
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16.2.7.3.1.1 Listing of Systemic Events Before Dose 2 – Phase 1 – BNT162b1 (100 μg) 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Chills N Mod N N N N N 21MAY2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes Yes No No No No 22MAY2020 2 

      C4591001 

1001 

10011032 

1 20MAY2020 Oral temperature 

(°C) 

36.6 37.8 37.4 36.2   36.2 36.3 
  

            Fatigue N N N N   N N 
  

            Headache N Mild N N   N N 21MAY2020 1 

            Chills N Mild N N   N N 21MAY2020 1 

            Vomiting N N N N   N N 
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16.2.7.3.1.1 Listing of Systemic Events Before Dose 2 – Phase 1 – BNT162b1 (100 μg) 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Diarrhea N N N N   N N 
  

            New or 

worsened 

muscle pain 

N Mild N N   N N 21MAY2020 1 

            New or 

worsened joint 

pain 

N N N N   N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No   No No 
  

      C4591001 

1001 

10011034 

1 20MAY2020 Oral temperature 

(°C) 

37.6 37.6 37.5 36.8 36.7 36.6 36.3 
  

            Fatigue N N N Mild Mild N N 24MAY2020 2 

            Headache Mod Mod Mod Mild Mod N N 24MAY2020 5 

            Chills Mod N Mild N N N N 22MAY2020 3 

            Vomiting N N N N N N N 
  

            Diarrhea N N Mild N N N N 22MAY2020 1 
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16.2.7.3.1.1 Listing of Systemic Events Before Dose 2 – Phase 1 – BNT162b1 (100 μg) 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes Yes No Yes No No 24MAY2020 4 

      C4591001 

1002 

10021023 

1 18MAY2020 Oral temperature 

(°C) 

36.7 38 36.5 36.1 35.6 36 36 19MAY2020 1 

            Fatigue Mild Sev N N N N N 19MAY2020 2 

            Headache Mild N N N N N N 18MAY2020 1 

            Chills Mild Sev N N N N N 19MAY2020 2 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mod N N N N N 19MAY2020 1 
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16.2.7.3.1.1 Listing of Systemic Events Before Dose 2 – Phase 1 – BNT162b1 (100 μg) 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

Mild Sev N N N N N 19MAY2020 2 

            Use of 

antipyretic or 

pain medication 

Yes Yes No No No No No 19MAY2020 2 

      C4591001 

1002 

10021024 

1 18MAY2020 Oral temperature 

(°C) 

36.8 36.7 36.5 37 36.7 36.8 37.2 
  

            Fatigue Mod Sev Mild Mild Mild Mild Mild 31MAY2020 14 

            Headache Mod Sev Mild N N N N 20MAY2020 3 

            Chills N Mild Mild N N N N 20MAY2020 2 

            Vomiting N N N N N N N 
  

            Diarrhea N Mild N N Mild N N 22MAY2020 4 

            New or 

worsened 

muscle pain 

Mod Sev N N N N N 19MAY2020 2 

            New or 

worsened joint 

pain 

N Mod N N N N N 19MAY2020 1 
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16.2.7.3.1.1 Listing of Systemic Events Before Dose 2 – Phase 1 – BNT162b1 (100 μg) 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

Yes Yes Yes Yes Yes No No 22MAY2020 5 

      C4591001 

1002 

10021027 

1 18MAY2020 Oral temperature 

(°C) 

38.2 38 36.7 36.7 36.7 36.7 36.7 19MAY2020 2 

            Fatigue Mod Mod N N N N N 19MAY2020 2 

            Headache Mild Mod N N N N N 19MAY2020 2 

            Chills Mild Mild N N N N N 19MAY2020 2 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No No 19MAY2020 1 
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16.2.7.3.1.1 Listing of Systemic Events Before Dose 2 – Phase 1 – BNT162b1 (100 μg) 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

      C4591001 

1002 

10021034 

1 21MAY2020 Oral temperature 

(°C) 

38.4 38.2 36.7 36.2 36.2 36.2 36.6 22MAY2020 2 

            Fatigue Mild Mod Mild N N N N 23MAY2020 3 

            Headache N Mild N N N N N 22MAY2020 1 

            Chills Mod Mild N N N N N 22MAY2020 2 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mild N N N N N 22MAY2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

Yes Yes No No No No No 22MAY2020 2 

      C4591001 

1002 

10021035 

1 21MAY2020 Oral temperature 

(°C) 

37.7 37.1 36 35.7 36 35.2 36.1 
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16.2.7.3.1.1 Listing of Systemic Events Before Dose 2 – Phase 1 – BNT162b1 (100 μg) 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Fatigue N N N N N N N 
  

            Headache Mild N N N N N N 21MAY2020 1 

            Chills Mod N N N N N N 21MAY2020 1 

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N Mild N N N N N 22MAY2020 1 

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

Yes Yes No No No No No 22MAY2020 2 

      C4591001 

1002 

10021036 

1 21MAY2020 Oral temperature 

(°C) 

37.5 36.9 37.2 37.1 36.9 36.3   
  

            Fatigue N N N Mod N N   24MAY2020 1 

            Headache N N N N N N   
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16.2.7.3.1.1 Listing of Systemic Events Before Dose 2 – Phase 1 – BNT162b1 (100 μg) 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Chills N N N N N N   
  

            Vomiting N N N N N N   
  

            Diarrhea N N N N N N   
  

            New or 

worsened 

muscle pain 

Mild N N N N N   21MAY2020 1 

            New or 

worsened joint 

pain 

N N N N N N   
  

            Use of 

antipyretic or 

pain medication 

No Yes No No No No   22MAY2020 1 

      C4591001 

1002 

10021038 

1 21MAY2020 Oral temperature 

(°C) 

36.4 38.2 36.2   36.1 36.1 36.5 22MAY2020 1 

            Fatigue N Mod N   N N N 22MAY2020 1 

            Headache N N N   N N N 
  

            Chills N Mild N   N N N 22MAY2020 1 

            Vomiting N N N   N N N 
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16.2.7.3.1.1 Listing of Systemic Events Before Dose 2 – Phase 1 – BNT162b1 (100 μg) 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Diarrhea N N N   N N N 
  

            New or 

worsened 

muscle pain 

N N N   N N N 
  

            New or 

worsened joint 

pain 

N N N   N N N 
  

            Use of 

antipyretic or 

pain medication 

Yes Yes No   No No No 22MAY2020 2 

Placebo 18-55 Placebo C4591001 

1001 

10011013 

1 18MAY2020 Oral temperature 

(°C) 

36.7 36.3 36.7 36.2 36.4 36.3 36.6 
  

            Fatigue Mild N N Mild N N N 21MAY2020 4 

            Headache Mild Mild N Mild N N N 21MAY2020 4 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
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16.2.7.3.1.1 Listing of Systemic Events Before Dose 2 – Phase 1 – BNT162b1 (100 μg) 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
  

      C4591001 

1001 

10011021 

1 20MAY2020 Oral temperature 

(°C) 

36.8 36.3 36.5 36.5 36.6 36.8 36.6 
  

            Fatigue N N N N N N N 
  

            Headache Mild N N N N Mild N 25MAY2020 6 

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
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16.2.7.3.1.1 Listing of Systemic Events Before Dose 2 – Phase 1 – BNT162b1 (100 μg) 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            New or 

worsened joint 

pain 

N N N N N N N 
  

            Use of 

antipyretic or 

pain medication 

No No No No No Yes No 25MAY2020 1 

      C4591001 

1002 

10021041 

1 21MAY2020 Oral temperature 

(°C) 

36.6 36.7 36.7 36.6 36.6 36.7 36.5 
  

            Fatigue N N N N N N N 
  

            Headache N N N N N N N 
  

            Chills N N N N N N N 
  

            Vomiting N N N N N N N 
  

            Diarrhea N N N N N N N 
  

            New or 

worsened 

muscle pain 

N N N N N N N 
  

            New or 

worsened joint 

pain 

N N N N N N N 
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16.2.7.3.1.1 Listing of Systemic Events Before Dose 2 – Phase 1 – BNT162b1 (100 μg) 

  Rel Daya   

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 

  

            Use of 

antipyretic or 

pain medication 

No No No No No No No 
 

 

  

Abbreviations: Dur = duration; Mod = moderate; N = none; Sev = severe. 

a.     Relative Day (Rel Day) = date of event - date of last vaccination + 1. 

b.     Stop date is the date the event was last reported. 

c.     Duration (days) was calculated as the difference from the start of the first reported event to resolution of the last reported event, inclusive. If the event 

continued beyond Day 7, the calculation includes all days from the last electronic diary (e-diary) day until the date of resolution collected on the case report 

form. If the event is ongoing at the time of the subsequent vaccination, the end date/day for the event is the date/day that the next vaccine was administered, 

which was used for the duration calculation. 

PFIZER CONFIDENTIAL SDTM Creation: 28AUG2020 (16:29) Source Data: adfacevd Table Generation: 18SEP2020 (19:41)  

(Cutoff Date: 24AUG2020, Snapshot Date: 28AUG2020) Output File: ./nda3/C4591001_IA_P1_100/adce_l004_se_100_p1  
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16.2.7.3.2 Listing of Severe and Grade 4 Systemic Events – Phase 2 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb Dur (Days)c 

  

18-55 C4591001 1007 

10071097 

2 20AUG2020 New or worsened 

muscle pain 

N Sev Mod Mod Mod Mod Mod 
  

  C4591001 1013 

10131005 

1 28JUL2020 Headache N N N N Sev   N 01AUG2020 1 

  C4591001 1013 

10131013 

2 18AUG2020 Headache N Sev Mild Mild Mod Mild N 23AUG2020 5 

  C4591001 1013 

10131030 

2 18AUG2020 Chills N Sev N N N N N 19AUG2020 1 

  C4591001 1016 

10161004 

2 19AUG2020 Oral temperature (°C) 36.4 39.6 37.1 36.8 36.4 36.2 35.7 20AUG2020 1 

  C4591001 1107 

11071010 

2 18AUG2020 Headache Mod N   Mod Sev Mod   
  

  C4591001 1109 

11091020 

2 18AUG2020 Headache Mod Sev N N   N N 19AUG2020 2 

  C4591001 1109 

11091027 

2 21AUG2020 Fatigue   Sev Mod N     N 23AUG2020 2 

  C4591001 1127 

11271014 

2 19AUG2020 Fatigue   Sev Mod N Mild Mild N 24AUG2020 5 

        Headache   Sev N N N N N 20AUG2020 1 

        New or worsened 

muscle pain 

  Sev Mod N N N N 21AUG2020 2 
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16.2.7.3.2 Listing of Severe and Grade 4 Systemic Events – Phase 2 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb Dur (Days)c 

  

  C4591001 1129 

11291006 

2 17AUG2020 Fatigue   Sev Mod N N N N 19AUG2020 2 

        Chills   Sev N N N N N 18AUG2020 1 

  C4591001 1139 

11391015 

2 21AUG2020 Fatigue N Sev N N N N N 22AUG2020 1 

  C4591001 1142 

11421014 

2 19AUG2020 Fatigue N Sev   N N N Mild 
  

  C4591001 1142 

11421015 

2 18AUG2020 Oral temperature (°C)     39.1   36.9 36.7 36.9 20AUG2020 1 

        Headache     Sev   Mild Mild Mild 
  

        Chills     Sev   Mild N N 22AUG2020 3 

56-85 C4591001 1001 

10011084 

2 18AUG2020 New or worsened 

muscle pain 

N Sev N N N N N 19AUG2020 1 

  C4591001 1001 

10011093 

2 19AUG2020 Fatigue N Sev N N N N N 20AUG2020 1 

  C4591001 1109 

11091008 

2 18AUG2020 Chills N Sev Mild N N N N 20AUG2020 2 

  C4591001 1142 

11421012 

2 18AUG2020 Fatigue N Sev N N N N N 19AUG2020 1 

        Headache N Sev Mod N N N N 20AUG2020 2 
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16.2.7.3.2 Listing of Severe and Grade 4 Systemic Events – Phase 2 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb Dur (Days)c 

  

Abbreviations: Dur = duration; Mod = moderate; N = none; Sev = severe. 

a.     Relative Day (Rel Day) = date of event - date of last vaccination + 1. 

b.     Stop date is the date the event was last reported. 

c.     Duration (days) was calculated as the difference from the start of the first reported event to resolution of the last reported event, inclusive. If the event 

continued beyond Day 7, the calculation includes all days from the last electronic diary (e-diary) day until the date of resolution collected on the case report 

form. If the event is ongoing at the time of the subsequent vaccination, the end date/day for the event is the date/day that the next vaccine was administered, 

which was used for the duration calculation. 

PFIZER CONFIDENTIAL SDTM Creation: 05SEP2020 (13:09) Source Data: adfacevd Table Generation: 11SEP2020 (11:50)  

(Cutoff Date: 02SEP2020, Snapshot Date: 04SEP2020) Output File: ./nda2_unblinded/C4591001_IA_P2/adce_l004_sevse_p2  
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

16-55 C4591001 1001 

10011125 

1 04AUG2020 Fatigue Mod Mod Sev Mild     N 07AUG2020 4 

        Headache Mod Mod Sev Mod     N 07AUG2020 4 

        New or worsened 

muscle pain 

N N Sev N     N 06AUG2020 1 

        New or worsened 

joint pain 

N Mild Sev N     N 06AUG2020 2 

  C4591001 1003 

10031160 

2 27AUG2020 Headache N Sev N N N N N 28AUG2020 1 

  C4591001 1003 

10031191 

2 02SEP2020 Headache Mild Sev Mild N N Mild N 07SEP2020 6 

  C4591001 1005 

10051024 

2 31AUG2020 Fatigue   Sev N N N   N 01SEP2020 1 

  C4591001 1005 

10051066 

2 02SEP2020 Fatigue N Sev N N N N   03SEP2020 1 

        Chills N Sev N N N N   03SEP2020 1 

  C4591001 1006 

10061024 

2 31AUG2020 Fatigue N Sev Mod N N N N 02SEP2020 2 

  C4591001 1006 

10061037 

2 04SEP2020 Fatigue N Sev N   Mod Mod N 09SEP2020 5 

  C4591001 1006 

10061040 

1 14AUG2020 Headache Mild Mild Sev N N N Mod 21AUG2020 8 

  C4591001 1006 

10061053 

2 09SEP2020 Fatigue Mod Sev Mild Mild Mild Mild Mild 16SEP2020 8 

        Chills Mod Sev Mild N N N N 11SEP2020 3 

  C4591001 1006 

10061084 

2 10SEP2020 Fatigue Sev N       N Mild 17SEP2020 8 

  C4591001 1007 

10071097 

2 20AUG2020 New or worsened 

muscle pain 

N Sev Mod Mod Mod Mod Mod 01SEP2020 12 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

  C4591001 1007 

10071111 

1 03AUG2020 Chills N Sev N N   N N 04AUG2020 1 

        New or worsened 

muscle pain 

N Sev N N   N N 04AUG2020 1 

  C4591001 1007 

10071130 

2 26AUG2020 Chills N Sev N N N N N 27AUG2020 1 

        New or worsened 

muscle pain 

N Sev N N N N N 27AUG2020 1 

  C4591001 1007 

10071146 

2 27AUG2020 New or worsened 

muscle pain 

N Sev N   N N N 28AUG2020 1 

  C4591001 1007 

10071157 

2 31AUG2020 Fatigue N Sev N N N N N 01SEP2020 1 

        Chills N Sev N N N N N 01SEP2020 1 

  C4591001 1009 

10091028 

2 31AUG2020 New or worsened 

muscle pain 

N Sev N N N N N 01SEP2020 1 

  C4591001 1011 

10111035 

2 03SEP2020 Fatigue Sev Sev Sev Mild Mild N N 07SEP2020 5 

        Headache N Sev Mod N Mild N N 07SEP2020 4 

        Chills N Sev Mod N N N N 05SEP2020 2 

        New or worsened 

muscle pain 

N Sev N N N N N 04SEP2020 1 

  C4591001 1011 

10111129 

2 21SEP2020 Headache Sev N N N N   N 21SEP2020 1 

  C4591001 1012 

10121001 

1 03AUG2020 Headache Mild Sev   N N N N 04AUG2020 2 

  C4591001 1013 

10131005 

1 28JUL2020 Headache N N N N Sev   N 01AUG2020 1 

  C4591001 1013 

10131013 

2 18AUG2020 Headache N Sev Mild Mild Mod Mild N 23AUG2020 5 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

  C4591001 1013 

10131030 

2 18AUG2020 Chills N Sev N N N N N 19AUG2020 1 

  C4591001 1013 

10131055 

2 24AUG2020 New or worsened 

muscle pain 

  N Sev N N   N 26AUG2020 1 

  C4591001 1013 

10131059 

2 25AUG2020 Fatigue N Sev Mild N N N N 27AUG2020 2 

  C4591001 1013 

10131062 

2 24AUG2020 Fatigue N Sev N N N N N 25AUG2020 1 

  C4591001 1013 

10131084 

2 26AUG2020 Vomiting N N N N N Mod Sev 01SEP2020 2 

  C4591001 1013 

10131180 

2 03SEP2020 New or worsened 

muscle pain 

N Sev           06SEP2020 2 

        New or worsened 

joint pain 

N Sev           06SEP2020 2 

  C4591001 1015 

10151030 

1 15AUG2020 Fatigue N Sev Mod Mild Mild Sev Mod 21AUG2020 6 

    2 04SEP2020 Fatigue N Sev   Mod Mod N   08SEP2020 4 

        Headache N Sev   Mod Mod N   08SEP2020 4 

        New or worsened 

muscle pain 

N Sev   Mod N N   07SEP2020 3 

  C4591001 1015 

10151035 

2 04SEP2020 Fatigue   Sev N N N N N 05SEP2020 1 

        New or worsened 

muscle pain 

  Sev N N N N N 05SEP2020 1 

        New or worsened 

joint pain 

  Sev N N N N N 05SEP2020 1 

  C4591001 1016 

10161004 

2 19AUG2020 Oral temperature (°C) 36.4 39.6 37.1 36.8 36.4 36.2 35.7 20AUG2020 1 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

  C4591001 1016 

10161078 

2 28AUG2020 Headache N Sev N N N N N 29AUG2020 1 

        Chills N Sev N N N N N 29AUG2020 1 

        New or worsened 

muscle pain 

N Sev N N N N N 29AUG2020 1 

  C4591001 1018 

10181013 

1 30JUL2020 Fatigue N N N N N Sev N 04AUG2020 1 

  C4591001 1018 

10181055 

2 25AUG2020 Fatigue N Sev Mod N Mild Mild Mild 31AUG2020 6 

        New or worsened 

muscle pain 

N Sev Mild N Mild Mild N 30AUG2020 5 

  C4591001 1018 

10181089 

2 27AUG2020 New or worsened 

joint pain 

N Sev N N N N N 28AUG2020 1 

  C4591001 1018 

10181151 

2 03SEP2020 Fatigue Sev Mild N N N   N 04SEP2020 2 

  C4591001 1042 

10421070 

2 31AUG2020 Fatigue Mod Sev Mod N N N N 02SEP2020 3 

  C4591001 1042 

10421105 

2 02SEP2020 Oral temperature (°C) 36.7 38.9 36.7 36.7 36.8 36.6 36.1 03SEP2020 1 

  C4591001 1052 

10521017 

1 21AUG2020 Diarrhea N Mild Mod Mod Mod Sev Mod 27AUG2020 6 

  C4591001 1052 

10521036 

1 26AUG2020 Fatigue Mod Sev N N N   N 27AUG2020 2 

  C4591001 1055 

10551003 

2 27AUG2020 Fatigue N Sev Mild N N N N 29AUG2020 2 

  C4591001 1057 

10571028 

2 08SEP2020 Fatigue N Sev N N N N N 09SEP2020 1 

  C4591001 1066 

10661027 

1 13AUG2020 Fatigue Mild N     Sev Mod Mod 20AUG2020 8 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

  C4591001 1071 

10711019 

2 02SEP2020 Fatigue N Sev     N N N 03SEP2020 1 

  C4591001 1071 

10711039 

2 04SEP2020 Headache N N Mod Sev   Mild Mild 21SEP2020 16 

  C4591001 1071 

10711065 

2 09SEP2020 Headache Sev Sev N N N N Mild 17SEP2020 9 

  C4591001 1073 

10731021 

1 31JUL2020 Fatigue Mild Sev Mod N   N N 02AUG2020 3 

    2 24AUG2020 Fatigue N Sev Mod N N N N 26AUG2020 2 

  C4591001 1073 

10731064 

2 01SEP2020 Fatigue Mod Mod Mod Sev N N N 04SEP2020 4 

        Headache N Mod N Sev N N N 04SEP2020 3 

  C4591001 1073 

10731083 

2 02SEP2020 Fatigue Mod Sev N N N   N 03SEP2020 2 

        Chills N Sev N N N   N 03SEP2020 1 

  C4591001 1077 

10771013 

2 31AUG2020 Fatigue N Sev N Mod   Mod N 05SEP2020 5 

        Chills N Sev N N   N N 01SEP2020 1 

  C4591001 1079 

10791039 

2 25AUG2020 Headache N Mild N N Mod Sev   02SEP2020 8 

  C4591001 1079 

10791040 

2 24AUG2020 Headache         Sev   N 28AUG2020 1 

  C4591001 1079 

10791097 

2 31AUG2020 Chills   Sev N N N   N 01SEP2020 1 

  C4591001 1079 

10791112 

1 12AUG2020 Headache Mild Sev N N N N N 13AUG2020 2 

  C4591001 1079 

10791115 

1 12AUG2020 Headache Mild Mild   Mild Sev Mod Mild 18AUG2020 7 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

  C4591001 1079 

10791127 

2 03SEP2020 Oral temperature (°C) 36.8 39 37.2 36.9 36.8 36.6 36.6 04SEP2020 1 

  C4591001 1080 

10801009 

2 03SEP2020 Headache   Sev Mod N     N 05SEP2020 2 

  C4591001 1081 

10811033 

2 03SEP2020 Fatigue N Sev N N N N   04SEP2020 1 

  C4591001 1082 

10821036 

1 04AUG2020 Headache Mod N Mild N N N Sev 11AUG2020 8 

    2 25AUG2020 Headache N Sev Sev N N N Mod 31AUG2020 6 

  C4591001 1083 

10831020 

2 24AUG2020 Fatigue N Sev N N   N N 25AUG2020 1 

  C4591001 1083 

10831060 

1 06AUG2020 Oral temperature (°C) 36.5 37.8 37.8 38.6 38.6 38.9 38.7 
  

  C4591001 1084 

10841068 

2 28AUG2020 Chills N Sev N         29AUG2020 1 

  C4591001 1084 

10841091 

2 28AUG2020 Fatigue N Sev N N N N N 29AUG2020 1 

  C4591001 1084 

10841102 

2 31AUG2020 Headache N Sev Mod Mod Mild N N 04SEP2020 4 

  C4591001 1084 

10841118 

1 10AUG2020 Fatigue N Sev N N N N N 11AUG2020 1 

  C4591001 1084 

10841146 

2 02SEP2020 Fatigue N Sev Mild N N N N 04SEP2020 2 

  C4591001 1084 

10841187 

1 14AUG2020 Fatigue Mild Sev Mild N   N N 16AUG2020 3 

  C4591001 1084 

10841188 

1 14AUG2020 Headache N N Mod Sev N N N 17AUG2020 2 

    2 04SEP2020 Headache N N N N N N Sev 10SEP2020 1 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

  C4591001 1085 

10851018 

1 01AUG2020 Diarrhea N N N Mod N Mod Sev 07AUG2020 4 

  C4591001 1085 

10851075 

2 29AUG2020 Fatigue Sev Mod Mild N N N N 31AUG2020 3 

  C4591001 1087 

10871045 

1 10AUG2020 Fatigue Sev Sev Sev Sev Sev Sev Sev 24AUG2020 15 

        New or worsened 

muscle pain 

N N N N Mod Mod Sev 24AUG2020 11 

    2 31AUG2020 Fatigue Mild Mod   Sev Sev Sev Sev 
  

        Headache Mild Mod   Mod Mod Mod Sev 
  

  C4591001 1088 

10881010 

1 12AUG2020 Chills N Mild Sev N N N N 14AUG2020 2 

        Diarrhea N Mild Sev Sev Mild Mild N 17AUG2020 5 

  C4591001 1088 

10881012 

2 04SEP2020 Fatigue N Sev N N N N N 05SEP2020 1 

  C4591001 1089 

10891025 

2 20AUG2020 Headache N Sev Mod Mod Mild   Mild 26AUG2020 6 

  C4591001 1089 

10891054 

1 04AUG2020 Fatigue N Mild Mod   Sev   Sev 14AUG2020 10 

  C4591001 1089 

10891078 

2 27AUG2020 Fatigue   Sev N N N N N 28AUG2020 1 

        Diarrhea   N Sev N N N N 29AUG2020 1 

  C4591001 1089 

10891082 

1 07AUG2020 Headache N Sev       N N 08AUG2020 1 

  C4591001 1089 

10891103 

2 31AUG2020 New or worsened 

joint pain 

N N Sev N     N 02SEP2020 1 

  C4591001 1090 

10901015 

2 24AUG2020 Fatigue N Sev N N   N N 25AUG2020 1 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

  C4591001 1090 

10901022 

2 28AUG2020 Headache   Sev Mod N N N N 30AUG2020 2 

  C4591001 1090 

10901043 

2 24AUG2020 Headache Mild Sev N N   N Mild 30AUG2020 7 

        Chills N Sev N N   N N 25AUG2020 1 

  C4591001 1090 

10901045 

2 24AUG2020 Headache N Sev N Mild N N   27AUG2020 3 

        Chills N Sev Mild N N N   26AUG2020 2 

  C4591001 1090 

10901050 

2 24AUG2020 Fatigue N Sev   N N N N 25AUG2020 1 

        Headache N Sev   N N N N 25AUG2020 1 

        Chills N Sev   N N N N 25AUG2020 1 

        New or worsened 

muscle pain 

N Sev   N N N N 25AUG2020 1 

  C4591001 1090 

10901095 

1 07AUG2020 Oral temperature (°C) 36.7 37.6 39.3 36.7 36.7 37.2 36.7 09AUG2020 1 

    2 28AUG2020 Oral temperature (°C) 37 39.7 38 37.3 37.1 36.4 37 30AUG2020 2 

  C4591001 1090 

10901104 

1 07AUG2020 Fatigue N Mild Sev Mod Mild N N 11AUG2020 4 

        New or worsened 

muscle pain 

N Mod Sev Mod N N N 10AUG2020 3 

  C4591001 1091 

10911037 

1 04AUG2020 Fatigue N Sev N N N N N 05AUG2020 1 

  C4591001 1091 

10911051 

2 26AUG2020 Oral temperature (°C) 38.4 38.9 36.6 36.5 36.6 36.7   27AUG2020 2 

  C4591001 1091 

10911107 

2 02SEP2020 Fatigue Mod Sev N N N N N 03SEP2020 2 

        Headache Mod Sev N N N N N 03SEP2020 2 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

        Chills N Sev N N N N N 03SEP2020 1 

  C4591001 1091 

10911121 

2 01SEP2020 Headache   Sev N N N Mild N 06SEP2020 5 

  C4591001 1094 

10941016 

1 14AUG2020 Fatigue Sev Mild N N   N Sev 27AUG2020 14 

  C4591001 1095 

10951093 

2 28AUG2020 Fatigue Mod Sev Mod Mod Mod N N 01SEP2020 5 

  C4591001 1107 

11071010 

2 18AUG2020 Headache Mod N   Mod Sev Mod   23AUG2020 6 

  C4591001 1107 

11071055 

2 27AUG2020 Headache N Sev N N N N N 28AUG2020 1 

  C4591001 1107 

11071065 

1 06AUG2020 Oral temperature (°C) 37.1 37.3 39.6 37.1 37.2 38.2 37.8 11AUG2020 4 

  C4591001 1107 

11071087 

2 01SEP2020 Headache Mod Sev Mild N N N N 03SEP2020 3 

  C4591001 1109 

11091020 

2 18AUG2020 Headache Mod Sev N N   N N 19AUG2020 2 

  C4591001 1109 

11091027 

2 21AUG2020 Fatigue   Sev Mod N     N 23AUG2020 2 

  C4591001 1109 

11091060 

2 20AUG2020 Oral temperature (°C)   38.9 37 38.6 38.3 38.4   26AUG2020 6 

  C4591001 1109 

11091102 

2 21AUG2020 Fatigue N Sev N N N N N 22AUG2020 1 

        Headache N Sev N N N N N 22AUG2020 1 

        Vomiting N Sev N N N Mild N 26AUG2020 5 

        New or worsened 

joint pain 

N Sev N N N N N 22AUG2020 1 

  C4591001 1109 

11091178 

2 28AUG2020 Fatigue   Sev N N   Mod N 02SEP2020 5 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

  C4591001 1109 

11091228 

2 03SEP2020 New or worsened 

muscle pain 

N Sev N N N N N 04SEP2020 1 

  C4591001 1109 

11091246 

2 08SEP2020 New or worsened 

muscle pain 

        Sev   Mod 15SEP2020 4 

  C4591001 1109 

11091258 

2 08SEP2020 Headache   Sev N Mod Mod   N 12SEP2020 4 

  C4591001 1109 

11091267 

1 16AUG2020 Fatigue Mod Mod Sev Mod Mod     21AUG2020 6 

    2 08SEP2020 Fatigue Sev N N N N Mod N 13SEP2020 6 

  C4591001 1110 

11101027 

2 24AUG2020 Oral temperature (°C)   39.4 38.1   37.9 37.2 37.2 26AUG2020 2 

        Fatigue   Sev Mod   Mod N N 28AUG2020 4 

        New or worsened 

muscle pain 

  Sev Mod   N N N 26AUG2020 2 

        New or worsened 

joint pain 

  Sev Mod   N N N 26AUG2020 2 

  C4591001 1110 

11101033 

2 25AUG2020 Fatigue Mild Sev   N N N N 26AUG2020 2 

  C4591001 1110 

11101095 

2 03SEP2020 Chills N Sev N N N N N 04SEP2020 1 

  C4591001 1111 

11111072 

2 31AUG2020 New or worsened 

joint pain 

N Sev N N N N N 01SEP2020 1 

  C4591001 1111 

11111115 

2 04SEP2020 Fatigue Mild N N Mod Sev Mod Mod 10SEP2020 7 

  C4591001 1112 

11121045 

1 03AUG2020 Oral temperature (°C) 36.9 39 37 37.1 36.9 36.8 36.6 04AUG2020 1 

  C4591001 1112 

11121180 

2 16SEP2020 New or worsened 

joint pain 

  Sev Sev Mild Mild Mild Mild 22SEP2020 6 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

  C4591001 1120 

11201039 

2 24AUG2020 Fatigue Mod Sev Mild Mild N N N 27AUG2020 4 

  C4591001 1120 

11201082 

2 25AUG2020 Fatigue Mild Mild N Mod Mild Mod Sev 02SEP2020 9 

  C4591001 1120 

11201103 

2 25AUG2020 Fatigue N Sev N N N N N 26AUG2020 1 

  C4591001 1120 

11201148 

1 12AUG2020 Fatigue Mild Mod Mild Sev Mild Mod Mild 19AUG2020 8 

    2 31AUG2020 Headache N Sev N Mild N   N 03SEP2020 3 

  C4591001 1120 

11201172 

1 13AUG2020 Fatigue N Sev Mild N N N N 15AUG2020 2 

  C4591001 1120 

11201244 

2 09SEP2020 Headache   Sev N N N N N 10SEP2020 1 

  C4591001 1120 

11201250 

2 11SEP2020 Headache N Sev N N N N N 12SEP2020 1 

        New or worsened 

joint pain 

N Sev N N N Mod Mild 
  

  C4591001 1120 

11201278 

2 02OCT2020 Chills   Sev N N N N N 03OCT2020 1 

  C4591001 1120 

11201281 

2 12OCT2020 New or worsened 

joint pain 

N N Sev N N N N 14OCT2020 1 

  C4591001 1123 

11231090 

2 03SEP2020 Fatigue N Sev N   N N N 04SEP2020 1 

  C4591001 1124 

11241019 

1 12AUG2020 Fatigue N Sev N N N Mod N 17AUG2020 5 

  C4591001 1125 

11251024 

2 01SEP2020 Fatigue N Sev N N N N N 02SEP2020 1 

  C4591001 1127 

11271014 

2 19AUG2020 Fatigue   Sev Mod N Mild Mild N 24AUG2020 5 

09
01

77
e1

95
9b

21
55

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 463

FDA-CBER-2021-5683-0126489



16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

        Headache   Sev N N N N N 20AUG2020 1 

        New or worsened 

muscle pain 

  Sev Mod N N N N 21AUG2020 2 

  C4591001 1127 

11271022 

1 30JUL2020 Fatigue   Mild Mod   Sev Mod Mild 16AUG2020 17 

        Headache   Sev Mod   Sev Mod Mild 16AUG2020 17 

  C4591001 1127 

11271032 

1 31JUL2020 Fatigue N Sev Mild N N N N 02AUG2020 2 

        New or worsened 

muscle pain 

N Sev N N N N N 01AUG2020 1 

    2 19AUG2020 Fatigue N Sev Mild N N N N 21AUG2020 2 

        New or worsened 

muscle pain 

N Sev N N N N N 20AUG2020 1 

  C4591001 1128 

11281021 

2 21AUG2020 Fatigue N Sev Mod N N N N 23AUG2020 2 

        Chills N Sev N N N N N 22AUG2020 1 

  C4591001 1128 

11281024 

2 20AUG2020 Fatigue N Sev N N N N N 21AUG2020 1 

        Headache N Sev N N N N N 21AUG2020 1 

  C4591001 1128 

11281054 

2 26AUG2020 Fatigue Mod Sev N Mod Mod Mod Mod 
  

  C4591001 1128 

11281119 

2 03SEP2020 New or worsened 

muscle pain 

Mod Sev N N   N N 04SEP2020 2 

        New or worsened 

joint pain 

Mild Sev N N   N N 04SEP2020 2 

  C4591001 1129 

11291006 

2 17AUG2020 Fatigue   Sev Mod N N N N 19AUG2020 2 

        Chills   Sev N N N N N 18AUG2020 1 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

  C4591001 1129 

11291061 

1 07AUG2020 Fatigue Mod Sev Mod Mild   N N 10AUG2020 4 

  C4591001 1129 

11291089 

1 11AUG2020 Fatigue N Mod Sev   N Mild N 16AUG2020 5 

        Headache N N Sev   N Mild N 16AUG2020 4 

  C4591001 1133 

11331051 

2 24AUG2020 Oral temperature (°C) 37.1 39.4 37.4 37.2 37.2 37.3 37.2 25AUG2020 1 

        Headache N Sev N N N N N 25AUG2020 1 

        New or worsened 

muscle pain 

N Sev N N N N N 25AUG2020 1 

  C4591001 1133 

11331152 

2 09SEP2020 Diarrhea N Sev   N N N   10SEP2020 1 

  C4591001 1133 

11331180 

1 14AUG2020 Oral temperature (°C) 32.2 39.2 33.3 37.3 37.4 37.5   15AUG2020 1 

    2 04SEP2020 Oral temperature (°C) 37.3 39 38.8 38.8 37.3 38 37.4 09SEP2020 5 

  C4591001 1135 

11351036 

1 05AUG2020 Fatigue N Sev Mild N N N N 07AUG2020 2 

  C4591001 1135 

11351088 

2 28AUG2020 Fatigue Mild Sev N N N N N 29AUG2020 2 

  C4591001 1135 

11351114 

2 01SEP2020 Fatigue Mod Sev   N Mild N N 05SEP2020 5 

        Chills N Sev   N N N N 02SEP2020 1 

        New or worsened 

muscle pain 

N Sev   N N N N 02SEP2020 1 

  C4591001 1139 

11391015 

2 21AUG2020 Fatigue N Sev N N N N N 22AUG2020 1 

  C4591001 1139 

11391062 

2 26AUG2020 Fatigue N Sev N N N Mild N 31AUG2020 5 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

  C4591001 1139 

11391070 

1 07AUG2020 Fatigue N Sev N N N N N 08AUG2020 1 

  C4591001 1140 

11401022 

1 03AUG2020 Fatigue N Sev Mod N N N N 05AUG2020 2 

        New or worsened 

muscle pain 

Mild Sev Mod N N N N 05AUG2020 3 

    2 25AUG2020 Oral temperature (°C) 37.8 39.8 37.3 37.1 37.2 37.2 37.1 26AUG2020 1 

        Fatigue N Sev Mod N N N N 27AUG2020 2 

        Chills N Sev N N N N N 26AUG2020 1 

        New or worsened 

muscle pain 

Mild Sev N Mild N N N 28AUG2020 4 

  C4591001 1140 

11401031 

2 24AUG2020 Oral temperature (°C) 37.1 39 36.6 36.6 36.1 36.4 36.1 25AUG2020 1 

        Headache N Sev N N N N N 25AUG2020 1 

  C4591001 1140 

11401037 

2 27AUG2020 Oral temperature (°C) 36.6 39.4 36.6 36.2   35.9 35.9 28AUG2020 1 

        Fatigue Mild Sev Mod N   N N 29AUG2020 3 

  C4591001 1140 

11401045 

2 24AUG2020 Headache Sev Mild N N N N Mild 30AUG2020 7 

  C4591001 1140 

11401049 

1 05AUG2020 Headache N N N N N N Sev 12AUG2020 2 

  C4591001 1140 

11401065 

1 06AUG2020 New or worsened 

muscle pain 

N Sev N N N   N 07AUG2020 1 

    2 28AUG2020 New or worsened 

muscle pain 

N Sev Mild N N N   30AUG2020 2 

        New or worsened 

joint pain 

N Sev N N N N   29AUG2020 1 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

  C4591001 1141 

11411026 

2 24AUG2020 Fatigue   Sev N N N N N 25AUG2020 1 

        Chills   Sev N N N N N 25AUG2020 1 

        New or worsened 

muscle pain 

  Sev N N N N N 25AUG2020 1 

        New or worsened 

joint pain 

  Sev N N N N N 25AUG2020 1 

  C4591001 1141 

11411057 

2 01SEP2020 Fatigue   Sev Mild N   N N 03SEP2020 2 

  C4591001 1141 

11411081 

1 14AUG2020 Fatigue N Sev N N N N N 15AUG2020 1 

  C4591001 1142 

11421014 

2 19AUG2020 Fatigue N Sev   N N N Mild 26AUG2020 7 

  C4591001 1142 

11421015 

2 18AUG2020 Oral temperature (°C)     39.1   36.9 36.7 36.9 20AUG2020 1 

        Headache     Sev   Mild Mild Mild 
  

        Chills     Sev   Mild N N 22AUG2020 3 

  C4591001 1142 

11421050 

2 28AUG2020 Headache N Sev Mild   N     30AUG2020 2 

        Chills N Sev N   N     29AUG2020 1 

        New or worsened 

muscle pain 

N Sev N   N     29AUG2020 1 

  C4591001 1142 

11421081 

2 02SEP2020 Fatigue N   Sev N   N N 04SEP2020 1 

  C4591001 1145 

11451010 

2 02SEP2020 Fatigue N Sev Mild N N N   04SEP2020 2 

  C4591001 1146 

11461043 

2 09SEP2020 Fatigue Sev Mild N N N N   10SEP2020 2 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

  C4591001 1147 

11471013 

2 25AUG2020 Headache N N   Sev Mod Mild N 30AUG2020 3 

        Chills N N   Sev Mod N N 29AUG2020 2 

  C4591001 1147 

11471019 

2 24AUG2020 Fatigue N Sev N N N N N 25AUG2020 1 

        Headache N Sev N N N N N 25AUG2020 1 

        New or worsened 

muscle pain 

N Sev N N N N N 25AUG2020 1 

        New or worsened 

joint pain 

N Sev N N N N N 25AUG2020 1 

  C4591001 1149 

11491016 

1 07AUG2020 Fatigue N Sev Mild N N N N 09AUG2020 2 

  C4591001 1149 

11491049 

2 01SEP2020 Oral temperature (°C) 36.6 39.4 37.9 37.3 37.1 37 37.2 02SEP2020 1 

        Headache N Sev N N N N N 02SEP2020 1 

  C4591001 1149 

11491063 

2 02SEP2020 Oral temperature (°C) 37.3 39.3 37.7 37.7 37.7 37 36.8 03SEP2020 1 

  C4591001 1152 

11521029 

2 02SEP2020 Headache N Sev Mod Mild N N N 05SEP2020 3 

  C4591001 1152 

11521072 

2 01SEP2020 Diarrhea N N Sev Mild   N N 04SEP2020 2 

  C4591001 1152 

11521076 

2 03SEP2020 Fatigue Mild Sev N N N N N 04SEP2020 2 

        New or worsened 

muscle pain 

N Sev N N N N N 04SEP2020 1 

        New or worsened 

joint pain 

N Sev N N N N N 04SEP2020 1 

  C4591001 1157 

11571006 

2 04SEP2020 Fatigue   Sev Mild Mild Mild N N 08SEP2020 4 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

        Chills   Sev N N N N N 05SEP2020 1 

  C4591001 1157 

11571040 

2 09SEP2020 Chills N Sev N N N N N 10SEP2020 1 

  C4591001 1162 

11621044 

1 06AUG2020 Oral temperature (°C)     36.1     40 37.6 11AUG2020 1 

        Fatigue     N     Sev Sev 13AUG2020 3 

        Headache     N     Sev Sev 13AUG2020 3 

        Chills     Mild     Sev Mod 13AUG2020 6 

        New or worsened 

muscle pain 

    N     Sev N 11AUG2020 1 

  C4591001 1162 

11621080 

2 02SEP2020 Headache N Sev Mod N N N   04SEP2020 2 

        Chills N Sev Mod N N N   04SEP2020 2 

  C4591001 1162 

11621103 

1 13AUG2020 Headache Sev Mild Mod Mild Mild N N 17AUG2020 5 

  C4591001 1162 

11621110 

2 02SEP2020 Fatigue   Sev N N N N N 03SEP2020 1 

  C4591001 1162 

11621115 

2 01SEP2020 Headache     N N Sev     05SEP2020 1 

  C4591001 1163 

11631036 

2 25AUG2020 Fatigue   N   Sev       03SEP2020 7 

        Headache   N   Sev       03SEP2020 7 

        Chills   N   Sev       03SEP2020 7 

        Vomiting   N   Sev       03SEP2020 7 

        Diarrhea   N   Sev       03SEP2020 7 

        New or worsened 

muscle pain 

  N   Sev       03SEP2020 7 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

        New or worsened 

joint pain 

  N   Sev       03SEP2020 7 

  C4591001 1163 

11631060 

1 07AUG2020 Fatigue N N N N   Sev N 12AUG2020 1 

  C4591001 1163 

11631087 

2 01SEP2020 Fatigue       Sev Mild N N 05SEP2020 2 

  C4591001 1167 

11671001 

2 02SEP2020 Oral temperature (°C)   39.6 36.8 36.8 36.8 36.8 36.9 03SEP2020 1 

        Fatigue   Sev N N N N N 03SEP2020 1 

        Chills   Sev N N N N N 03SEP2020 1 

        New or worsened 

muscle pain 

  Sev N N N N N 03SEP2020 1 

        New or worsened 

joint pain 

  Sev N N N N N 03SEP2020 1 

  C4591001 1167 

11671002 

2 04SEP2020 New or worsened 

muscle pain 

N Mod Sev N   N N 06SEP2020 2 

  C4591001 1167 

11671006 

2 02SEP2020 Fatigue N Sev N N N N N 03SEP2020 1 

  C4591001 1170 

11701002 

2 02SEP2020 Oral temperature (°C) 37.8 41.2 37.2 36.7 37.1 36.9 36.7 03SEP2020 1 

  C4591001 1171 

11711020 

2 04SEP2020 Fatigue   Sev Mild N N N N 06SEP2020 2 

  C4591001 1171 

11711027 

1 14AUG2020 Chills N Sev N N N N N 15AUG2020 1 

  C4591001 1177 

11771039 

2 09SEP2020 Chills N Sev N N N N N 10SEP2020 1 

        New or worsened 

muscle pain 

N Sev N N N N N 10SEP2020 1 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

  C4591001 1223 

12231027 

1 28AUG2020 Fatigue Mild Sev Mild N N N N 30AUG2020 3 

  C4591001 1223 

12231057 

1 01SEP2020 Headache N Sev Mild N N N N 03SEP2020 2 

  C4591001 1223 

12231074 

2 23SEP2020 Fatigue   Sev N   N N   24SEP2020 1 

  C4591001 1224 

12241005 

1 12AUG2020 Headache N Mod Sev N N N N 14AUG2020 2 

  C4591001 1226 

12261001 

2 25AUG2020 New or worsened 

muscle pain 

Mod Sev   N N N   26AUG2020 2 

  C4591001 1226 

12261008 

1 05AUG2020 Headache N Sev N N N N N 06AUG2020 1 

    2 24AUG2020 Headache   Sev N N N Mild N 29AUG2020 5 

  C4591001 1226 

12261019 

1 06AUG2020 Fatigue N N N N Sev N N 10AUG2020 1 

  C4591001 1226 

12261025 

2 25AUG2020 Fatigue   Mild Mod Sev Mild Mod N 30AUG2020 5 

        Headache   Mild N Mod Mild Sev N 30AUG2020 5 

        New or worsened 

muscle pain 

  N N N N Sev N 30AUG2020 1 

  C4591001 1226 

12261055 

1 10AUG2020 Fatigue N N Mild N Sev Mod   16AUG2020 5 

  C4591001 1226 

12261066 

1 10AUG2020 Headache N Mod Sev N N N N 12AUG2020 2 

  C4591001 1226 

12261072 

1 11AUG2020 New or worsened 

muscle pain 

N N Sev N N N N 13AUG2020 1 

  C4591001 1226 

12261089 

1 11AUG2020 Headache Sev Mild Mild N Mild N N 15AUG2020 5 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

  C4591001 1226 

12261096 

1 11AUG2020 Fatigue N Sev Mod N N N N 13AUG2020 2 

        Headache N Sev Mod N N N N 13AUG2020 2 

        New or worsened 

muscle pain 

N Sev Mild N N N N 13AUG2020 2 

        New or worsened 

joint pain 

N Sev Mild Mild N N N 14AUG2020 3 

    2 01SEP2020 Fatigue N Sev N N N N N 02SEP2020 1 

  C4591001 1226 

12261104 

1 11AUG2020 Headache Mod Sev Mod Mild Mild N N 15AUG2020 5 

  C4591001 1226 

12261106 

2 01SEP2020 Fatigue N Sev   Mild N     04SEP2020 3 

        Headache N Sev   Mild N     04SEP2020 3 

        New or worsened 

muscle pain 

N Sev   N N     02SEP2020 1 

        New or worsened 

joint pain 

N Sev   N N     02SEP2020 1 

  C4591001 1226 

12261124 

2 04SEP2020 Fatigue N Sev N N N N   05SEP2020 1 

  C4591001 1226 

12261154 

1 13AUG2020 Fatigue Sev Sev Mild N N N   15AUG2020 3 

    2 16SEP2020 Headache     Sev Mild Mod N N 20SEP2020 3 

  C4591001 1226 

12261156 

2 03SEP2020 Fatigue N Mod Mod Sev N N N 06SEP2020 3 

        New or worsened 

joint pain 

N Mod Mild Sev Mild Mod N 08SEP2020 5 

  C4591001 1226 

12261208 

2 08SEP2020 Headache Sev Mild N Mild N N N 11SEP2020 4 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

  C4591001 1226 

12261215 

1 17AUG2020 Headache N Sev   N Mild   N 21AUG2020 4 

  C4591001 1226 

12261232 

2 09SEP2020 Fatigue N Sev Mild N N N N 11SEP2020 2 

  C4591001 1226 

12261243 

1 18AUG2020 Headache N N Sev N N N N 20AUG2020 1 

  C4591001 1226 

12261248 

2 07SEP2020 Fatigue Mild Sev Mild     N N 09SEP2020 3 

  C4591001 1229 

12291011 

2 14OCT2020 Headache   Sev Mod Mod N N N 17OCT2020 3 

  C4591001 1229 

12291016 

1 25SEP2020 Headache     N Mod Sev Mild Mod 01OCT2020 4 

  C4591001 1229 

12291024 

1 28SEP2020 Vomiting N Mod Sev N N N N 30SEP2020 2 

        Diarrhea N Sev Mod Mild N N N 01OCT2020 3 

  C4591001 1229 

12291029 

1 28SEP2020 Oral temperature (°C)   39.7 33.2 35.2 35.4 35.4 35.4 29SEP2020 1 

  C4591001 1229 

12291037 

1 28SEP2020 Oral temperature (°C)     40.7 42.3 39.6   34.2 02OCT2020 3 

  C4591001 1229 

12291042† 

2 20OCT2020 Headache Mod Sev N N N N N 21OCT2020 2 

  C4591001 1229 

12291046 

2 20OCT2020 Fatigue N Sev Mild   N N N 22OCT2020 2 

  C4591001 1229 

12291047 

1 29SEP2020 New or worsened 

muscle pain 

Sev Mod   N N N N 30SEP2020 2 

  C4591001 1229 

12291057 

1 30SEP2020 Headache N N N Sev Mild N N 04OCT2020 2 

  C4591001 1229 

12291065 

1 30SEP2020 Chills Mod Mild Mild Mod Sev N N 04OCT2020 5 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

    2 21OCT2020 Fatigue Mild N Mod N N Sev N 26OCT2020 6 

        New or worsened 

muscle pain 

N Mild N N N Sev Mod 
  

  C4591001 1229 

12291082 

1 01OCT2020 Fatigue Mild Sev   N N N   02OCT2020 2 

        New or worsened 

muscle pain 

Sev Mod   N N N   02OCT2020 2 

  C4591001 1229 

12291100 

2 26OCT2020 Headache Mod   Mild Mild Mild Sev   
  

  C4591001 1229 

12291105 

2 26OCT2020 Fatigue Sev Sev Mod Mod Mod Mod Mod 
  

        Headache Mod Sev Mod Mod Mod Mod Mod 
  

        Vomiting Sev N N N N N N 26OCT2020 1 

        New or worsened 

muscle pain 

N Sev Mod N N Sev Mod 
  

  C4591001 1229 

12291109 

1 05OCT2020 Chills N N N N N   Sev 11OCT2020 1 

    2 26OCT2020 Fatigue N N   N N Sev N 31OCT2020 1 

  C4591001 1229 

12291113† 

2 27OCT2020 Oral temperature (°C) 40 40 40 36.4 36.1 36.4 36.6 29OCT2020 3 

  C4591001 1229 

12291122 

1 06OCT2020 Oral temperature (°C) 39.6 39.9 39.5 39.6 39.4 39.6 39.6 12OCT2020 7 

    2 27OCT2020 Oral temperature (°C) 32.6 32.8 39.2 32.5 32.8 32.9 32.7 29OCT2020 1 

        Headache Sev Mild N Mild N N N 30OCT2020 4 

  C4591001 1230 

12301001 

1 23SEP2020 Headache Sev Sev Mild   Mild N N 27SEP2020 5 

  C4591001 1230 

12301018 

1 24SEP2020 New or worsened 

muscle pain 

Mod Sev N N N N N 25SEP2020 2 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

        New or worsened 

joint pain 

N Sev N N N N N 25SEP2020 1 

  C4591001 1230 

12301058 

2 19OCT2020 Headache N Sev N N N N N 20OCT2020 1 

  C4591001 1230 

12301074 

1 30SEP2020 Headache N N N N Sev Mod N 05OCT2020 2 

  C4591001 1230 

12301084 

2 21OCT2020 Oral temperature (°C) 35.3 39.4 37.2 35.9 36.3 35.6 36.4 22OCT2020 1 

        Fatigue N Sev Sev N N N N 23OCT2020 2 

  C4591001 1230 

12301094 

1 01OCT2020 Headache N Sev Sev N N N N 03OCT2020 2 

  C4591001 1230 

12301102 

2 23OCT2020 Headache N Mod N Mod N Sev N 28OCT2020 5 

  C4591001 1230 

12301117 

1 03OCT2020 Headache N Sev N N N N N 04OCT2020 1 

  C4591001 1230 

12301124 

2 27OCT2020 Headache N N N Sev N N N 30OCT2020 1 

  C4591001 1230 

12301129 

1 05OCT2020 Headache Mild Mild Mild Sev Mild Mild Mild 12OCT2020 8 

  C4591001 1231 

12311002 

2 27AUG2020 Headache N Sev N N N N N 28AUG2020 1 

  C4591001 1231 

12311012 

2 27AUG2020 Headache N Sev N N N N N 28AUG2020 1 

  C4591001 1231 

12311018 

2 27AUG2020 Headache N Sev N N N N N 28AUG2020 1 

  C4591001 1231 

12311034 

2 02SEP2020 Oral temperature (°C) 36.5 39.9 36.8 36.4 37 36.8 36.3 03SEP2020 1 

  C4591001 1231 

12311055 

2 01SEP2020 Oral temperature (°C) 36.7 39 37.2 36.7   36.5 36.6 02SEP2020 1 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

        Fatigue N Sev N N   Mod N 06SEP2020 5 

        Chills N Sev N N   N N 02SEP2020 1 

  C4591001 1231 

12311082 

1 12AUG2020 Fatigue N Sev Mild Mild Mild Mild Mild 19AUG2020 7 

        Chills N Sev N N N N N 13AUG2020 1 

    2 01SEP2020 New or worsened 

muscle pain 

N Sev N N N N N 02SEP2020 1 

  C4591001 1231 

12311092 

2 02SEP2020 Headache N Sev N N N N N 03SEP2020 1 

  C4591001 1231 

12311099 

2 01SEP2020 Fatigue Mod Mod Sev Mod Mod Mod Mod 12SEP2020 12 

  C4591001 1231 

12311124 

1 13AUG2020 Headache Mild Sev N N N N N 14AUG2020 2 

    2 01SEP2020 Fatigue Mild Sev Mod Mild N N N 04SEP2020 4 

  C4591001 1231 

12311125 

1 13AUG2020 Headache Mod Sev N N N N N 14AUG2020 2 

        Chills N Sev Mild Mild N N N 16AUG2020 3 

  C4591001 1231 

12311144 

2 02SEP2020 New or worsened 

muscle pain 

N Sev N N N N N 03SEP2020 1 

  C4591001 1231 

12311164 

2 02SEP2020 Fatigue N Sev Mild Mild N Mild Mild 09SEP2020 7 

        Chills N Sev N N N N N 03SEP2020 1 

  C4591001 1231 

12311169 

2 03SEP2020 Headache N Sev N N N   N 04SEP2020 1 

  C4591001 1231 

12311172 

2 04SEP2020 Fatigue N Sev N N N N N 05SEP2020 1 

  C4591001 1231 

12311179 

1 14AUG2020 Headache N Sev Mild Mild Mild Mild Mild 21AUG2020 7 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

  C4591001 1231 

12311185 

1 14AUG2020 Fatigue N Mod Sev Mod Mod Mod Mod 21AUG2020 7 

        Chills N Sev Mod Mod Mod Mod Mod 21AUG2020 7 

    2 02SEP2020 Headache Mod Sev N N N N N 03SEP2020 2 

  C4591001 1231 

12311190 

2 03SEP2020 Oral temperature (°C) 36.8 39 37 36.5 36.7 36.7 36.5 04SEP2020 1 

  C4591001 1231 

12311193 

2 04SEP2020 Chills N Sev N N N N N 05SEP2020 1 

  C4591001 1231 

12311208 

2 04SEP2020 Headache Mild Sev Mild Mild Mild N N 08SEP2020 5 

  C4591001 1231 

12311211 

2 21SEP2020 New or worsened 

muscle pain 

Mod Sev N Sev Mod N N 25SEP2020 5 

        New or worsened 

joint pain 

Mod Sev Mod Mod Mod N N 25SEP2020 5 

  C4591001 1231 

12311221 

2 04SEP2020 Headache N Sev Mild N N Mild N 09SEP2020 5 

  C4591001 1231 

12311243 

2 04SEP2020 New or worsened 

muscle pain 

N Sev N N N N N 05SEP2020 1 

  C4591001 1231 

12311246 

2 02SEP2020 Oral temperature (°C) 37 39 37.4 36.6 36.7 36.6 37.1 03SEP2020 1 

        Fatigue N Sev N N N N N 03SEP2020 1 

  C4591001 1231 

12311252 

2 04SEP2020 Headache N Sev Mild Mild N N N 07SEP2020 3 

  C4591001 1231 

12311266 

2 02SEP2020 Oral temperature (°C) 37.4 39.1 37.9 36.2 36.4 36.3 36.2 03SEP2020 1 

  C4591001 1231 

12311272 

2 02SEP2020 Headache N Sev Mod N Mild Mod N 07SEP2020 5 

  C4591001 1231 

12311281 

2 04SEP2020 New or worsened 

muscle pain 

Mild Sev N N N N N 05SEP2020 2 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

  C4591001 1231 

12311289 

1 15AUG2020 Headache N Sev N N N N N 16AUG2020 1 

  C4591001 1231 

12311290 

1 15AUG2020 Headache N Sev N N N N N 16AUG2020 1 

    2 03SEP2020 Fatigue N Sev N N N N N 04SEP2020 1 

        Headache N Sev N Mod Mod N N 07SEP2020 4 

        Chills N Sev N N N N N 04SEP2020 1 

        New or worsened 

muscle pain 

N Sev N N N N N 04SEP2020 1 

  C4591001 1231 

12311294 

1 15AUG2020 New or worsened 

joint pain 

N N N N Sev Mild N 20AUG2020 2 

    2 07SEP2020 Fatigue N N N N N   Sev 14SEP2020 2 

        New or worsened 

muscle pain 

N N Sev N N   N 09SEP2020 1 

  C4591001 1231 

12311303 

2 04SEP2020 Headache N Sev N N N N N 05SEP2020 1 

        Chills Mod Sev N N N N N 05SEP2020 2 

  C4591001 1231 

12311304 

2 04SEP2020 Fatigue   Sev Mild Mild Mild Mild N 09SEP2020 5 

        Chills   Sev N N N N N 05SEP2020 1 

        New or worsened 

muscle pain 

  Sev Mild Mild Mild Mild N 09SEP2020 5 

  C4591001 1231 

12311306 

1 15AUG2020 Headache N Mod N Sev N N N 18AUG2020 3 

  C4591001 1231 

12311312 

2 03SEP2020 Headache Mild Sev N N N N N 04SEP2020 2 

        Chills Mod Sev N N N N N 04SEP2020 2 

09
01

77
e1

95
9b

21
55

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 478

FDA-CBER-2021-5683-0126504



16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

  C4591001 1231 

12311317 

2 07SEP2020 Headache Sev N N N N N N 07SEP2020 1 

  C4591001 1231 

12311327 

2 03SEP2020 Fatigue N Sev N N N N N 04SEP2020 1 

  C4591001 1231 

12311331 

2 03SEP2020 Headache Mod Sev Mild N N N N 05SEP2020 3 

  C4591001 1231 

12311361 

2 04SEP2020 Oral temperature (°C) 36.4 39 36.2 36.2 36.1 36.2 36.1 05SEP2020 1 

        Fatigue Mild Sev Mild Mild N N N 07SEP2020 4 

        Chills Mild Sev Mild N N N N 06SEP2020 3 

        New or worsened 

joint pain 

N Sev Mild N N N N 06SEP2020 2 

  C4591001 1231 

12311365 

2 04SEP2020 Headache Mild Sev N N N N N 05SEP2020 2 

        Chills N Sev N N N N N 05SEP2020 1 

  C4591001 1231 

12311368 

2 04SEP2020 Oral temperature (°C) 36 39.1 39.2 35.8 35.9 36.6 35.9 06SEP2020 2 

  C4591001 1231 

12311370 

2 03SEP2020 Headache Mod Sev Mild Mild N N N 06SEP2020 4 

        New or worsened 

muscle pain 

Mild Sev Mod Mild Mild Mild N 08SEP2020 6 

  C4591001 1231 

12311375 

2 03SEP2020 New or worsened 

muscle pain 

N Mild N Sev Mild N N 07SEP2020 4 

  C4591001 1231 

12311386 

1 15AUG2020 Headache N Sev N N N N N 16AUG2020 1 

  C4591001 1231 

12311410 

1 15AUG2020 Fatigue Mod Mild N N Mild Sev   22AUG2020 8 

        Chills N N Mild N N Sev   22AUG2020 6 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

        New or worsened 

muscle pain 

N N N N N Sev   22AUG2020 3 

    2 06SEP2020 Fatigue N N N Sev Mod N Mod 12SEP2020 4 

        Headache N Mod Sev N Mod N Mod 12SEP2020 6 

  C4591001 1231 

12311425 

2 04SEP2020 Fatigue Mild Sev   N   N   05SEP2020 2 

        New or worsened 

muscle pain 

N Sev   N   N   05SEP2020 1 

  C4591001 1231 

12311432 

1 15AUG2020 Headache N Sev Mild Mild Mild N N 19AUG2020 4 

  C4591001 1231 

12311454 

2 03SEP2020 Fatigue Mild Sev N N N N N 04SEP2020 2 

  C4591001 1231 

12311463 

1 15AUG2020 Fatigue Mild Mod Mild N N Sev Mild 23AUG2020 9 

  C4591001 1231 

12311468 

2 03SEP2020 New or worsened 

muscle pain 

N Sev N N N N N 04SEP2020 1 

  C4591001 1231 

12311486 

2 07SEP2020 Fatigue N Sev N N N N N 08SEP2020 1 

        New or worsened 

muscle pain 

N Sev Mild Mild Mod Mild Mod 14SEP2020 7 

  C4591001 1231 

12311507 

2 07SEP2020 Fatigue Mild Sev N N N N N 08SEP2020 2 

  C4591001 1231 

12311509 

2 08SEP2020 Fatigue N Sev N N N N N 09SEP2020 1 

        Headache Mild Sev N N N N N 09SEP2020 2 

  C4591001 1232 

12321010 

1 13AUG2020 Fatigue             Sev 02SEP2020 15 

    2 02SEP2020 Fatigue   Sev Mild Mild Mild N Mild 08SEP2020 6 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

        Chills   Sev N N N N N 03SEP2020 1 

  C4591001 1241 

12411005 

2 26AUG2020 Oral temperature (°C)   39 38.1 37.3 37.2     28AUG2020 2 

  C4591001 1241 

12411097 

1 13AUG2020 Fatigue N N N N Mild Sev Mod 20AUG2020 4 

        Headache N N N N Mod Sev Sev 20AUG2020 4 

  C4591001 1241 

12411158 

2 08SEP2020 Chills N Sev Sev N N N N 10SEP2020 2 

  C4591001 1241 

12411207 

2 09SEP2020 Headache N Sev Mod N N N N 11SEP2020 2 

        New or worsened 

joint pain 

N Sev N N N N N 10SEP2020 1 

  C4591001 1241 

12411262 

2 14SEP2020 New or worsened 

joint pain 

N Mild Mild N Sev Mild   26SEP2020 12 

  C4591001 1246 

12461002 

2 15OCT2020 Fatigue N Sev N N N N N 16OCT2020 1 

        Headache N Sev N N N N N 16OCT2020 1 

        Chills N Sev N N N N N 16OCT2020 1 

        New or worsened 

muscle pain 

N Sev N N N N N 16OCT2020 1 

        New or worsened 

joint pain 

N Sev N N N N N 16OCT2020 1 

  C4591001 1246 

12461025 

1 28SEP2020 Fatigue N Sev Mild Mod Mild N Mod 
  

        Headache N Sev Mod Mod Mild N Mod 
  

        Chills N Sev N N N N N 29SEP2020 1 

        New or worsened 

muscle pain 

N Sev N N N N N 29SEP2020 1 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

        New or worsened 

joint pain 

N Sev N N N N N 29SEP2020 1 

  C4591001 1246 

12461038 

2 20OCT2020 Diarrhea N Sev Mild     N N 22OCT2020 2 

  C4591001 1246 

12461050 

2 22OCT2020 Fatigue Mod N Sev N N Mod   
  

  C4591001 1246 

12461052 

2 22OCT2020 Headache N Sev Mod N N N   24OCT2020 2 

  C4591001 1246 

12461055† 

1 02OCT2020 Oral temperature (°C) 39.8 36.3 36 36 36.2 37.2 37 02OCT2020 1 

  C4591001 1246 

12461068 

2 23OCT2020 Oral temperature (°C) 36.6 39.2 36.6 36.3 36.2 36.2 36.2 24OCT2020 1 

  C4591001 1246 

12461090 

1 06OCT2020 Fatigue Mild Mod Sev N N N N 08OCT2020 3 

  C4591001 1247 

12471010 

1 23SEP2020 Headache Mild Mild Mod N Mod Mild Sev 29SEP2020 7 

  C4591001 1247 

12471016 

2 14OCT2020 Fatigue N Sev   N N     15OCT2020 1 

  C4591001 1247 

12471033 

2 15OCT2020 New or worsened 

muscle pain 

N     Sev Sev N N 19OCT2020 2 

  C4591001 1247 

12471054 

1 29SEP2020 Fatigue Mod Mod Sev Mod Mod Mod N 04OCT2020 6 

  C4591001 1247 

12471099 

2 20OCT2020 Fatigue Mild Sev N N Mild N N 24OCT2020 5 

  C4591001 1247 

12471100 

1 29SEP2020 Oral temperature (°C) 40.6 32.2 32.2 33.3     32.2 29SEP2020 1 

  C4591001 1247 

12471120 

2 21OCT2020 Chills N Sev N N N N N 22OCT2020 1 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

  C4591001 1247 

12471121 

1 30SEP2020 Oral temperature (°C) 39.2 39.8 39.1 39.2 39 38.8 38.9 06OCT2020 7 

        Fatigue Mod Mod Mod Sev Mod Mod Mod 06OCT2020 7 

        Headache Mod Sev Mod Mod Mod Mild Mod 06OCT2020 7 

    2 21OCT2020 Oral temperature (°C) 38.9 40 39.6 39.3 38.2 38.9 38.8 
  

        Fatigue Mod Mod Mod Mod Mod Mod Sev 
  

  C4591001 1247 

12471145 

2 22OCT2020 Headache   Mild N   Sev N N 26OCT2020 4 

  C4591001 1247 

12471172 

2 26OCT2020 Fatigue Mild Sev Mild N Mild N N 30OCT2020 5 

        Chills N Sev N N N N N 27OCT2020 1 

  C4591001 1265 

12651006 

2 14SEP2020 Fatigue N Sev N   Mild Mild N 19SEP2020 5 

>55 C4591001 1001 

10011084 

2 18AUG2020 New or worsened 

muscle pain 

N Sev N N N N N 19AUG2020 1 

  C4591001 1001 

10011093 

2 19AUG2020 Fatigue N Sev N N N N N 20AUG2020 1 

  C4591001 1001 

10011142 

2 25AUG2020 Diarrhea N Sev Mild Mod N Mild Mild 03SEP2020 9 

  C4591001 1005 

10051060 

2 02SEP2020 Fatigue N Sev N N N N N 03SEP2020 1 

  C4591001 1005 

10051063 

2 01SEP2020 Chills N N Sev N N N N 03SEP2020 1 

  C4591001 1006 

10061035 

1 14AUG2020 Headache N Sev N Mild N N N 17AUG2020 3 

  C4591001 1007 

10071114 

1 03AUG2020 Fatigue Mod Mild Sev Sev Mod Mod Mod 22AUG2020 20 

        Chills N N Sev N Mild N N 07AUG2020 3 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

  C4591001 1007 

10071120 

2 26AUG2020 Fatigue Mod Sev Mod Mild N N N 29AUG2020 4 

  C4591001 1007 

10071127 

1 05AUG2020 Headache N Mild N N N N Sev 12AUG2020 7 

  C4591001 1009 

10091019 

2 31AUG2020 Fatigue N Sev N N N N N 01SEP2020 1 

  C4591001 1011 

10111014 

2 03SEP2020 Fatigue N Sev N N N     04SEP2020 1 

  C4591001 1011 

10111037 

2 02SEP2020 Fatigue N Sev Mild N N N N 04SEP2020 2 

  C4591001 1013 

10131184 

2 03SEP2020 Fatigue Mod Sev Mild N N N N 05SEP2020 3 

  C4591001 1015 

10151019 

2 02SEP2020 New or worsened 

muscle pain 

  Mod Sev N N N   04SEP2020 2 

  C4591001 1016 

10161035 

2 24AUG2020 Headache N   Sev N Mild Mild N 29AUG2020 4 

  C4591001 1021 

10211004 

2 02SEP2020 Fatigue   Sev N N N N N 03SEP2020 1 

  C4591001 1021 

10211020 

1 12AUG2020 New or worsened 

muscle pain 

N N N Mod Mod Sev N 17AUG2020 3 

        New or worsened 

joint pain 

N N N N N Sev N 17AUG2020 1 

  C4591001 1022 

10221006 

2 04SEP2020 Chills   Sev N N N N N 05SEP2020 1 

  C4591001 1046 

10461038 

2 05SEP2020 Fatigue N Mod Mod Mild Sev Mod Mild 11SEP2020 6 

  C4591001 1055 

10551017 

1 10AUG2020 Fatigue Mild Sev Mild   N N N 12AUG2020 3 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

  C4591001 1073 

10731052 

2 31AUG2020 Vomiting N N N N N N Sev 06SEP2020 1 

  C4591001 1073 

10731072 

2 03SEP2020 Chills N Sev N N N N N 04SEP2020 1 

  C4591001 1073 

10731078 

1 12AUG2020 Diarrhea N Sev Mild N N N N 14AUG2020 2 

    2 03SEP2020 Fatigue Mod Sev Mod N N N N 05SEP2020 3 

  C4591001 1079 

10791065 

2 26AUG2020 Fatigue   Sev N N   N N 27AUG2020 1 

        New or worsened 

muscle pain 

  Sev N N   N N 27AUG2020 1 

  C4591001 1079 

10791084 

2 26AUG2020 Fatigue   Sev         N 27AUG2020 1 

        Chills   Sev         N 27AUG2020 1 

  C4591001 1079 

10791111 

2 04SEP2020 Headache   N Sev Mod Mod Mod Mod 10SEP2020 5 

  C4591001 1080 

10801006 

1 10AUG2020 New or worsened 

muscle pain 

N N N N Sev Mod Mod 31AUG2020 18 

  C4591001 1080 

10801008 

2 31AUG2020 Headache Mild Sev Mod Mild N N N 03SEP2020 3 

  C4591001 1084 

10841022 

2 24AUG2020 Chills N Sev N N N N N 25AUG2020 1 

  C4591001 1084 

10841080 

2 28AUG2020 Fatigue N Sev N N N N N 29AUG2020 1 

        New or worsened 

muscle pain 

N Sev N N N N N 29AUG2020 1 

  C4591001 1084 

10841167 

2 04SEP2020 Fatigue N Sev N N N N N 05SEP2020 1 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

  C4591001 1084 

10841183 

2 04SEP2020 New or worsened 

muscle pain 

N Sev Mod Mod N N N 07SEP2020 3 

  C4591001 1085 

10851074 

2 27AUG2020 Fatigue N Sev Mild N N N N 29AUG2020 2 

  C4591001 1087 

10871001 

2 25AUG2020 New or worsened 

joint pain 

N Mod N Sev N N N 28AUG2020 3 

  C4591001 1087 

10871024 

1 07AUG2020 New or worsened 

joint pain 

N N N N N N Sev 13AUG2020 1 

  C4591001 1087 

10871039 

2 31AUG2020 Fatigue N Sev Mod N N N N 02SEP2020 2 

  C4591001 1087 

10871044 

2 31AUG2020 Oral temperature (°C) 36.4 39.4 37.4 36.8   36.7 37.1 01SEP2020 1 

  C4591001 1088 

10881032 

1 14AUG2020 New or worsened 

muscle pain 

N N N N Sev N N 18AUG2020 1 

  C4591001 1089 

10891046 

2 27AUG2020 Fatigue N Sev N N N N N 28AUG2020 1 

  C4591001 1090 

10901117 

2 31AUG2020 Fatigue Mod Sev Mild Mild Mild Mild N 05SEP2020 6 

  C4591001 1090 

10901124 

2 31AUG2020 Chills N Sev N N N N N 01SEP2020 1 

  C4591001 1090 

10901127 

2 31AUG2020 Fatigue Mod Sev Mod Mild Mild Mild Mild 
  

  C4591001 1090 

10901171 

1 13AUG2020 Diarrhea   Mild Sev Sev Sev   N 17AUG2020 4 

  C4591001 1091 

10911059 

2 27AUG2020 New or worsened 

muscle pain 

N N N Sev N N   30AUG2020 1 

  C4591001 1096 

10961002 

2 04SEP2020 Diarrhea   N N Sev Mild   N 08SEP2020 2 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

  C4591001 1107 

11071043 

1 05AUG2020 Fatigue N N N N N Sev Mild 11AUG2020 2 

        New or worsened 

joint pain 

N N N N N Sev N 10AUG2020 1 

  C4591001 1107 

11071044 

2 26AUG2020 Oral temperature (°C) 37.3 39.9 37.3 37.2 37.2 37.2 37.1 27AUG2020 1 

        Fatigue N Sev Mild Mod Mod N N 30AUG2020 4 

        Chills N Sev N N Mild N N 30AUG2020 4 

  C4591001 1107 

11071048 

2 26AUG2020 Fatigue N Sev Mild N N N N 28AUG2020 2 

  C4591001 1107 

11071050 

2 26AUG2020 Headache N Sev Mod Mild N N N 29AUG2020 3 

  C4591001 1109 

11091008 

2 18AUG2020 Chills N Sev Mild N N N N 20AUG2020 2 

  C4591001 1109 

11091038 

2 18AUG2020 Headache N Sev Sev Mod Mild N N 22AUG2020 4 

  C4591001 1109 

11091093 

2 24AUG2020 Fatigue N Sev Mild   N N   26AUG2020 2 

        Chills N Sev N   N N   25AUG2020 1 

  C4591001 1109 

11091166 

2 24AUG2020 Diarrhea Mild   N Sev N N N 27AUG2020 4 

  C4591001 1109 

11091198 

2 31AUG2020 Oral temperature (°C) 38.9 37.3 37.2 37.2 37.1 37.4 37.2 31AUG2020 1 

  C4591001 1110 

11101056 

2 28AUG2020 Fatigue N Sev N N N   N 29AUG2020 1 

  C4591001 1111 

11111041 

2 27AUG2020 New or worsened 

joint pain 

N N N N Sev N N 31AUG2020 1 

  C4591001 1111 

11111073 

2 31AUG2020 Fatigue N Sev N N N N N 01SEP2020 1 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

  C4591001 1111 

11111110 

2 04SEP2020 Headache N Sev N N N N N 05SEP2020 1 

  C4591001 1112 

11121129 

2 08SEP2020 Fatigue N Sev Mod Mild Mild Mild Mild 15SEP2020 7 

  C4591001 1112 

11121145 

2 08SEP2020 Fatigue N Sev Mod Mild N N N 11SEP2020 3 

        Chills N Sev N N N N N 09SEP2020 1 

  C4591001 1118 

11181020 

2 04SEP2020 New or worsened 

joint pain 

N Sev Mod   N   N 06SEP2020 2 

  C4591001 1120 

11201018 

1 31JUL2020 Fatigue N N N N Sev N N 04AUG2020 1 

  C4591001 1120 

11201020 

2 26AUG2020 Fatigue N Sev N N N N N 27AUG2020 1 

  C4591001 1120 

11201059 

2 26AUG2020 New or worsened 

muscle pain 

N N N N Sev N N 30AUG2020 1 

  C4591001 1120 

11201073 

1 05AUG2020 Oral temperature (°C) 37.4 38 38.5 37.9 37.9 39.1 38.1 13AUG2020 8 

  C4591001 1120 

11201127 

1 11AUG2020 Diarrhea N Mod Sev         
  

  C4591001 1120 

11201160 

2 02SEP2020 New or worsened 

muscle pain 

  Sev N N N N N 03SEP2020 1 

  C4591001 1120 

11201214 

2 08SEP2020 Headache Mod Mild Mod Mod Sev N N 12SEP2020 5 

  C4591001 1120 

11201276 

2 01OCT2020 New or worsened 

muscle pain 

  Sev N N N N   02OCT2020 1 

  C4591001 1123 

11231012 

2 19AUG2020 New or worsened 

muscle pain 

  Sev N N N N N 20AUG2020 1 

  C4591001 1124 

11241031 

2 03SEP2020 New or worsened 

muscle pain 

N Sev N N N N N 04SEP2020 1 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

  C4591001 1124 

11241033 

2 01SEP2020 Fatigue   Sev Mod N N Mild Mild 10SEP2020 9 

        Chills   Sev N N N N N 02SEP2020 1 

        New or worsened 

muscle pain 

  Sev N N N N N 02SEP2020 1 

        New or worsened 

joint pain 

  Sev N N N N N 02SEP2020 1 

  C4591001 1125 

11251001 

2 01SEP2020 Diarrhea N N N Mod Sev N N 05SEP2020 2 

  C4591001 1129 

11291038 

2 24AUG2020 Oral temperature (°C) 36.7 38.9 36.9 36.4 36.4 36.3 36.4 25AUG2020 1 

  C4591001 1129 

11291099 

2 31AUG2020 Fatigue N Mod Sev N N N N 02SEP2020 2 

  C4591001 1134 

11341016 

2 31AUG2020 Fatigue Mild Sev Mild Mild Mild Mod Mild 08SEP2020 9 

  C4591001 1135 

11351028 

2 27AUG2020 Headache N Sev N N N N N 28AUG2020 1 

  C4591001 1135 

11351046 

2 27AUG2020 Fatigue Mild Sev N Mild N N N 30AUG2020 4 

  C4591001 1135 

11351074 

2 28AUG2020 Fatigue   Sev N N N   N 29AUG2020 1 

        Headache   Sev N N N   N 29AUG2020 1 

        New or worsened 

muscle pain 

  Sev N N N   N 29AUG2020 1 

  C4591001 1135 

11351079 

2 27AUG2020 Fatigue N Sev N N N N N 28AUG2020 1 

        Chills N Sev N N N N N 28AUG2020 1 

        New or worsened 

muscle pain 

N Sev N N N N N 28AUG2020 1 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

        New or worsened 

joint pain 

N Sev N N N N N 28AUG2020 1 

  C4591001 1135 

11351087 

1 08AUG2020 Headache Sev N N N N N   08AUG2020 1 

  C4591001 1135 

11351116 

2 01SEP2020 Chills N Sev N N N N   02SEP2020 1 

  C4591001 1139 

11391057 

1 06AUG2020 Fatigue Mild Sev Mild N N N N 08AUG2020 3 

  C4591001 1139 

11391088 

2 02SEP2020 Fatigue Mild Sev N N N   N 03SEP2020 2 

  C4591001 1141 

11411028 

2 26AUG2020 New or worsened 

muscle pain 

N Mod Sev Mod Mod N N 30AUG2020 4 

  C4591001 1142 

11421012 

2 18AUG2020 Fatigue N Sev N N N N N 19AUG2020 1 

        Headache N Sev Mod N N N N 20AUG2020 2 

  C4591001 1145 

11451009 

2 02SEP2020 Fatigue Mod Sev Mild N N N N 04SEP2020 3 

        New or worsened 

muscle pain 

Mild Sev N N N N N 03SEP2020 2 

  C4591001 1147 

11471009 

2 24AUG2020 Fatigue N Mild   Mod Sev Mod Mild 
  

  C4591001 1147 

11471020 

2 25AUG2020 Fatigue N Sev N N N N N 26AUG2020 1 

  C4591001 1147 

11471082 

2 01SEP2020 Diarrhea   Mild Mod Mild Mod Sev Mod 27SEP2020 26 

  C4591001 1147 

11471084 

2 31AUG2020 Fatigue N Sev N N N N Mod 07SEP2020 7 

  C4591001 1147 

11471116 

2 01SEP2020 Oral temperature (°C) 36.9 38.9 37.7 37.1 37.6 37.2 37 02SEP2020 1 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

        Chills N Sev Mild N N N N 03SEP2020 2 

  C4591001 1147 

11471124 

2 04SEP2020 Fatigue N Mod Mod Mod Sev Mod N 09SEP2020 5 

  C4591001 1163 

11631131 

2 08SEP2020 New or worsened 

joint pain 

  Mild Sev N N N N 10SEP2020 2 

  C4591001 1224 

12241003 

1 12AUG2020 Diarrhea N N N Sev N N N 15AUG2020 1 

  C4591001 1226 

12261033 

2 25AUG2020 Fatigue   Sev N N N N   26AUG2020 1 

        Chills   Sev N N N N   26AUG2020 1 

  C4591001 1226 

12261099 

2 01SEP2020 Oral temperature (°C) 36.3 39.1 36.8   36.8 36.6 36.7 02SEP2020 1 

        Fatigue N Sev N   N N N 02SEP2020 1 

        Headache N Sev Mild   N N N 03SEP2020 2 

  C4591001 1229 

12291023 

1 25SEP2020 Oral temperature (°C) 33.2 36.2 33.1 39.6 35.8     28SEP2020 1 

  C4591001 1229 

12291056 

1 30SEP2020 Oral temperature (°C) 32.8 36.1 36.2 40.7 35.9 35.4 36.2 03OCT2020 1 

  C4591001 1229 

12291067 

2 21OCT2020 Fatigue           Sev N 26OCT2020 1 

        Diarrhea           Sev N 26OCT2020 1 

  C4591001 1229 

12291084 

2 23OCT2020 Fatigue Sev             
  

        New or worsened 

muscle pain 

Sev             
  

  C4591001 1229 

12291123 

1 06OCT2020 Oral temperature (°C) 38.2 39.3 37.2 36.8 37.5   36.9 07OCT2020 2 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

  C4591001 1230 

12301096 

1 01OCT2020 New or worsened 

muscle pain 

N N N N N Sev N 06OCT2020 1 

  C4591001 1231 

12311007 

2 26AUG2020 Fatigue N Sev N N N N N 27AUG2020 1 

        Chills N Sev N N N N N 27AUG2020 1 

  C4591001 1231 

12311038 

1 11AUG2020 Headache N Sev N Mild Mild N N 15AUG2020 4 

  C4591001 1231 

12311146 

2 03SEP2020 Fatigue N Sev N N N N N 04SEP2020 1 

        Chills N Sev N N N N N 04SEP2020 1 

  C4591001 1231 

12311150 

2 01SEP2020 Fatigue N Sev Mod N N N N 03SEP2020 2 

        Headache N Sev Mod Mild N N N 04SEP2020 3 

        New or worsened 

joint pain 

N Sev Mod N N N N 03SEP2020 2 

  C4591001 1231 

12311292 

2 03SEP2020 Fatigue N Mod Mild Mod Mild N Sev 12SEP2020 9 

        New or worsened 

joint pain 

N N N N N N Sev 12SEP2020 4 

  C4591001 1231 

12311329 

2 04SEP2020 Headache N Mod N Sev Sev Sev Mod 
  

  C4591001 1231 

12311390 

1 15AUG2020 Headache Mild Sev Mild N N Mild Mild 22AUG2020 8 

  

Abbreviations: Dur = duration; Mod = moderate; N = none; Sev = severe. 

Note: † = HIV-positive subject. 

a.     Relative Day (Rel Day) = date of event - date of last vaccination + 1. 

b.     Stop date is the date the event was last reported. 

c.     Duration (days) was calculated as the difference from the start of the first reported event to resolution of the last reported event, inclusive. If the event 

continued beyond Day 7, the calculation includes all days from the last electronic diary (e-diary) day until the date of resolution collected on the case 

report form. If the event is ongoing at the time of the subsequent vaccination, the end date/day for the event is the date/day that the next vaccine was 
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16.2.7.3.4 Listing of Severe and Grade 4 Systemic Events – Reactogenicity Subset for Phase 2/3 Analysis 

  Rel Daya   

Age Group 

(Years) Subject 

Dose 

No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb 

Dur 

(Days)c 
  

administered, which was used for the duration calculation. 

PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:54) Source Data: adfacevd Table Generation: 18NOV2020 (02:59)  

(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: ./nda2_unblinded/C4591001_IA_P3_2MPD2/adce_l004_sevse_p3  
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16.2.7.3.6 Listing of Severe and Grade 4 Systemic Events – Subjects Enrolled in Multiple Sites 

  Rel Daya   

Age Group (Years) Subject Dose No. Dose Date Systemic Event 1 2 3 4 5 6 7 Stop Dateb Dur (Days)c 
  

No subject meets the reporting 

criteria. 

                          

  

a.     Relative Day (Rel Day) = date of event - date of last vaccination + 1. 

b.     Stop date is the date the event was last reported. 

c.     Duration (days) was calculated as the difference from the start of the first reported event to resolution of the last reported event, inclusive. If the event 

continued beyond Day 7, the calculation includes all days from the last electronic diary (e-diary) day until the date of resolution collected on the case 

report form. If the event is ongoing at the time of the subsequent vaccination, the end date/day for the event is the date/day that the next vaccine was 

administered, which was used for the duration calculation. 

PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:54) Source Data: adfacevd Table Generation: 17NOV2020 (22:37)  

(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: ./nda2 unblinded/C4591001 IA P3 2MPD2/adce l004 sevse menrol p3  
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16.2.7.4.1 Listing of Adverse Events – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate/  

Age Group 

(Years)/ 

Vaccine 

Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

BNT162b1/ 

18-55/ 

10 μg/ 

C4591001 1001 

10011004 

GENRL Malaise/ 

malaise 

1 05MAY2020 2/1 1 No O: related to her 

poor sleep due to 

her husband's 

snoring 

NA R  

(05MAY2020) 

N/N 

BNT162b1/ 

18-55/ 

10 μg/ 

C4591001 1001 

10011006 

GENRL Injection site pain/ 

soreness at 

injection site 

1 07MAY2020 2/7 1 Yes   NA R  

(13MAY2020) 

N/N 

  SKIN Dermatitis/ 

dermatitis 

1 09MAY2020 4/3 1 No O: cat scratches NA R  

(11MAY2020) 

N/N 

  SKIN Hand dermatitis/ 

dermatitis right 

hand 

1 16MAY2020 11/20 1 No O: probable contact 

dermatitis 

NA R  

(04JUN2020) 

N/N 

    Papule/ 

micropapules on 

skin of wrist 

1 16MAY2020 11/20 1 No O: probable contact 

dermatitis 

NA R  

(04JUN2020) 

N/N 
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16.2.7.4.1 Listing of Adverse Events – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate/  

Age Group 

(Years)/ 

Vaccine 

Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

  SKIN Dermatitis/ 

bilateral arm 

dermatitis 

2 01JUN2020 6/4 1 No O: contact 

dermatitis 

NA R  

(04JUN2020) 

N/N 

BNT162b1/ 

18-55/ 

10 μg/ 

C4591001 1001 

10011007 

GASTR Diarrhoea/ 

diarrhea 

1 19MAY2020 14/1 1 No O: food NA R  

(19MAY2020) 

N/N 

  RESP Nasal congestion/ 

Nasal congestion 

1 20MAY2020 15/1 1 No O: secondary to 

environmental 

factor 

NA R  

(20MAY2020) 

N/N 

BNT162b1/ 

18-55/ 

10 μg/ 

C4591001 1001 

10011008 

IMMUN Seasonal allergy/ 

Worsening 

Seasonal allergies 

2 31MAY2020 5/6 1 No O: Hx of 

occasional seasonal 

allergies in past. 

New onset of mild 

symptoms 

NA R  

(05JUN2020) 

N/N 

  GASTR Abdominal pain 

lower/ 

LLQ abdominal 

pain 

2 06JUN2020 11/8 1 No O: musculoskeletal 

or flatulence 

NA R  

(13JUN2020) 

N/N 
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16.2.7.4.1 Listing of Adverse Events – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate/  

Age Group 

(Years)/ 

Vaccine 

Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

BNT162b1/ 

18-55/ 

10 μg/ 

C4591001 1001 

10011009 

CARD Tachycardia/ 

mild tachycardia 

1 07MAY2020 2/2 1 Yes   NA R  

(08MAY2020) 

N/N 

BNT162b1/ 

18-55/ 

10 μg/ 

C4591001 1002 

10021011 

RESP Cough/ 

Cough 

1 08MAY2020 3/3 1 Yes   NA R  

(10MAY2020) 

N/N 

  RESP Dyspnoea/ 

Shortness of 

Breath 

2 15JUN2020 21/13 1 No O: Reactive airway 

disease 

NA R  

(27JUN2020) 

N/N 

    Throat irritation/ 

Throat Irritation 

2 15JUN2020 21/13 1 No O: Seasonal 

Allergies 

NA R  

(27JUN2020) 

N/N 

BNT162b1/ 

18-55/ 

20 μg/ 

C4591001 1001 

10011068 

GASTR Nausea/ 

Nausea 

1 30JUN2020 2/1 1 Yes   NA/TC R  

(30JUN2020) 

N/N 
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16.2.7.4.1 Listing of Adverse Events – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate/  

Age Group 

(Years)/ 

Vaccine 

Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

  NERV Paraesthesia/ 

Left lower 

extremity tingling 

1 02JUL2020 4/3 1 No O: musculoskeletal 

strain due to back 

exercises 

NA R  

(04JUL2020) 

N/N 

  NERV Neuropathy 

peripheral/ 

Bilateral lower 

extremity 

neuropathy 

2 20JUL2020 1/18 1 No O: musculoskeletal 

strain due to back 

exercises 

NA R  

(06AUG2020) 

N/N 

  EYE Retinal tear/ 

retinal eye tear 

2 29JUL2020 10/2 2 No O: discovered 

during a routine 

eye exam 

NA R  

(30JUL2020) 

N/N 

  NERV Neuropathy 

peripheral/ 

neuropathy in right 

arm 

2 30JUL2020 11/8 1 No O: musculoskeletal 

strain due to back 

exercises 

NA R  

(06AUG2020) 

N/N 

BNT162b1/ 

18-55/ 

20 μg/ 

C4591001 1001 

10011071 

NERV Disturbance in 

attention/ 

difficulty 

concentrating post 

vaccination 

1 01JUL2020 1/2 1 Yes   NA R  

(02JUL2020) 

N/N 
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16.2.7.4.1 Listing of Adverse Events – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate/  

Age Group 

(Years)/ 

Vaccine 

Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

    Paraesthesia/ 

Tingling LE BIL 

1 01JUL2020 1/1 1 Yes   NA R  

(01JUL2020) 

N/Y 

  NERV Dizziness/ 

lightheadedness 

1 09JUL2020 9/1 1 No O: phlebotomy 

procedure 

NA R  

(09JUL2020) 

N/N 

BNT162b1/ 

18-55/ 

20 μg/ 

C4591001 1001 

10011076 

PSYCH Sleep disorder/ 

sleep disturbance 

post vaccination 

1 01JUL2020 1/2 1 No O: injection site 

pain 

NA R  

(02JUL2020) 

N/N 

  GENRL Injection site pain/ 

injection site 

tenderness 

1 02JUL2020 2/3 1 Yes   NA R  

(04JUL2020) 

N/N 

  SKIN Rash/ 

Upper Extremity 

Rash 

1 05JUL2020 5/11 1 No O: sun exposure NA R  

(15JUL2020) 

N/N 

  NERV Headache/ 

headache 

2 22JUL2020 2/2 1 Yes   NA R  

(23JUL2020) 

N/N 
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16.2.7.4.1 Listing of Adverse Events – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate/  

Age Group 

(Years)/ 

Vaccine 

Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

  GASTR Abdominal 

discomfort/ 

upset stomach 

2 25JUL2020 5/3 1 No O: food related NA/TC R  

(27JUL2020) 

N/N 

    Diarrhoea/ 

Loose stools 

2 25JUL2020 5/2 1 Yes   NA/TC R  

(26JUL2020) 

N/N 

BNT162b1/ 

18-55/ 

20 μg/ 

C4591001 1002 

10021080 

INJ&P Muscle strain/ 

Muscle Strain 

middle back 

1 04JUL2020 4/11 1 No O: Muscle strain 

post exercise 

NA R  

(14JUL2020) 

N/N 

  NERV Paraesthesia/ 

Tingling in both 

hands 

2 21JUL2020 1/1 1 Yes   NA R  

(21JUL2020) 

N/N 

BNT162b1/ 

18-55/ 

20 μg/ 

C4591001 1002 

10021082 

INJ&P Muscle strain/ 

Neck Strain 

2 24JUL2020 4/3 1 No O: Incorrect sleep 

positioning 

NA/TC R  

(26JUL2020) 

N/N 
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16.2.7.4.1 Listing of Adverse Events – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate/  

Age Group 

(Years)/ 

Vaccine 

Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

BNT162b1/ 

18-55/ 

30 μg/ 

C4591001 1001 

10011011 

GENRL Injection site pain/ 

tenderness at left 

arm injection site 

1 11MAY2020 1/3 1 Yes   NA R  

(13MAY2020) 

N/N 

  GENRL Pyrexia/ 

fever 

1 17MAY2020 7/2 1 Yes   NA R  

(18MAY2020) 

N/N 

BNT162b1/ 

18-55/ 

30 μg/ 

C4591001 1001 

10011012 

NERV Presyncope/ 

Vaso-vagal 

reaction with 

phlebotomy* 

 
13MAY2020 1/1 2 No O: related to blood 

collection 

NA R  

(13MAY2020) 

N/N 

  CARD Tachycardia/ 

tachycardia 

1 14MAY2020 2/6 1 Yes   NA R  

(19MAY2020) 

N/N 

BNT162b1/ 

18-55/ 

30 μg/ 

C4591001 1001 

10011015 

CARD Tachycardia/ 

tachycardia 

1 12MAY2020 2/7 1 Yes   NA R  

(18MAY2020) 

N/N 
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16.2.7.4.1 Listing of Adverse Events – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate/  

Age Group 

(Years)/ 

Vaccine 

Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

  GENRL Fatigue/ 

Fatigue 

1 12MAY2020 2/1 1 Yes   NA R  

(12MAY2020) 

N/N 

    Injection site 

swelling/ 

injection site 

swelling at 

injection site 

1 12MAY2020 2/2 1 Yes   NA R  

(13MAY2020) 

N/N 

  METAB Decreased 

appetite/ 

anorexia 

2 01JUN2020 1/15 1 Yes   NA R  

(15JUN2020) 

N/N 

  GASTR Diarrhoea/ 

diarrhea 

2 02JUN2020 2/2 1 Yes   NA R  

(03JUN2020) 

N/N 

  GENRL Chills/ 

Chills 

2 02JUN2020 2/2 2 Yes   NA R  

(03JUN2020) 

N/N 

    Fatigue/ 

fatigue 

2 02JUN2020 2/2 1 Yes   NA R  

(03JUN2020) 

N/N 

    Pyrexia/ 

Fever (102.4F) 

2 02JUN2020 2/2 3 Yes   NA/TC R  

(03JUN2020) 

N/N 
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16.2.7.4.1 Listing of Adverse Events – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate/  

Age Group 

(Years)/ 

Vaccine 

Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

  NERV Headache/ 

Headache 

2 02JUN2020 2/4 2 Yes   NA/TC R  

(05JUN2020) 

N/N 

BNT162b1/ 

18-55/ 

30 μg/ 

C4591001 1001 

10011017 

PSYCH Insomnia/ 

insomnia 

1 13MAY2020 1/2 2 Yes   NA R  

(14MAY2020) 

N/N 

  MUSC Arthralgia/ 

Joint pain 

1 14MAY2020 2/2 1 Yes   NA R  

(15MAY2020) 

N/N 

    Myalgia/ 

muscle soreness 

1 14MAY2020 2/2 1 Yes   NA R  

(15MAY2020) 

N/N 

BNT162b1/ 

18-55/ 

30 μg/ 

C4591001 1001 

10011019 

GASTR Nausea/ 

nausea 

1 14MAY2020 2/1 1 Yes   NA R  

(14MAY2020) 

N/N 

  PSYCH Sleep disorder/ 

sleep disturbance 

2 04JUN2020 2/1 1 Yes   NA R  

(04JUN2020) 

N/N 
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16.2.7.4.1 Listing of Adverse Events – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate/  

Age Group 

(Years)/ 

Vaccine 

Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

BNT162b1/ 

18-55/ 

30 μg/ 

C4591001 1001 

10011024 

MUSC Back pain/ 

back pain 

1 13MAY2020 1/2 2 Yes   NA R  

(14MAY2020) 

N/N 

    Musculoskeletal 

pain/ 

shoulder pain 

1 13MAY2020 1/2 2 Yes   NA R  

(14MAY2020) 

N/N 

Placebo/ 

18-55/ 

Placebo/ 

C4591001 1001 

10011005 

INJ&P Contusion/ 

deltoid bruise 

2 26MAY2020 1/3 1 Yes   NA R  

(28MAY2020) 

N/N 

Placebo/ 

18-55/ 

Placebo/ 

C4591001 1001 

10011069 

SKIN Rash/ 

Rash 

1 18JUL2020 18/4 1 No O: sun exposure NA R  

(21JUL2020) 

N/N 

BNT162b1/ 

65-85/ 

10 μg/ 

EYE Eye paraesthesia/ 

intermittent 

1 11JUN2020 1/2 1 Yes   NA/TC R  

(12JUN2020) 

N/Y 
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16.2.7.4.1 Listing of Adverse Events – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate/  

Age Group 

(Years)/ 

Vaccine 

Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

C4591001 1001 

10011037 

paraesthesia in 

both eyes 

  NERV Headache/ 

intermittent 

headache 

2 01JUL2020 2/C 1 No O: allergic rhinitis NA N N/N 

BNT162b1/ 

65-85/ 

10 μg/ 

C4591001 1001 

10011039 

MUSC Muscle spasms/ 

worsening leg 

cramps 

1 14JUN2020 6/2 2 No O: likely related to 

gardening 

NA R  

(15JUN2020) 

N/N 

  GENRL Fatigue/ 

fatigue 

2 29JUN2020 1/3 1 Yes   NA R  

(01JUL2020) 

N/N 

  GASTR Aphthous ulcer/ 

aphthous ulcer 

2 04JUL2020 6/4 1 Yes   NA R  

(07JUL2020) 

N/N 

  MUSC Back pain/ 

Low back pain 

2 07AUG2020 40/C 2 No CND NA N N/N 

BNT162b1/ 

65-85/ 

10 μg/ 

RESP Oropharyngeal 

pain/ 

sore throat 

2 01AUG2020 31/C 1 No O: N/A NA N N/N 
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16.2.7.4.1 Listing of Adverse Events – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate/  

Age Group 

(Years)/ 

Vaccine 

Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

C4591001 1001 

10011040 

BNT162b1/ 

65-85/ 

10 μg/ 

C4591001 1001 

10011045 

SKIN Ecchymosis/ 

echymosis to left 

deltoid 

2 16JUL2020 15/9 1 No O: injection 

procedure 

NA R  

(24JUL2020) 

N/N 

BNT162b1/ 

65-85/ 

10 μg/ 

C4591001 1002 

10021043 

INJ&P Skin laceration/ 

Laceration Right 

Thumb 

1 10JUN2020 2/13 2 No O: Metal edge of 

lounge chair 

NA R  

(22JUN2020) 

N/N 

  SURG Suture insertion/ 

Right Thumb 

Suture Insertion 

1 10JUN2020 2/13 2 No O: Deep Laceration NA R  

(22JUN2020) 

N/N 

BNT162b1/ 

65-85/ 

10 μg/ 

C4591001 1002 

10021044 

SKIN Hyperhidrosis/ 

Sweating 

1 10JUN2020 2/1 1 Yes   NA R  

(10JUN2020) 

N/N 

09
01

77
e1

94
d7

85
57

\F
in

al
\F

in
al

 O
n:

 0
7-

S
ep

-2
02

0 
03

:5
2 

(G
M

T
)

 

Page 506

FDA-CBER-2021-5683-0126532



16.2.7.4.1 Listing of Adverse Events – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate/  

Age Group 

(Years)/ 

Vaccine 

Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

  RESP Dyspnoea/ 

Shortness of 

Breath 

1 12JUN2020 4/1 1 No O: Likely related to 

exercise - moving 

boxes- 5 minutes 

NA R  

(12JUN2020) 

N/N 

BNT162b1/ 

65-85/ 

10 μg/ 

C4591001 1002 

10021052 

MUSC Back pain/ 

Lower back pain 

1 27JUN2020 17/3 1 No O: Muscle Strain 

from work 

NA/TC R  

(29JUN2020) 

N/N 

BNT162b1/ 

65-85/ 

20 μg/ 

C4591001 1001 

10011043 

NERV Dizziness/ 

Lightheadedness 

2 14JUL2020 7/1 1 No O: 

Lightheadedness 

resulted from extra 

blood draw. 

Symptoms resolved 

soon after. 

NA R  

(14JUL2020) 

N/N 

BNT162b1/ 

65-85/ 

20 μg/ 

C4591001 1001 

10011049 

GENRL Fatigue/ 

intermittent fatigue 

2 13JUL2020 8/C 1 Yes   NA RG N/N 

BNT162b1/ 

65-85/ 

20 μg/ 

BLOOD Anaemia/ 

Anemia 

1 08JUL2020 22/C 2 No O: Phlebotomy NA RG N/N 09
01
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16.2.7.4.1 Listing of Adverse Events – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate/  

Age Group 

(Years)/ 

Vaccine 

Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

C4591001 1001 

10011052 

BNT162b1/ 

65-85/ 

20 μg/ 

C4591001 1001 

10011055 

PSYCH Sleep disorder/ 

sleep disturbance 

1 18JUN2020 2/1 1 Yes   NA R  

(18JUN2020) 

N/N 

  METAB Decreased 

appetite/ 

Anorexia 

2 09JUL2020 2/4 1 Yes   NA R  

(12JUL2020) 

N/N 

BNT162b1/ 

65-85/ 

20 μg/ 

C4591001 1001 

10011059 

GENRL Injection site pain/ 

injection site 

tenderness 

1 18JUN2020 2/3 1 Yes   NA R  

(20JUN2020) 

N/N 

  INJ&P Fall/ 

Fall 

1 03JUL2020 17/1 1 No O: Slip on a bottom 

stair 

NA R  

(03JUL2020) 

N/N 

    Fibula fracture/ 

proximal non-

1 03JUL2020 17/5 2 No O: accidental 

trauma from 

slipping from stairs 

NA R  

(07JUL2020) 

N/N 
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16.2.7.4.1 Listing of Adverse Events – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate/  

Age Group 

(Years)/ 

Vaccine 

Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

displaced fracture 

of the right fibula 

BNT162b1/ 

65-85/ 

20 μg/ 

C4591001 1002 

10021060 

INFEC Herpes zoster/ 

Shingles 

1 16JUN2020 2/3 3 No O: Viral Illness NA/TC R  

(18JUN2020) 

N/N 

  GASTR Toothache/ 

Tooth Pain 

2 13JUL2020 7/2 1 No O: Dental Caries NA/TC R  

(14JUL2020) 

N/N 

  SURG Tooth extraction/ 

Tooth Extraction 

2 13JUL2020 7/1 1 No O: Dental Caries NA/TC R  

(13JUL2020) 

N/N 

BNT162b1/ 

65-85/ 

20 μg/ 

C4591001 1002 

10021071 

GASTR Nausea/ 

Nausea 

2 09JUL2020 2/1 2 Yes   NA R  

(09JUL2020) 

N/N 

BNT162b1/ 

65-85/ 

30 μg/ 

INJ&P Skin abrasion/ 

excoriation palms, 

BIL 

2 13JUL2020 5/25 1 No O: bike accident NA R  

(06AUG2020) 

N/N 
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16.2.7.4.1 Listing of Adverse Events – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate/  

Age Group 

(Years)/ 

Vaccine 

Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

C4591001 1001 

10011046 

    Skin abrasion/ 

excoriation right 

elbow 

2 13JUL2020 5/25 1 No O: bike accident NA R  

(06AUG2020) 

N/N 

  MUSC Pain in extremity/ 

right thigh pain 

2 13JUL2020 5/25 1 No O: bike accident NA R  

(06AUG2020) 

N/N 

  INJ&P Contusion/ 

right knee bruise 

2 16JUL2020 8/22 1 No O: bike accident NA/TCN R  

(06AUG2020) 

N/N 

    Fall/ 

fall 

2 16JUL2020 8/1 1 No O: Fell off his bike NA R  

(16JUL2020) 

N/N 

    Road traffic 

accident/ 

bike accident 

2 16JUL2020 8/1 1 No O: fell off bike NA R  

(16JUL2020) 

N/N 

  GENRL Oedema 

peripheral/ 

right thigh edema 

2 22JUL2020 14/16 1 No O: Bike Accident NA R  

(06AUG2020) 

N/N 

BNT162b1/ 

65-85/ 

GENRL Injection site 

bruising/ 

1 16JUN2020 1/15 1 Yes   NA R  

(30JUN2020) 

N/N 
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16.2.7.4.1 Listing of Adverse Events – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate/  

Age Group 

(Years)/ 

Vaccine 

Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

30 μg/ 

C4591001 1001 

10011048 

injection site 

bruising 

  SKIN Dermatitis contact/ 

contact dermatitis 

1 16JUN2020 1/4 1 No O: bandage use NA R  

(19JUN2020) 

N/N 

  GASTR Abdominal 

discomfort/ 

Abdominal 

Discomfort 

2 09JUL2020 2/2 1 Yes   NA R  

(10JUL2020) 

N/N 

  METAB Decreased 

appetite/ 

Anorexia 

2 09JUL2020 2/3 1 Yes   NA R  

(11JUL2020) 

N/N 

  PSYCH Irritability/ 

Irritability 

2 09JUL2020 2/3 1 Yes   NA R  

(11JUL2020) 

N/N 

BNT162b1/ 

65-85/ 

30 μg/ 

C4591001 1001 

10011058 

SKIN Ecchymosis/ 

ecchymosis left 

arm* 

 
16JUN2020 -2/4 1 No O: phlebotomy 

procedure 

NA R  

(19JUN2020) 

N/N 

09
01

77
e1

94
d7

85
57

\F
in

al
\F

in
al

 O
n:

 0
7-

S
ep

-2
02

0 
03

:5
2 

(G
M

T
)

 

Page 511

FDA-CBER-2021-5683-0126537



16.2.7.4.1 Listing of Adverse Events – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate/  

Age Group 

(Years)/ 

Vaccine 

Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

BNT162b1/ 

65-85/ 

30 μg/ 

C4591001 1001 

10011063 

MUSC Myalgia/ 

Left deltoid local 

site pain 

1 18JUN2020 1/3 1 Yes   NA R  

(20JUN2020) 

N/N 

  GENRL Fatigue/ 

Fatigue 

2 07JUL2020 1/2 3 Yes   NA/TC R  

(08JUL2020) 

N/N 

    Peripheral 

swelling/ 

Swelling on left 

arm 4x2cm 

2 07JUL2020 1/16 1 Yes   NA R  

(22JUL2020) 

N/N 

Placebo/ 

65-85/ 

Placebo/ 

C4591001 1001 

10011042 

MUSC Myalgia/ 

muscle pain 

1 12JUN2020 2/2 1 Yes   NA R  

(13JUN2020) 

N/N 

  SKIN Dermatitis contact/ 

contact dermatitis 

1 12JUN2020 2/2 1 No O: bandage use NA R  

(13JUN2020) 

N/N 
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16.2.7.4.1 Listing of Adverse Events – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate/  

Age Group 

(Years)/ 

Vaccine 

Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

Placebo/ 

65-85/ 

Placebo/ 

C4591001 1001 

10011053 

MUSC Musculoskeletal 

pain/ 

Right Shoulder 

Pain 

1 01JUL2020 16/C 2 No O: existing 

condition onset 

April 2020 

NA N N/N 

Placebo/ 

65-85/ 

Placebo/ 

C4591001 1001 

10011057 

INJ&P Venomous sting/ 

Jellyfish sting 

2 19JUL2020 12/1 1 No O: Unrelated NA R  

(19JUL2020) 

N/N 

Placebo/ 

65-85/ 

Placebo/ 

C4591001 1002 

10021050 

RESP Oropharyngeal 

pain/ 

Sore Throat 

1 16JUN2020 2/1 1 No O: Allergies NA R  

(16JUN2020) 

N/N 

BNT162b2/ 

18-55/ 

10 μg/ 

C4591001 1003 

10031020 

MUSC Muscle spasms/ 

worsening leg 

cramps left calf 

2 10JUL2020 9/5 2 No O: history of leg 

cramps 

NA R  

(14JUL2020) 

N/N 
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16.2.7.4.1 Listing of Adverse Events – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate/  

Age Group 

(Years)/ 

Vaccine 

Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

BNT162b2/ 

18-55/ 

10 μg/ 

C4591001 1007 

10071014 

MUSC Myalgia/ 

LEFT 

SHOULDER 

MUSCLE PAIN 

1 18JUN2020 8/16 2 No O: Thought due to 

sleeping with his 

arm in an odd 

position. 

NA/TC R  

(03JUL2020) 

N/N 

    Myalgia/ 

Left Scapula area 

muscle pain 

1 18JUN2020 8/16 2 No O: The participant 

likely slept with his 

arm in an odd 

position. 

NA/TC R  

(03JUL2020) 

N/N 

  INFEC Urinary tract 

infection/ 

Urinary Tract 

Infection 

1 27JUN2020 17/11 1 No O: Urinary tract 

infection 

NA/TC R  

(07JUL2020) 

N/N 

  RENAL Nephrolithiasis/ 

renal calculi 

1 27JUN2020 17/23 2 No O: Kidney stone, 

most commonly 

due to mild 

dehydration. 

NA/TC/TCN R  

(19JUL2020) 

N/N 

BNT162b2/ 

18-55/ 

10 μg/ 

GENRL Injection site pain/ 

tenderness at 

injection site 

1 08JUN2020 1/1 1 Yes   NA R  

(08JUN2020) 

N/N 
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16.2.7.4.1 Listing of Adverse Events – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate/  

Age Group 

(Years)/ 

Vaccine 

Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

C4591001 1007 

10071019 

  RESP Rhinorrhoea/ 

nasal drainage 

2 03JUL2020 5/8 1 No O: viral infection NA/TC R  

(10JUL2020) 

N/N 

BNT162b2/ 

18-55/ 

10 μg/ 

C4591001 1007 

10071021 

GENRL Injection site 

erythema/ 

redness at injection 

site 

1 10JUN2020 1/1 1 Yes   NA R  

(10JUN2020) 

N/Y 

BNT162b2/ 

18-55/ 

20 μg/ 

C4591001 1003 

10031030 

INJ&P Ligament sprain/ 

Right sprained 

ankle 

2 06AUG2020 30/C 1 No O: Accident NA RG N/N 

BNT162b2/ 

18-55/ 

20 μg/ 

C4591001 1007 

10071017 

GENRL Injection site pain/ 

left injection site 

arm pain 

1 15JUN2020 1/3 1 Yes   NA R  

(17JUN2020) 

N/N 
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16.2.7.4.1 Listing of Adverse Events – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate/  

Age Group 

(Years)/ 

Vaccine 

Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

BNT162b2/ 

18-55/ 

20 μg/ 

C4591001 1007 

10071026 

SKIN Rash papular/ 

erythematous 

papular rash chest, 

forehead, cheek 

2 12JUL2020 7/7 1 Yes   NA/TC R  

(18JUL2020) 

N/N 

BNT162b2/ 

18-55/ 

20 μg/ 

C4591001 1007 

10071027 

PSYCH Sleep disorder/ 

Sleep disturbance 

1 17JUN2020 1/4 1 Yes   NA R  

(20JUN2020) 

N/N 

BNT162b2/ 

18-55/ 

20 μg/ 

C4591001 1007 

10071029 

NERV Ageusia/ 

partial loss of taste 

1 17JUN2020 1/1 1 Yes   NA R  

(17JUN2020) 

N/Y 

  NERV Taste disorder/ 

change in 

sensation of taste 

2 08JUL2020 1/2 1 Yes   NA R  

(09JUL2020) 

N/Y 

BNT162b2/ 

18-55/ 

30 μg/ 

INJ&P Fall/ 

fall while 

exercising 

1 24JUN2020 3/1 2 No O: fall NA/TCN R  

(24JUN2020) 

N/N 
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16.2.7.4.1 Listing of Adverse Events – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate/  

Age Group 

(Years)/ 

Vaccine 

Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

C4591001 1003 

10031066 

    Tendon injury/ 

Achilles tendon 

injury 

1 24JUN2020 3/7 2 No O: fall NA/TCN R  

(30JUN2020) 

N/N 

BNT162b2/ 

18-55/ 

30 μg/ 

C4591001 1007 

10071046 

NERV Migraine/ 

Migraine 

Exacerbation 

1 28JUN2020 7/2 3 No O: Subject with a 

history of 

migraines; this was 

an exacerbation. 

NA R  

(29JUN2020) 

N/N 

BNT162b2/ 

18-55/ 

30 μg/ 

C4591001 1007 

10071050 

BLOOD Lymphadenopathy/ 

Right axillary 

lymph node 

enlargement 

2 15JUL2020 3/13 1 Yes   NA R  

(27JUL2020) 

N/N 

BNT162b2/ 

18-55/ 

30 μg/ 

C4591001 1007 

10071063 

GENRL Injection site pain/ 

soreness at 

injection site 

1 24JUN2020 1/1 1 Yes   NA R  

(24JUN2020) 

N/Y 
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16.2.7.4.1 Listing of Adverse Events – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate/  

Age Group 

(Years)/ 

Vaccine 

Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

BNT162b2/ 

18-55/ 

30 μg/ 

C4591001 1007 

10071066 

NERV Dizziness/ 

Dizziness 

2 16JUL2020 2/1 2 Yes   NA/TCN R  

(16JUL2020) 

N/N 

Placebo/ 

18-55/ 

Placebo/ 

C4591001 1007 

10071020 

GENRL Injection site 

erythema/ 

redness at injection 

site 

1 10JUN2020 1/1 1 Yes   NA R  

(10JUN2020) 

N/N 

Placebo/ 

18-55/ 

Placebo/ 

C4591001 1007 

10071025 

GASTR Oral disorder/ 

oral lesion 

1 29JUN2020 13/12 1 No O: oral HSV 

outbreak 

NA/TC R  

(10JUL2020) 

N/N 

BNT162b2/ 

65-85/ 

10 μg/ 

C4591001 1007 

10071071 

INJ&P Contusion/ 

coccyx contusion 

1 04JUL2020 6/18 1 No O: injury NA R  

(21JUL2020) 

N/N 
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16.2.7.4.1 Listing of Adverse Events – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate/  

Age Group 

(Years)/ 

Vaccine 

Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

    Contusion/ 

right knee 

contusion 

1 04JUL2020 6/C 1 No O: injury NA RG N/N 

    Fall/ 

fall from side of 

bathtub 

1 04JUL2020 6/1 1 No O: lost balance NA R  

(04JUL2020) 

N/N 

BNT162b2/ 

65-85/ 

20 μg/ 

C4591001 1003 

10031035 

NERV Presyncope/ 

near syncope 

2 06AUG2020 32/1 1 No O: blood draw NA R  

(06AUG2020) 

N/N 

BNT162b2/ 

65-85/ 

20 μg/ 

C4591001 1007 

10071052 

GASTR Nausea/ 

nausea 

1 18JUN2020 2/2 2 Yes   NA R  

(19JUN2020) 

N/N 

  GASTR Nausea/ 

Nausea 

1 22JUN2020 6/2 1 Yes   NA R  

(23JUN2020) 

N/N 
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16.2.7.4.1 Listing of Adverse Events – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate/  

Age Group 

(Years)/ 

Vaccine 

Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

BNT162b2/ 

65-85/ 

30 μg/ 

C4591001 1003 

10031058 

MUSC Muscle spasms/ 

Worsening leg 

cramping 

2 10JUL2020 2/5 3 No O: has history of 

leg cramping 

NA R  

(14JUL2020) 

N/N 

BNT162b2/ 

65-85/ 

30 μg/ 

C4591001 1007 

10071043 

NERV Sciatica/ 

exacerbation of 

sciatica 

1 22JUN2020 5/26 1 No O: Flare of pre-

existing condition 

NA/TC/TCN R  

(17JUL2020) 

N/N 

BNT162b2/ 

65-85/ 

30 μg/ 

C4591001 1007 

10071049 

VASC Hypertension/ 

Hypertension 

2 13JUL2020 5/C 2 No O: new onset 

medical condition 

NA/TC N N/N 

Placebo/ 

65-85/ 

Placebo/ 

C4591001 1003 

10031083 

NERV Radiculopathy/ 

worsening 

radiculitis 

1 03JUL2020 3/6 3 No O: history of 

radiculopathy 

NA R  

(08JUL2020) 

N/N 
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16.2.7.4.1 Listing of Adverse Events – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate/  

Age Group 

(Years)/ 

Vaccine 

Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

Placebo/ 

65-85/ 

Placebo/ 

C4591001 1007 

10071075 

SURG Tooth extraction/ 

Tooth extraction 

1 12JUL2020 13/1 2 No O: Tooth 

extraction; Pre-

planned extraction 

NA/TC R  

(12JUL2020) 

N/N 

  SURG Tooth extraction/ 

tooth extraction 

1 14JUL2020 15/1 2 No O: dental extraction 

of fractured tooth 

for placement of 

dental implant 

NA/TCN R  

(14JUL2020) 

N/N 

  

Abbreviations: C = continuing; Dur = duration; Imm = immediate. Refer to the AE legend page (Listing 16.2.7.1) for additional definitions. 

Note: * = Prevaccination AE. 

Note: MedDRA (v23.0) coding dictionary applied. 

a.     Relative Day (Rel Day) = date of AE - date of last vaccination + 1. For an AE that occurred before the date of the first study vaccination, + 1 was not 

added to compute relative day. 

b.     Duration (days) was calculated as the difference from the start of the first reported event to resolution of the last reported event, inclusive. 

c.     Vaccine related (Vax Rel): Relationship to investigational vaccine as assessed by the investigator. 

PFIZER CONFIDENTIAL SDTM Creation: 28AUG2020 (16:26) Source Data: adae Table Generation: 29AUG2020 (09:41)  

(Cutoff Date: 24AUG2020, Snapshot Date: 28AUG2020) Output File: (CDISC)/C4591001 IA P1/adae l002 p1  
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16.2.7.4.1.1 Listing of Adverse Events Before Dose 2 – Phase 1 – BNT162b1 (100 μg) 

Vaccine 

Candidate/  

Age Group 

(Years)/ 

Vaccine Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

BNT162b1/ 

18-55/ 

100 μg/ 

C4591001 1001 

10011026 

CARD Tachycardia/ 

tachycardia 

1 18MAY2020 1/2 1 Yes   NA R  

(19MAY2020) 

N/N 

BNT162b1/ 

18-55/ 

100 μg/ 

C4591001 1001 

10011028 

PSYCH Sleep disorder/ 

Sleep disturbance 

1 20MAY2020 1/4 2 Yes   NA R  

(23MAY2020) 

N/N 

  MUSC Pain in extremity/ 

Left plantar heel 

pain 

1 16JUL2020 58/13 2 No O: Plantar fascitis NA/TCN R  

(28JUL2020) 

N/N 

BNT162b1/ 

18-55/ 

100 μg/ 

C4591001 1001 

10011030 

PSYCH Sleep disorder/ 

Moderate sleep 

disturbance 

1 20MAY2020 1/9 2 Yes   NA R  

(28MAY2020) 

N/N 

  GENRL Injection site 

pain/ 

Injection site pain 

1 21MAY2020 2/4 1 Yes   NA R  

(24MAY2020) 

N/N 
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16.2.7.4.1.1 Listing of Adverse Events Before Dose 2 – Phase 1 – BNT162b1 (100 μg) 

Vaccine 

Candidate/  

Age Group 

(Years)/ 

Vaccine Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

  MUSC Myalgia/ 

muscle pain 

1 21MAY2020 2/2 1 Yes   NA R  

(22MAY2020) 

N/N 

BNT162b1/ 

18-55/ 

100 μg/ 

C4591001 1001 

10011032 

GENRL Injection site 

erythema/ 

Injection site 

redness 

1 24MAY2020 5/2 1 Yes   NA R  

(25MAY2020) 

N/N 

BNT162b1/ 

18-55/ 

100 μg/ 

C4591001 1001 

10011034 

NERV Presyncope/ 

Vaso-vagal 

reaction with 

finger prick* 

 
15MAY2020 -5/1 2 No O: vaso-vagal 

reaction with finger 

prick 

NA R  

(15MAY2020) 

N/N 

  GASTR Nausea/ 

nausea 

1 20MAY2020 1/6 2 Yes   NA R  

(25MAY2020) 

N/N 

  PSYCH Sleep disorder/ 

sleep disturbance 

1 20MAY2020 1/3 3 Yes   NA R  

(22MAY2020) 

N/N 

  METAB Decreased 

appetite/ 

loss of appetite 

1 21MAY2020 2/24 2 Yes   NA R  

(13JUN2020) 

N/N 
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16.2.7.4.1.1 Listing of Adverse Events Before Dose 2 – Phase 1 – BNT162b1 (100 μg) 

Vaccine 

Candidate/  

Age Group 

(Years)/ 

Vaccine Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

  NERV Presyncope/ 

vasovagal 

reaction 

1 09JUL2020 51/1 2 No O: phlebotomy NA R  

(09JUL2020) 

N/N 

BNT162b1/ 

18-55/ 

100 μg/ 

C4591001 1002 

10021023 

INFEC Hordeolum/ 

Stye right lower 

eyelid 

1 13AUG2020 88/8 1 No O: Infected hair 

follicle 

NA/TC R  

(20AUG2020) 

N/N 

BNT162b1/ 

18-55/ 

100 μg/ 

C4591001 1002 

10021024 

GASTR Nausea/ 

Nausea 

1 18MAY2020 1/3 2 Yes   NA R  

(20MAY2020) 

N/N 

  INFEC Urinary tract 

infection/ 

Urinary Tract 

Infection 

1 21MAY2020 4/11 1 No O: Community- 

acquired infection 

NA/TC R  

(31MAY2020) 

N/N 

  INJ&P Wound/ 

Shoulder Wound 

1 25JUN2020 39/13 1 No O: Traumatic 

injury caused by 

foreign body 

NA/TC R  

(07JUL2020) 

N/N 
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16.2.7.4.1.1 Listing of Adverse Events Before Dose 2 – Phase 1 – BNT162b1 (100 μg) 

Vaccine 

Candidate/  

Age Group 

(Years)/ 

Vaccine Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

BNT162b1/ 

18-55/ 

100 μg/ 

C4591001 1002 

10021036 

GENRL Fatigue/ 

Fatigue 

1 16JUN2020 27/13 1 No O: Thyroid level 

low. 

NA/TC R  

(28JUN2020) 

N/N 

  RESP Sinus congestion/ 

Sinus Fullness 

1 16JUN2020 27/11 1 No O: unknown NA R  

(26JUN2020) 

N/N 

Placebo/ 

18-55/ 

Placebo/ 

C4591001 1001 

10011021 

GASTR Paraesthesia oral/ 

Tingling 

sensation of 

mouth 

1 20MAY2020 1/1 1 Yes   NA R  

(20MAY2020) 

N/N 

  RESP Pharyngeal 

paraesthesia/ 

Tingling 

sensation of throat 

1 20MAY2020 1/1 1 Yes   NA R  

(20MAY2020) 

N/N 

  

Abbreviations: C = continuing; Dur = duration; Imm = immediate. Refer to the AE legend page (Listing 16.2.7.1) for additional definitions. 

Note: * = Prevaccination AE. 

Note: MedDRA (v23.0) coding dictionary applied. 

a.     Relative Day (Rel Day) = date of AE - date of last vaccination + 1. For an AE that occurred before the date of the first study vaccination, + 1 was not 

added to compute relative day. 

b.     Duration (days) was calculated as the difference from the start of the first reported event to resolution of the last reported event, inclusive. 

c.     Vaccine related (Vax Rel): Relationship to investigational vaccine as assessed by the investigator. 
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16.2.7.4.1.1 Listing of Adverse Events Before Dose 2 – Phase 1 – BNT162b1 (100 μg) 

Vaccine 

Candidate/  

Age Group 

(Years)/ 

Vaccine Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

PFIZER CONFIDENTIAL SDTM Creation: 28AUG2020 (16:26) Source Data: adae Table Generation: 18SEP2020 (18:51)  

(Cutoff Date: 24AUG2020, Snapshot Date: 28AUG2020) Output File: ./nda3/C4591001 IA P1 100/adae l002 100 p1  
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16.2.7.4.2 Listing of Adverse Events – Phase 2 

Age 

Group 

(Years)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

18-55/ 

C4591001 

1007 

10071083 

RESP Oropharyngeal pain/ 

sore throat 

1 05AUG2020 9/2 1 No O: Exposure to 

dry ambient air 

NA R  

(06AUG2020) 

N/N 

18-55/ 

C4591001 

1007 

10071097 

MUSC Myalgia/ 

Scapular Muscle Pain 

2 21AUG2020 2/C 3 No O: possible 

muscle spasm. 

Unclear exact 

etiology 

NA/TC/TCN RG N/N 

  BLOOD Lymphadenopathy/ 

Bilateral Swollen Cervical 

Lymph Nodes 

2 23AUG2020 4/C 1 No O: Possible viral 

syndrome 

NA/TC RG N/N 

18-55/ 

C4591001 

1013 

10131003 

GENRL Injection site pain/ 

PAIN AT INJECTION 

SITE 

1 28JUL2020 1/11 1 Yes   NA R  

(07AUG2020) 

N/N 

  GENRL Injection site erythema/ 

REDNESS AT 

INJECTION SITE 

1 09AUG2020 13/C 1 Yes   NA RG N/N 

18-55/ 

C4591001 

1013 

10131006 

MUSC Myalgia/ 

MUSCLE PAIN 

1 04AUG2020 8/1 2 Yes   NA R  

(04AUG2020) 

N/N 

18-55/ 

C4591001 

1013 

10131014 

GENRL Fatigue/ 

FATIGUE 

1 31JUL2020 3/C 1 Yes   NA RG N/N 09
01
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16.2.7.4.2 Listing of Adverse Events – Phase 2 

Age 

Group 

(Years)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

18-55/ 

C4591001 

1013 

10131015 

GASTR Diarrhoea/ 

DIARRHEA 

1 29JUL2020 1/8 1 Yes   NA R  

(05AUG2020) 

N/N 

  GENRL Fatigue/ 

FATIGUE 

1 29JUL2020 1/8 2 Yes   NA R  

(05AUG2020) 

N/N 

18-55/ 

C4591001 

1013 

10131021 

GASTR Diarrhoea/ 

DIARRHEA 

1 13AUG2020 15/9 2 No O: FOOD NA R  

(21AUG2020) 

N/N 

18-55/ 

C4591001 

1013 

10131032 

NERV Headache/ 

HEADACHE 

1 05AUG2020 7/2 1 Yes   NA R  

(06AUG2020) 

N/N 

18-55/ 

C4591001 

1079 

10791004 

NEOPL Adenocarcinoma gastric/ 

INFILTRATING, 

POORLY 

DIFFERENTIATED 

ADENOCARCINOMA - 

STOMACH 

1 20AUG2020 23/C 3 No O: n/a P/W N Y/N 

18-55/ 

C4591001 

1079 

10791010 

RESP Productive cough/ 

Wet Cough 

1 30JUL2020 1/1 1 No O: Unknown NA R  

(30JUL2020) 

N/N 

    Rhinorrhoea/ 

Runny Nose 

1 30JUL2020 1/1 1 No O: Unknown NA R  

(30JUL2020) 

N/N 
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16.2.7.4.2 Listing of Adverse Events – Phase 2 

Age 

Group 

(Years)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

18-55/ 

C4591001 

1083 

10831004 

SKIN Hangnail/ 

Hang Nail 

1 31JUL2020 3/C 1 No O: per PI skin 

disorder 

NA/TC RG N/N 

18-55/ 

C4591001 

1095 

10951005 

MUSC Arthralgia/ 

polyarthralgias 

1 06AUG2020 8/C 1 No O: etiology 

indeterminate 

NA N N/N 

18-55/ 

C4591001 

1107 

11071003 

GASTR Tongue discomfort/ 

BURNT SENSATION 

ON TONGUE 

1 11AUG2020 14/C 1 Yes   NA N N/N 

18-55/ 

C4591001 

1107 

11071010 

INFEC Vulvovaginal mycotic 

infection/ 

YEAST INFECTION 

VAGINAL 

1 11AUG2020 13/7 1 No O: UNKNOWN NA/TC R  

(17AUG2020) 

N/N 

18-55/ 

C4591001 

1109 

11091002 

GENRL Injection site pain/ 

Injection site tenderness 

1 29JUL2020 1/1 1 Yes   NA R  

(29JUL2020) 

N/N 

18-55/ 

C4591001 

1109 

11091010 

GENRL Injection site pain/ 

injection site tenderness 

1 29JUL2020 1/3 2 Yes   NA/TC R  

(31JUL2020) 

N/N 

18-55/ 

C4591001 

INJ&P Contusion/ 

contusion of right hip 

1 13AUG2020 15/C 1 No O: fall NA N N/N 
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16.2.7.4.2 Listing of Adverse Events – Phase 2 

Age 

Group 

(Years)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

1109 

11091016 

    Contusion/ 

contusion to pelvis 

1 13AUG2020 15/C 1 No O: fall NA N N/N 

    Fall/ 

FALL FROM STEP 

1 13AUG2020 15/1 1 No O: FALL NA RS  

(13AUG2020) 

N/N 

18-55/ 

C4591001 

1109 

11091030 

GENRL Injection site erythema/ 

Injection Site Redness 

1 30JUL2020 1/2 1 Yes   NA R  

(31JUL2020) 

N/N 

56-85/ 

C4591001 

1001 

10011099 

GENRL Chills/ 

Chills 

1 15AUG2020 17/2 1 No O: N/A NA R  

(16AUG2020) 

N/N 

56-85/ 

C4591001 

1001 

10011100 

SKIN Dermatitis/ 

Dermatitis with red patch 

on left abdomen 

1 10AUG2020 12/C 1 No O: Unspecified NA/TC RG N/N 

    Dermatitis/ 

Dermatitis with red patch 

on right breast 

1 10AUG2020 12/C 1 No O: Unspecified 

non-allergy 

NA/TC RG N/N 

    Rash macular/ 

macular rash on neck 

1 10AUG2020 12/16 2 No O: poison ivy NA/TC R  

(25AUG2020) 
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16.2.7.4.2 Listing of Adverse Events – Phase 2 

Age 

Group 

(Years)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

  SKIN Dermatitis/ 

Dermatitis with red patch 

from left areola extending 

laterally 

1 13AUG2020 15/C 1 No O: unspecified 

non-allergic 

reaction 

NA/TC RG N/N 

56-85/ 

C4591001 

1003 

10031091 

INJ&P Contusion/ 

Bruising on the upper left 

arm deltoid region 

1 05AUG2020 10/C 1 Yes   NA RG N/N 

56-85/ 

C4591001 

1003 

10031092 

INJ&P Tendon rupture/ 

Torn Lateral Epicondyle 

tendon 

1 09AUG2020 13/C 2 No O: Medical 

History of tendon 

issues - due to 

physical stress 

during activity. 

NA/TC RG N/N 

56-85/ 

C4591001 

1003 

10031099 

GENRL Injection site swelling/ 

Swelling at injection site 

1 31JUL2020 4/10 1 Yes   NA R  

(09AUG2020) 

N/N 

56-85/ 

C4591001 

1003 

10031105 

GASTR Odynophagia/ 

occasional odynophagia 

1 12AUG2020 15/6 1 No O: unknown NA R  

(17AUG2020) 

N/N 

  MUSC Neck pain/ 

Left sided neck pain 

1 12AUG2020 15/6 1 No O: unknown NA R  

(17AUG2020) 

N/N 

56-85/ 

C4591001 

GASTR Diarrhoea/ 

Diarrhea 

1 05AUG2020 8/2 1 No O: Unknown - 

mild case less 

than 24 hours 

NA R  

(06AUG2020) 

N/N 
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16.2.7.4.2 Listing of Adverse Events – Phase 2 

Age 

Group 

(Years)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

1003 

10031107 

56-85/ 

C4591001 

1003 

10031109 

INJ&P Muscle rupture/ 

Torn Right Bicep Muscle 

1 13AUG2020 15/C 2 No O: Noticed after 

playing tennis - 

on the same arm 

as vaccination #1 

on 30Jul2020 

NA RG N/N 

56-85/ 

C4591001 

1089 

10891004 

INV White blood cell count 

increased/ 

elevated white count 

1 10AUG2020 13/C 2 No O: unknown NA/TC N N/N 

56-85/ 

C4591001 

1139 

11391004 

GENRL Injection site erythema/ 

Erythema Distal to 

Injection Site 

2 20AUG2020 1/1 1 No O: Pressure from 

holding arm 

during injection 

NA R  

(20AUG2020) 

N/N 

56-85/ 

C4591001 

1139 

11391005 

GENRL Injection site 

discolouration/ 

Discoloration at injection 

site 

1 29JUL2020 1/16 1 Yes   NA R  

(13AUG2020) 

N/N 

56-85/ 

C4591001 

1141 

11411001 

SKIN Macule/ 

Skin Macule on left upper 

arm 

1 06AUG2020 8/C 1 Yes   NA N N/N 

  

Abbreviations: C = continuing; Dur = duration; Imm = immediate. Refer to the AE legend page (Listing 16.2.7.1) for additional definitions. 

Note: MedDRA (v23.0) coding dictionary applied. 

a.     Relative Day (Rel Day) = date of AE - date of last vaccination + 1. For an AE that occurred before the date of the first study vaccination, + 1 was not 
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16.2.7.4.2 Listing of Adverse Events – Phase 2 

Age 

Group 

(Years)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc Cause of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 

  

added to compute relative day. 

b.     Duration (days) was calculated as the difference from the start of the first reported event to resolution of the last reported event, inclusive. 

c.     Vaccine related (Vax Rel): Relationship to investigational vaccine as assessed by the investigator. 

PFIZER CONFIDENTIAL SDTM Creation: 05SEP2020 (13:08) Source Data: adae Table Generation: 10SEP2020 (21:41)  

(Cutoff Date: 02SEP2020, Snapshot Date: 04SEP2020) Output File: ./nda2_unblinded/C4591001_IA_P2/adae_l002_p2  
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1001 
10011083

3^ INFEC Urinary tract infection/
urinary tract infection

2 14SEP2020 27/7 1 No O NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1001 
10011092

2^ GENRL Chest discomfort/
intermittent chest discomfort

2 14SEP2020 27/C 1 No O NA N N/N

16-55/
C459100
1 1001 
10011106

3^ MUSC Back pain/
Lower Back Pain

1 02AUG2020 3/2 2 Yes NA R 
(03AUG2020)

N/N

16-55/
C459100
1 1001 
10011113

3^ NERV Migraine/
worsening migraine

1 07AUG2020 5/9 2 No O NA R 
(15AUG2020)

N/N

16-55/
C459100
1 1001 
10011125

3^ NERV Dizziness/
dizziness*

04AUG2020 1/1 1 Yes NA R 
(04AUG2020)

N/N

NERV Migraine/
migraine headache

1 05AUG2020 2/5 3 Yes NA R 
(09AUG2020)

N/N

MUSC Myalgia/
diffuse myalgias

1 06AUG2020 3/2 3 Yes NA R 
(07AUG2020)

N/N

PSYCH Disorientation/
disorientation

1 08AUG2020 5/2 1 No O NA R 
(09AUG2020)

N/N

16-55/
C459100
1 1001 
10011130

3^ INJ&P Arthropod bite/
Insect bites, left ankle

1 07AUG2020 3/3 1 No O NA/TC R 
(09AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1001 
10011132

3^ RESP Allergic respiratory disease/
Allergy upper respiratory

2 01SEP2020 7/3 1 No O NA R 
(03SEP2020)

N/N

16-55/
C459100
1 1001 
10011138

3^ MUSC Arthralgia/
exacerbation of history of left 

shoulder pain

2 15SEP2020 20/C 1 No O NA N N/N

16-55/
C459100
1 1001 
10011143

3^ MUSC Pain in extremity/
right arm pain

2 11SEP2020 16/3 1 No O NA R 
(13SEP2020)

N/N

16-55/
C459100
1 1001 
10011145

3^ GASTR Gastrooesophageal reflux 
disease/

exacerbation of gastroesophageal
reflux disease

2 03SEP2020 7/2 1 No O NA R 
(04SEP2020)

N/N

INV Body temperature increased/
elevated temperature

2 03SEP2020 7/1 1 Yes NA R 
(03SEP2020)

N/N

16-55/
C459100
1 1001 
10011149

3^ GENRL Malaise/
Malaise

1 14AUG2020 8/5 1 No O NA R 
(18AUG2020)

N/N

INJ&P Muscle strain/
muscle strain

2 23SEP2020 27/3 1 No O NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1003 
10031101

2^ SKIN Dermatitis contact/
poison ivy

2 09SEP2020 23/15 2 No O NA/TC RS 
(23SEP2020)

N/N

VASC Hypertension/
Hypertension

2 16SEP2020 30/C 1 No O NA/TC N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1003 
10031111

2^ MUSC Tenosynovitis/
Tenosynovitis

2 26SEP2020 38/C 2 No O NA/TC N N/N

16-55/
C459100
1 1003 
10031125

3^ METAB Obesity/
obesity

2 03SEP2020 14/C 3 No O NA/TC/TCN RG N/N

16-55/
C459100
1 1003 
10031147

3^ VASC Hypertension/
worsening hypertension

2 SEP2020 7/C 1 No O NA/TC N N/N

16-55/
C459100
1 1003 
10031155

3^ GENRL Fatigue/
Mild Fatigue

1 11AUG2020 6/2 1 No O NA R 
(12AUG2020)

N/N

16-55/
C459100
1 1003 
10031160

3^ INJ&P Contusion/
traumatic bruise left knee

1 10AUG2020 5/6 2 No O NA/TC R 
(15AUG2020)

N/N

Fall/
fall from bicycle

1 10AUG2020 5/6 2 No O NA/TC R 
(15AUG2020)

N/N

16-55/
C459100
1 1003 
10031201

3^ IMMU
N

Hypersensitivity/
Allergy Attack

2 20SEP2020 18/1 1 No O NA/TC R 
(20SEP2020)

N/N

INFEC Sinusitis/
Sinus Infection

2 22SEP2020 20/4 1 No O NA/TC R 
(25SEP2020)

N/N

16-55/
C459100

3^ GASTR Colitis ulcerative/
ulcerative colitis

2 24OCT2020 51/16 3 No O NA R 
(08NOV2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 536

FDA-CBER-2021-5683-0126562



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1003 
10031206

16-55/
C459100
1 1005 
10051003

3^ MUSC Back pain/
BACK PAIN

2 30SEP2020 32/C 2 No O NA/TC N N/N

16-55/
C459100
1 1005 
10051024

3^ METAB Decreased appetite/
DECREASED APPETITE

2 01SEP2020 2/1 2 Yes NA R 
(01SEP2020)

N/N

16-55/
C459100
1 1005 
10051026

3^ EAR Vertigo positional/
INTERMITTENT 

POSITIONAL VERTIGO

1 13AUG2020 3/5 1 Yes NA R 
(17AUG2020)

N/N

16-55/
C459100
1 1005 
10051054

3^ GENRL Non-cardiac chest pain/
INTERMITTENT NON 

CARDIAC CHEST PAIN

2 09SEP2020 6/9 2 No O NA R 
(17SEP2020)

Y/N

16-55/
C459100
1 1005 
10051055

3^ GENRL Fatigue/
FATIGUE

1 19AUG2020 7/2 1 Yes NA R 
(20AUG2020)

N/N

MUSC Myalgia/
MUSCLE PAIN

1 19AUG2020 7/2 1 Yes NA R 
(20AUG2020)

N/N

16-55/
C459100
1 1005 
10051066

3^ GENRL Chills/
CHILLS

2 03SEP2020 2/1 2 Yes NA R 
(03SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1005 
10051075

3^ GENRL Fatigue/
FATIGUE

2 06SEP2020 3/C 1 Yes NA N N/N

16-55/
C459100
1 1005 
10051076

3^ GENRL Chills/
CHILLS

2 09SEP2020 1/3 1 Yes NA R 
(11SEP2020)

N/N

Injection site pain/
INJECTION SITE PAIN

2 09SEP2020 1/3 1 Yes NA R
(11SEP2020)

N/N

Malaise/
MALAISE

2 09SEP2020 1/3 1 Yes NA R 
(11SEP2020)

N/N

MUSC Myalgia/
MYALGIA

2 09SEP2020 1/2 2 Yes NA/TC R 
(10SEP2020)

N/N

GENRL Pyrexia/
FEVER 100.9

2 10SEP2020 2/1 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1005 
10051077

3^ GENRL Injection site pain/
PAIN AT INJECTION SITE

1 17AUG2020 1/2 1 Yes NA R 
(18AUG2020)

N/N

MUSC Myalgia/
MYALGIA

1 17AUG2020 1/2 1 Yes NA R 
(18AUG2020)

N/N

16-55/
C459100
1 1005 
10051081

3^ GENRL Injection site pain/
SORENESS AT INJECTION 

SITE

1 19AUG2020 1/4 1 Yes NA R 
(22AUG2020)

N/Y

Injection site warmth/
CALOR AT INJECTION SITE

1 19AUG2020 1/1 1 Yes NA R 
(19AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GASTR Diarrhoea/
DIARRHEA

1 20AUG2020 2/2 1 Yes NA R 
(21AUG2020)

N/N

INFEC Gastroenteritis/
GASTROENTERITIS

1 10SEP2020 23/C 1 Yes NA N N/N

16-55/
C459100
1 1005 
10051082

3^ GENRL Injection site pain/
PAIN AT INJECTION SITE

1 20AUG2020 2/2 1 Yes NA R 
(21AUG2020)

N/N

NERV Depressed level of 
consciousness/

CLOUDING OF 
CONCIOUSNESS

1 05SEP2020 18/C 1 No O NA N N/N

16-55/
C459100
1 1005 
10051084

3^ EYE Conjunctival oedema/
RIGHT EYE CONJUNCTIVA 

SWELLING

2 09SEP2020 1/2 2 Yes NA R 
(10SEP2020)

N/N

Eye irritation/
RIGHT EYE IRRITATION

2 09SEP2020 1/2 2 Yes NA/TC R 
(10SEP2020)

N/N

Ocular hyperaemia/
RIGHT EYE ERYTHEMA

2 09SEP2020 1/2 2 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1005 
10051093

3^ NERV Dizziness/
DIZZINESS

2 21SEP2020 12/4 1 No O NA R 
(24SEP2020)

N/N

Dizziness/
LIGHT HEADED

2 21SEP2020 12/4 1 No O NA R 
(24SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
SORE INJECTION SITE ARM 

RADIATING TO NECK

1 21AUG2020 2/2 1 Yes NA R 
(22AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1005 
10051100

GENRL Chills/
CHILLS

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

Pyrexia/
FEVER

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

MUSC Myalgia/
MYALGIA

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1005 
10051107

3^ GENRL Malaise/
MALAISE

1 22AUG2020 2/1 1 Yes NA R 
(22AUG2020)

N/N

MUSC Myalgia/
GENERALIZED MYALGIA

1 22AUG2020 2/1 1 Yes NA R 
(22AUG2020)

N/N

16-55/
C459100
1 1005 
10051119

3^ GENRL Injection site pain/
PAIN AT INJECTION SITE*

24AUG2020 1/4 1 Yes NA R 
(27AUG2020)

N/N

16-55/
C459100
1 1005 
10051123

3^ MUSC Myalgia/
Muscle Aches

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

INFEC Urinary tract infection/
URINATRY TRACT 

INFECTION

2 14OCT2020 31/C 2 No O NA/TC N N/N

16-55/
C459100
1 1005 
10051125

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 25AUG2020 2/5 1 Yes NA R 
(29AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
CHILLS

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

Fatigue/
FATIGUE

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

MUSC Myalgia/
GENERALIZED MYALGIA

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1005 
10051129

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 24AUG2020 1/5 1 Yes NA R 
(28AUG2020)

N/N

GENRL Asthenia/
ASTHENIA

1 26AUG2020 3/1 1 Yes NA/TC R 
(26AUG2020)

N/N

16-55/
C459100
1 1005 
10051135

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 24AUG2020 1/1 1 Yes NA R 
(24AUG2020)

N/N

16-55/
C459100
1 1005 
10051145

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 26AUG2020 2/2 1 Yes NA R 
(27AUG2020)

N/N

GASTR Diarrhoea/
DIARRHEA

1 28AUG2020 4/1 1 Yes NA R 
(28AUG2020)

N/N

RESP Oropharyngeal pain/
SORE THROAT

1 28AUG2020 4/1 1 Yes NA R 
(28AUG2020)

N/N

GASTR Diarrhoea/
INTERMITTENT DIARRHEA

1 02SEP2020 9/13 1 Yes NA R 
(14SEP2020)

N/N

GENRL Injection site pain/
INJECTION SITE PAIN

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Pain in extremity/
RIGHT LEG PAIN

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

RESP Oropharyngeal pain/
SORE THROAT

2 14SEP2020 1/1 1 Yes NA R 
(14SEP2020)

N/N

RESP Oropharyngeal pain/
SORE THROAT

2 19SEP2020 6/1 1 No O NA R 
(19SEP2020)

N/N

GASTR Diarrhoea/
DIARRHEA

2 20SEP2020 7/1 1 No O NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1005 
10051146

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 25AUG2020 1/2 1 Yes NA/TC R 
(26AUG2020)

N/Y

MUSC Myalgia/
GENERALIZED MYALGIA

1 26AUG2020 2/2 1 Yes NA R 
(27AUG2020)

N/N

GASTR Nausea/
NAUSEA

2 15SEP2020 2/2 2 Yes NA R 
(16SEP2020)

N/N

GENRL Asthenia/
WEAKNESS

2 15SEP2020 2/2 2 Yes NA R 
(16SEP2020)

N/N

Pyrexia/
FEVER

2 15SEP2020 2/2 1 Yes NA/TC R 
(16SEP2020)

N/N

MUSC Arthralgia/
GENERALIZED 
ARTHRALGIA

2 15SEP2020 2/2 2 Yes NA R 
(16SEP2020)

N/N

Myalgia/
GENERALIZED MYALGIA

2 15SEP2020 2/2 2 Yes NA R 
(16SEP2020)

N/N

GENRL Chills/
CHILLS

2 16SEP2020 3/1 2 Yes NA R 
(16SEP2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 542

FDA-CBER-2021-5683-0126568



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1005 
10051150

3^ NERV Nerve compression/
PINCHED NERVE IN NECK

2 15SEP2020 2/C 2 Yes NA/TC N N/N

16-55/
C459100
1 1005 
10051151

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 27AUG2020 2/3 1 Yes NA R 
(29AUG2020)

N/N

MUSC Myalgia/
GENERALIZED MYALGIA

1 27AUG2020 2/3 1 Yes NA R 
(29AUG2020)

N/N

16-55/
C459100
1 1005 
10051161

3^ GENRL Chills/
CHILLS

2 17SEP2020 1/2 2 Yes NA R 
(18SEP2020)

N/N

GENRL Fatigue/
FATIGUE

2 18SEP2020 2/1 1 Yes NA R 
(18SEP2020)

N/N

MUSC Myalgia/
GENERALIZED MYALGIA

2 18SEP2020 2/1 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1005 
10051165

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 27AUG2020 2/1 1 Yes NA R 
(27AUG2020)

N/N

GASTR Diarrhoea/
DIARRHEA

1 14SEP2020 20/2 1 No O NA R 
(15SEP2020)

N/N

GENRL Chills/
CHILLS

2 18SEP2020 2/1 1 Yes NA R 
(18SEP2020)

N/N

Injection site pain/
INJECTION SITE PAIN

2 18SEP2020 2/1 1 Yes NA R 
(18SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
FEVER 100.5

2 18SEP2020 2/1 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1005 
10051168

3^ MUSC Costochondritis/
LEFT CHOSTOCHONDRITIS

1 16SEP2020 21/C 1 No O NA/TC N N/N

16-55/
C459100
1 1005 
10051169

3^ METAB Decreased appetite/
LACK OF APPETITE

1 27AUG2020 1/2 1 Yes NA R 
(28AUG2020)

N/N

MUSC Musculoskeletal stiffness/
LEFT SHOULDER STIFFNESS

1 27AUG2020 1/3 1 Yes NA R 
(29AUG2020)

N/N

Musculoskeletal stiffness/
STIFFNESS ON LEFT SIDE OF 

NECK

1 27AUG2020 1/3 1 Yes NA R 
(29AUG2020)

N/N

NERV Dizziness/
LIGHT HEADED

1 27AUG2020 1/2 1 Yes NA R 
(28AUG2020)

N/N

Headache/
HEADACHE

1 27AUG2020 1/2 1 Yes NA/TC R 
(28AUG2020)

N/N

NERV Lethargy/
LETHARGY

1 29AUG2020 3/3 2 Yes NA R 
(31AUG2020)

N/N

16-55/
C459100
1 1005 
10051171

3^ GASTR Dyspepsia/
HEARTBURN

2 16SEP2020 2/2 2 Yes NA R 
(17SEP2020)

N/N

Nausea/
NAUSEA

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

NERV Migraine/
WORSENING OF MIGRINES

2 16SEP2020 2/2 2 Yes NA/TC R 
(17SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1005 
10051178

3^ GENRL Injection site pain/
PAIN AT INJECTION SITE

1 29AUG2020 2/2 1 Yes NA R 
(30AUG2020)

N/N

IMMU
N

Allergy to arthropod sting/
BEE STING REACTION

1 11SEP2020 15/5 1 No O NA/TC R 
(15SEP2020)

N/N

GENRL Chills/
CHILLS

2 19SEP2020 2/1 1 Yes NA R 
(19SEP2020)

N/N

Fatigue/
FATIGUE

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

Injection site pain/
INJECTION SITE PAIN

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

Pyrexia/
FEVER 100.4

2 19SEP2020 2/1 1 Yes NA/TC R 
(19SEP2020)

N/N

MUSC Arthralgia/
GENERALIZED 
ARTHRALGIA

2 19SEP2020 2/2 2 Yes NA/TC R 
(20SEP2020)

N/N

Myalgia/
GENERALIZED MYALGIA

2 19SEP2020 2/2 2 Yes NA/TC R 
(20SEP2020)

N/N

GASTR Vomiting/
EMESIS

2 01OCT2020 14/1 2 No O NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1005 
10051179

3^ EYE Eye pain/
STINGING IN EYES

1 28AUG2020 1/1 1 Yes NA R 
(28AUG2020)

N/N

RESP Cough/
COUGH

1 28AUG2020 1/1 1 Yes NA R 
(28AUG2020)

N/Y

Throat irritation/
TICKLE IN THROAT

1 28AUG2020 1/1 1 Yes NA R 
(28AUG2020)

N/Y
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Upper-airway cough syndrome/
POST NASAL DRIP

1 28AUG2020 1/1 1 Yes NA R 
(28AUG2020)

N/N

16-55/
C459100
1 1005 
10051181

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 29AUG2020 2/2 1 Yes NA R 
(30AUG2020)

N/N

GENRL Injection site pain/
INJECTION SITE PAIN

2 19SEP2020 2/2 2 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1005 
10051182

3^ GENRL Fatigue/
EXTREME FATIGUE

1 29AUG2020 2/1 2 Yes NA R 
(29AUG2020)

N/N

16-55/
C459100
1 1005 
10051183

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 31AUG2020 1/7 1 Yes NA R 
(06SEP2020)

N/N

GENRL Pain/
BODY ACHES

1 01SEP2020 2/3 1 Yes NA/TC R 
(03SEP2020)

N/N

RESP Cough/
COUGH

1 01SEP2020 2/3 1 Yes NA/TC R 
(03SEP2020)

N/N

Nasal congestion/
NASAL CONGESTION

1 01SEP2020 2/3 1 Yes NA/TC R 
(03SEP2020)

N/N

GENRL Injection site pain/
INJECTION SITE PAIN

1 23SEP2020 24/6 1 Yes NA R 
(28SEP2020)

N/N

16-55/
C459100
1 1005 
10051187

3^ NERV Headache/
HEADACHE

2 21SEP2020 1/2 2 Yes NA R 
(22SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
FATIGUE

2 22SEP2020 2/2 2 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1005 
10051188

3^ GENRL Fatigue/
FATIGUE

1 01SEP2020 1/3 2 Yes NA R 
(03SEP2020)

N/N

Injection site pain/
INJECTION SITE PAIN

1 01SEP2020 1/8 1 Yes NA R 
(08SEP2020)

N/N

MUSC Myalgia/
MUSCLE ACHES

1 01SEP2020 1/3 1 Yes NA R 
(03SEP2020)

N/N

GENRL Fatigue/
FATIGUE

2 24SEP2020 1/3 2 Yes NA R 
(26SEP2020)

N/N

Injection site pain/
INJECTION SITE PAIN

2 24SEP2020 1/8 2 Yes NA R 
(01OCT2020)

N/N

MUSC Myalgia/
MUSCLE ACHES

2 24SEP2020 1/3 1 Yes NA/TC R 
(26SEP2020)

N/N

16-55/
C459100
1 1005 
10051192

3^ GENRL Injection site pain/
INJECTION SITE PAIN

2 23SEP2020 1/3 2 Yes NA/TC R 
(25SEP2020)

N/N

GENRL Fatigue/
FATIGUE

2 24SEP2020 2/2 2 Yes NA R 
(25SEP2020)

N/N

Pain/
BODY ACHES

2 24SEP2020 2/2 2 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1005 
10051199

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 03SEP2020 1/3 2 Yes NA/TC R 
(05SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
PAIN AT INJECTION SITE

2 24SEP2020 1/3 2 Yes NA/TC R 
(26SEP2020)

N/N

GENRL Chills/
BODY CHILLS

2 25SEP2020 2/2 2 Yes NA R 
(26SEP2020)

N/N

16-55/
C459100
1 1005 
10051200

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 03SEP2020 1/3 1 Yes NA R 
(05SEP2020)

N/N

16-55/
C459100
1 1005 
10051203

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 03SEP2020 1/4 1 Yes NA R 
(06SEP2020)

N/N

GASTR Diarrhoea/
LOOSE STOOL

1 04SEP2020 2/3 1 Yes NA R 
(06SEP2020)

N/N

GENRL Chills/
CHILLS

1 04SEP2020 2/3 1 Yes NA R 
(06SEP2020)

N/N

Pyrexia/
FEVER

1 04SEP2020 2/3 1 Yes NA R 
(06SEP2020)

N/N

MUSC Myalgia/
GENERALIZED MYALGIA

1 04SEP2020 2/3 1 Yes NA/TC R 
(06SEP2020)

N/N

INFEC Gastroenteritis/
GASTROENTERITIS

1 19SEP2020 17/1 2 No O NA R 
(19SEP2020)

N/N

GENRL Fatigue/
FATIGUE

2 23SEP2020 2/4 1 Yes NA R 
(26SEP2020)

N/N

Pain/
BODY ACHES

2 23SEP2020 2/4 1 Yes NA R 
(26SEP2020)

N/N

16-55/
C459100

3^ GENRL Fatigue/
FATIGUE

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1005 
10051210

MUSC Myalgia/
MYALGIA

2 23SEP2020 2/2 1 Yes NA/TC R 
(24SEP2020)

N/N

NERV Headache/
HEADACHE

2 23SEP2020 2/2 1 Yes NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1005 
10051216

3^ GASTR Diarrhoea/
DIARRHEA

2 27SEP2020 4/C 1 Yes NA/TC N N/N

16-55/
C459100
1 1005 
10051217

3^ GENRL Feeling hot/
CALOR

1 04SEP2020 2/1 1 Yes NA R 
(04SEP2020)

N/N

Injection site pain/
PAIN AT INJECTION SITE

1 04SEP2020 2/3 2 Yes NA R 
(06SEP2020)

N/N

RESP Oropharyngeal pain/
SORE THROAT

1 05SEP2020 3/1 1 Yes NA R 
(05SEP2020)

N/N

16-55/
C459100
1 1005 
10051219

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 04SEP2020 2/2 1 Yes NA R 
(05SEP2020)

N/N

RENAL Pollakiuria/
INCREASED FREQUENCY OF 

URINATION

1 04SEP2020 2/4 1 Yes NA R 
(07SEP2020)

N/N

16-55/
C459100
1 1006 
10061023

3^ INJ&P Bone contusion/
RIGHT HIP BONE 

CONTUSION

1 28AUG2020 17/8 2 No O NA/TC R 
(04SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1006 
10061031

3^ INFEC Oral fungal infection/
ORAL YEAST INFECTION

1 16AUG2020 4/11 2 No O NA/TC R 
(26AUG2020)

N/N

16-55/
C459100
1 1006 
10061032

3^ GENRL Chills/
generalized chills

2 05SEP2020 2/2 1 Yes NA R 
(06SEP2020)

N/N

MUSC Myalgia/
generalized muscle aches

2 05SEP2020 2/2 1 Yes NA R 
(06SEP2020)

N/N

16-55/
C459100
1 1006 
10061040

3^ INFEC Pharyngitis streptococcal/
Strep throat

2 08SEP2020 5/11 2 No O NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1006 
10061053

3^ NERV Dizziness/
Lightheadedness

1 18AUG2020 1/9 2 Yes NA R 
(26AUG2020)

N/N

16-55/
C459100
1 1006 
10061070

3^ NERV Migraine/
Migraines - Intermittent

1 31AUG2020 13/C 3 No O NA N N/N

16-55/
C459100
1 1006 
10061079

3^ GENRL Chills/
CHILLS

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

Pyrexia/
FEVER

2 16SEP2020 1/2 2 Yes NA R 
(17SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Pain/
BODY ACHES-
GENERALIZED

2 17SEP2020 2/3 2 Yes NA R 
(19SEP2020)

N/N

BLOOD Lymphadenopathy/
Enlarged cervical chain lymph 

nodes

2 29OCT2020 44/15 1 No O NA R 
(12NOV2020)

N/N

16-55/
C459100
1 1006 
10061089

3^ CARD Tachycardia/
Tachycardia

2 10SEP2020 1/2 2 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1006 
10061090

3^ MUSC Back pain/
BACK ACHE

2 11SEP2020 1/1 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1006 
10061093

3^ NERV Paraesthesia/
FACIAL TINGLING

1 24AUG2020 1/1 1 Yes NA R 
(24AUG2020)

N/N

SKIN Rash/
CHEST RASH (8 cm)

1 24AUG2020 1/1 1 Yes NA R 
(24AUG2020)

N/N

GENRL Injection site pain/
INJECTION SITE PAIN

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

Pain/
GENERALIZED ACHES

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

Pyrexia/
FEVER

2 19SEP2020 2/2 2 Yes NA/TC R 
(20SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
INJECTION SITE PAIN

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1006 
10061094

Pain/
GENERALIZED ACHES

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

Pyrexia/
FEVER

2 19SEP2020 2/2 2 Yes NA/TC R 
(20SEP2020)

N/N

16-55/
C459100
1 1006 
10061112

3^ GENRL Chills/
Chills

2 16SEP2020 1/2 2 Yes NA/TC R 
(17SEP2020)

N/N

MUSC Myalgia/
mUSCLE aCHES

2 16SEP2020 1/2 2 Yes NA/TC R 
(17SEP2020)

N/N

16-55/
C459100
1 1006 
10061137

3^ GASTR Nausea/
Nausea

1 02SEP2020 2/1 1 Yes NA R 
(02SEP2020)

N/N

GENRL Pain/
Body aches

1 02SEP2020 2/1 3 Yes NA/TC R 
(02SEP2020)

N/N

16-55/
C459100
1 1006 
10061144

3^ NERV Headache/
Headache

1 22SEP2020 20/C 1 No O NA/TC N N/N

16-55/
C459100
1 1006 
10061151

3^ NERV Headache/
Headache

2 05NOV2020 23/1 2 No O NA/TC R 
(05NOV2020)

N/N

16-55/
C459100

3^ PSYCH Attention deficit hyperactivity 
disorder/

2 02NOV2020 22/C 2 No O NA N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1006 
10061153

Attention Deficit Hyperactive 
Disorder

16-55/
C459100
1 1006 
10061160

3^ GASTR Diarrhoea/
DIARRHEA

1 27SEP2020 3/3 2 Yes NA/TC R 
(29SEP2020)

N/N

Vomiting/
VOMITING

1 27SEP2020 3/3 2 Yes NA/TC R 
(29SEP2020)

N/N

NERV Headache/
HEADACHE

1 27SEP2020 3/3 2 Yes NA R 
(29SEP2020)

N/N

16-55/
C459100
1 1006 
10061165

3^ GENRL Pain/
Generalized Body Aches

2 16OCT2020 2/2 2 Yes NA R 
(17OCT2020)

N/N

Pyrexia/
Fever

2 16OCT2020 2/2 2 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100
1 1006 
10061166

3^ GENRL Chills/
CHILLS

1 27SEP2020 3/2 2 Yes NA R 
(28SEP2020)

N/N

GENRL Pain/
Body Aches

2 16OCT2020 2/3 2 Yes NA R 
(18OCT2020)

N/N

16-55/
C459100
1 1007 
10071083

2^ RESP Oropharyngeal pain/
sore throat

1 05AUG2020 9/2 1 No O NA R 
(06AUG2020)

N/N

16-55/
C459100

2^ REPRO Menorrhagia/
exacerbation of menorrhagia

2 06SEP2020 19/14 2 No O NA R 
(19SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1007 
10071087

16-55/
C459100
1 1007 
10071097

2^ MUSC Myalgia/
Right Scapular Muscle Pain

2 21AUG2020 2/12 3 No O NA/TC/TCN R 
(01SEP2020)

N/N

BLOOD Lymphadenopathy/
Bilateral Swollen Cervical 

Lymph Nodes

2 23AUG2020 4/12 1 No O NA/TC R 
(03SEP2020)

N/N

16-55/
C459100
1 1007 
10071108

3^ MUSC Tendonitis/
Exacerbation of tendonitis

2 23SEP2020 28/C 2 No O NA/TCN RG N/N

16-55/
C459100
1 1007 
10071110

3^ PSYCH Anxiety/
exacerbation of anxiety

2 07SEP2020 15/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1007 
10071130

3^ NERV Syncope/
fainting episode

1 11AUG2020 7/1 2 No O NA R 
(11AUG2020)

N/N

16-55/
C459100
1 1007 
10071148

3^ GENRL Vaccination site nodule/
nodule at vaccination site

2 27AUG2020 1/8 1 Yes NA R 
(03SEP2020)

N/N

16-55/
C459100
1 1007 
10071157

3^ GENRL Injection site pain/
burning senstaion at injection site

1 10AUG2020 1/1 1 Yes NA R 
(10AUG2020)

N/Y
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1007 
10071158

3^ GENRL Injection site pain/
tenderness at injection site

1 10AUG2020 1/1 1 Yes NA R 
(10AUG2020)

N/Y

16-55/
C459100
1 1007 
10071159

3^ BLOOD Lymphadenopathy/
Left axilla enlarged lymph node

1 11AUG2020 2/2 1 Yes NA/TC R 
(12AUG2020)

N/N

16-55/
C459100
1 1007 
10071172

3^ EAR Ear discomfort/
Right ear pressure

2 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N

GENRL Malaise/
Malaise

2 03SEP2020 2/2 2 Yes NA R 
(04SEP2020)

N/N

16-55/
C459100
1 1007 
10071181

3^ INFEC Upper respiratory tract infection/
Upper Respiratory Infection

1 17AUG2020 6/8 1 No O NA R 
(24AUG2020)

N/N

SKIN Rash/
generalized Rash

2 05SEP2020 4/7 2 No O NA/TC R 
(11SEP2020)

N/N

16-55/
C459100
1 1007 
10071186

3^ INFEC Dermatitis infected/
Infected Atopic Dermatitis of the 

cheek

2 28SEP2020 26/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1007 
10071194

3^ SKIN Ecchymosis/
right foot ecchymosis

1 25AUG2020 13/C 2 No O NA/TC/TCN N N/N

16-55/
C459100

3^ GENRL Fatigue/
fatigue

1 17AUG2020 1/2 1 Yes NA R 
(18AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1007 
10071203

Injection site pain/
injection site soreness

1 17AUG2020 1/2 1 Yes NA/TC R 
(18AUG2020)

N/N

16-55/
C459100
1 1007 
10071207

3^ GENRL Fatigue/
Fatigue

2 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

Pyrexia/
Fever

2 09SEP2020 2/2 1 Yes NA/TC R 
(10SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 09SEP2020 2/2 1 Yes NA/TC R 
(10SEP2020)

N/N

RENAL Dysuria/
intermittent dysuria

2 09SEP2020 2/26 2 No O NA/TC R 
(04OCT2020)

N/N

Pollakiuria/
intermittent urinary frequency

2 09SEP2020 2/26 1 No O NA/TC R 
(04OCT2020)

N/N

16-55/
C459100
1 1007 
10071208

3^ INFEC Viral infection/
viral illness

2 08SEP2020 1/C 1 No O NA RG N/N

CARD Palpitations/
heart palpitations

2 09SEP2020 2/C 1 No O NA/TC RG N/N

GENRL Chest pain/
Chest Pain

2 23SEP2020 16/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1007 
10071218

3^ MUSC Myalgia/
myalgia to neck and shoulder

1 21AUG2020 3/3 1 Yes NA/TC R 
(23AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1007 
10071219

3^ INJ&P Joint injury/
Left Knee Injury

1 09SEP2020 22/C 2 No O NA/TCN RG N/N

16-55/
C459100
1 1007 
10071236

3^ MUSC Myalgia/
left arm muscle pain*

20AUG2020 1/1 2 Yes NA/TC R 
(20AUG2020)

N/N

16-55/
C459100
1 1007 
10071238

3^ SKIN Rash/
rash

2 12SEP2020 3/17 1 No O NA R 
(28SEP2020)

N/N

16-55/
C459100
1 1007 
10071253

3^ GENRL Injection site erythema/
redness at injection site

1 24AUG2020 1/2 2 Yes NA R 
(25AUG2020)

N/Y

Injection site induration/
induration at injection site

1 24AUG2020 1/2 1 Yes NA R 
(25AUG2020)

N/Y

GENRL Injection site erythema/
redness at injection site

2 14SEP2020 1/1 1 Yes NA R 
(14SEP2020)

N/N

16-55/
C459100
1 1007 
10071276

3^ BLOOD Leukocytosis/
leukocytosis

2 24SEP2020 8/26 3 No O NA R 
(19OCT2020)

N/N

Thrombocytosis/
thrombocytosis

2 24SEP2020 8/33 3 No O NA R 
(26OCT2020)

N/N

NEOPL Chronic myeloid leukaemia/
chronic myelogenous leukemia

2 24SEP2020 8/C 4 No O NA/TC N Y/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1007 
10071284

3^ GENRL Injection site pain/
Right Arm Injection Site Pain

1 27AUG2020 1/2 1 Yes NA R 
(28AUG2020)

N/N

GENRL Fatigue/
Fatigue

1 28AUG2020 2/2 2 Yes NA R 
(29AUG2020)

N/N

SKIN Rash/
rash on chest

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

RESP Reflux laryngitis/
laryngopharyngeal reflux

2 02OCT2020 16/1 1 No O NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1007 
10071289

3^ GENRL Injection site erythema/
redness at injection

1 27AUG2020 1/2 1 Yes NA R 
(28AUG2020)

N/Y

GENRL Chills/
Chills

2 17SEP2020 1/2 1 Yes NA/TC R 
(18SEP2020)

N/N

Pain/
Bodyaches

2 17SEP2020 1/3 1 Yes NA/TC R 
(19SEP2020)

N/N

Pyrexia/
fever

2 17SEP2020 1/2 2 Yes NA/TC R 
(18SEP2020)

N/N

MUSC Pain in extremity/
Left arm soreness

2 17SEP2020 1/7 1 Yes NA R 
(23SEP2020)

N/Y

NERV Headache/
Headache

2 17SEP2020 1/2 1 Yes NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1007 
10071295

3^ INJ&P Fall/
Fall

2 03OCT2020 18/1 1 No O NA R 
(03OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Skin laceration/
Laceration to left leg

2 03OCT2020 18/C 2 No O NA/TCN RG N/N

16-55/
C459100
1 1008 
10081030

3^ INFEC Otitis media/
Right otitis media

2 24OCT2020 51/C 1 No O NA/TC N N/N

16-55/
C459100
1 1008 
10081032

3^ MUSC Synovitis/
Synovitis, right wrist(etiology 

unknown)

2 06OCT2020 23/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1008 
10081064

3^ GENRL Chills/
chills

2 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

Fatigue/
fatigue

2 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

Pyrexia/
fever

2 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1008 
10081089

3^ GENRL Chills/
Chills

2 17SEP2020 3/1 2 Yes NA R 
(17SEP2020)

N/N

Pain/
Body aches

2 17SEP2020 3/1 2 Yes NA/TC R 
(17SEP2020)

N/N

16-55/
C459100
1 1008 
10081095

3^ GENRL Chills/
chills

2 18SEP2020 2/1 1 Yes NA R 
(18SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Fatigue/
fatigue

2 18SEP2020 2/1 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1008 
10081099

3^ INFEC Gastroenteritis/
gastroenteritis

2 03OCT2020 19/5 2 No O NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1008 
10081138

3^ INJ&P Skin laceration/
Finger laceration

1 06SEP2020 10/32 2 No O NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1008 
10081142

3^ GENRL Pain/
Body aches

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

Pyrexia/
Fever

2 18SEP2020 2/2 1 Yes NA/TC R 
(19SEP2020)

N/N

NERV Headache/
Headache

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1008 
10081149

3^ GENRL Fatigue/
Fatigue

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

Injection site pain/
Injection site pain left arm

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

Pain/
Body aches

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100

3^ GENRL Chills/
Chills

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1008 
10081150

Pain/
Body aches

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1008 
10081155

3^ MUSC Myalgia/
Generalized muscle aches

1 02SEP2020 2/2 1 Yes NA R 
(03SEP2020)

N/N

NERV Headache/
Headache

1 02SEP2020 2/2 1 Yes NA R 
(03SEP2020)

N/N

GENRL Injection site pain/
Injection site pain Left deltoid

2 23SEP2020 2/1 1 Yes NA R 
(23SEP2020)

N/N

Pain/
Body aches

2 23SEP2020 2/1 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1008 
10081159

3^ GENRL Injection site pain/
Injection site pain left arm

2 22SEP2020 1/5 1 Yes NA R 
(26SEP2020)

N/N

GENRL Pyrexia/
Fever

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1008 
10081160

3^ GASTR Diarrhoea/
Diarrhea

1 02SEP2020 2/6 1 Yes NA R 
(07SEP2020)

N/N

Nausea/
Nausea

1 02SEP2020 2/6 1 Yes NA R 
(07SEP2020)

N/N

16-55/
C459100

3^ GASTR Diarrhoea/
Diarrhea

1 12SEP2020 11/4 1 Yes NA R 
(15SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1008 
10081166

GASTR Diarrhoea/
Diarrhea

2 30SEP2020 8/4 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1008 
10081183

3^ GENRL Chills/
Chills

2 25SEP2020 2/1 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1008 
10081193

3^ GENRL Pain/
body aches

1 05SEP2020 2/1 1 Yes NA R 
(05SEP2020)

N/N

GENRL Chills/
chills

2 25SEP2020 1/1 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1008 
10081198

3^ GENRL Fatigue/
Fatigue

2 28SEP2020 1/3 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1008 
10081215

3^ GENRL Pyrexia/
Fever

2 29SEP2020 2/2 1 Yes NA R 
(30SEP2020)

N/N

MUSC Myalgia/
Muscle aches

2 29SEP2020 2/2 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1008 
10081217

3^ CARD Tachycardia/
Tachycardia

1 08SEP2020 1/1 1 Yes NA R 
(08SEP2020)

N/Y
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1008 
10081225

3^ GENRL Fatigue/
Fatigue

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

Pain/
Body aches

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1008 
10081256

3^ GENRL Fatigue/
Fatigue

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

Pain/
Body aches

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1008 
10081258

3^ GENRL Fatigue/
Fatigue

1 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

Pain/
Body aches

1 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 01OCT2020 1/4 1 Yes NA R 
(04OCT2020)

N/N

MUSC Arthralgia/
Joint pain

2 01OCT2020 1/4 1 Yes NA/TC R 
(04OCT2020)

N/N

16-55/
C459100
1 1008 
10081260

3^ SKIN Alopecia areata/
Alopecia areata

1 23SEP2020 15/C 1 Yes NA RG N/N

16-55/
C459100

3^ GENRL Pain/
Body aches

1 09SEP2020 1/2 1 Yes NA/TC R 
(10SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1008 
10081261

NERV Headache/
Headaches

1 09SEP2020 1/2 1 Yes NA/TC R 
(10SEP2020)

N/N

GENRL Chills/
Chills

2 01OCT2020 1/2 2 Yes NA R 
(02OCT2020)

N/N

Pain/
Body aches

2 01OCT2020 1/2 2 Yes NA/TC R 
(02OCT2020)

N/N

Pyrexia/
Fever

2 01OCT2020 1/2 2 Yes NA/TC R 
(02OCT2020)

N/N

NERV Headache/
Headache

2 01OCT2020 1/2 2 Yes NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 1008 
10081271

3^ GENRL Injection site pain/
injection site pain

1 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N

GENRL Injection site pain/
injection site pain

2 01OCT2020 1/3 1 Yes NA R 
(03OCT2020)

N/N

GENRL Pain/
bodyaches

2 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1008 
10081289

3^ GENRL Injection site pain/
Injection site pain

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

Pain/
Body aches

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100

3^ GENRL Chills/
Chills

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1008 
10081293

Injection site pain/
Injection site pain

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

Pain/
Body aches

2 02OCT2020 1/2 1 Yes NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1008 
10081314

3^ INFEC Urinary tract infection/
Urinary tract infection

1 30SEP2020 17/11 1 No O NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1008 
10081316

3^ GENRL Fatigue/
Fatigue

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N

Pain/
Body aches

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1008 
10081321

3^ GENRL Pain/
Body aches

2 06OCT2020 2/5 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1008 
10081327

3^ GENRL Chills/
Chills

2 06OCT2020 2/1 1 Yes NA R 
(06OCT2020)

N/N

Pain/
Body aches

2 06OCT2020 2/3 1 Yes NA R 
(08OCT2020)

N/N

Pyrexia/
Fever

2 06OCT2020 2/1 1 Yes NA/TC R 
(06OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

2 06OCT2020 2/3 1 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1008 
10081333

3^ GENRL Chills/
Chills

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N

Pyrexia/
Fever

2 06OCT2020 1/2 1 Yes NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1008 
10081337

3^ GENRL Injection site pain/
Injection site pain

1 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 07OCT2020 2/2 1 Yes NA R 
(08OCT2020)

N/N

Pain/
Body aches

2 07OCT2020 2/3 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1008 
10081341

3^ GENRL Chills/
Chills

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N

Fatigue/
Fatigue

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N

NERV Headache/
Headache

2 07OCT2020 2/1 1 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1008 
10081346

3^ GENRL Chills/
Chills

1 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Injection site soreness

1 15SEP2020 1/3 1 Yes NA R 
(17SEP2020)

N/N

GENRL Chills/
Chills

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N

Injection site pain/
Injection site soreness

2 06OCT2020 1/3 1 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1008 
10081347

3^ GENRL Pyrexia/
Fever

1 16SEP2020 1/2 2 Yes NA R 
(17SEP2020)

N/N

GENRL Chills/
Chills

2 09OCT2020 2/2 2 Yes NA R 
(10OCT2020)

N/N

Pyrexia/
Fever

2 09OCT2020 2/2 2 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1008 
10081348

3^ GENRL Chills/
Chills

2 08OCT2020 2/2 1 Yes NA R 
(09OCT2020)

N/N

Pain/
Body aches

2 08OCT2020 2/2 1 Yes NA/TC R 
(09OCT2020)

N/N

NERV Headache/
Headache

2 08OCT2020 2/2 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1008 
10081350

3^ INFEC Gastroenteritis viral/
viral gastroenteritis

2 22OCT2020 15/3 2 No O NA R 
(24OCT2020)

N/N

16-55/
C459100

3^ GASTR Diarrhoea/
diarrhea

1 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1008 
10081361

16-55/
C459100
1 1008 
10081364

3^ GASTR Diarrhoea/
Diarrhea

1 20SEP2020 5/1 1 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1008 
10081366

3^ GENRL Injection site pain/
Injection site pain

1 16SEP2020 1/2 2 Yes NA R 
(17SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 07OCT2020 1/3 2 Yes NA/TC R 
(09OCT2020)

N/N

GENRL Chills/
Chills

2 08OCT2020 2/2 1 Yes NA R 
(09OCT2020)

N/N

Pyrexia/
Fever

2 08OCT2020 2/2 1 Yes NA/TC R 
(09OCT2020)

N/N

MUSC Myalgia/
Muscle aches

2 08OCT2020 2/2 1 Yes NA/TC R 
(09OCT2020)

N/N

NERV Migraine/
Migraine

2 08OCT2020 2/2 2 Yes NA/TC R 
(09OCT2020)

N/N

16-55/
C459100
1 1008 
10081367

3^ GENRL Injection site pain/
Injection site pain

1 16SEP2020 1/4 1 Yes NA R 
(19SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 08OCT2020 2/5 1 Yes NA R 
(12OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1008 
10081384

3^ GENRL Injection site pain/
Injection site pain

1 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 09OCT2020 2/2 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1008 
10081388

3^ METAB Decreased appetite/
Loss of appetite

1 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1008 
10081391

3^ GASTR Diarrhoea/
Diarrhea

1 30SEP2020 14/1 1 No O NA R 
(30SEP2020)

N/N

Nausea/
Nausea

1 30SEP2020 14/1 1 No O NA R 
(30SEP2020)

N/N

Vomiting/
Vomiting

1 30SEP2020 14/1 1 No O NA R 
(30SEP2020)

N/N

INFEC Ear infection/
Left ear infection

2 31OCT2020 24/C 1 No O NA RG N/N

16-55/
C459100
1 1008 
10081402

3^ GENRL Injection site pain/
Injection site pain

1 19SEP2020 2/1 1 Yes NA R 
(19SEP2020)

N/N

GENRL Chills/
Chills

2 10OCT2020 2/2 3 Yes NA R 
(11OCT2020)

N/N

Fatigue/
Fatigue

2 10OCT2020 2/1 3 Yes NA R 
(10OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site erythema/
Injection site redness

2 10OCT2020 2/3 2 Yes NA R 
(12OCT2020)

N/N

Injection site pain/
Injection site pain

2 10OCT2020 2/2 2 Yes NA/TC R 
(11OCT2020)

N/N

Injection site swelling/
Injection site swelling

2 10OCT2020 2/3 2 Yes NA R 
(12OCT2020)

N/N

METAB Decreased appetite/
Loss of appetite

2 10OCT2020 2/2 2 Yes NA R 
(11OCT2020)

N/N

16-55/
C459100
1 1008 
10081404

3^ PSYCH Anxiety/
Anxiety episode

1 18SEP2020 1/1 2 Yes NA/TCN R 
(18SEP2020)

N/Y

16-55/
C459100
1 1008 
10081408

3^ GENRL Chills/
Chills

2 10OCT2020 2/2 1 Yes NA R 
(11OCT2020)

N/N

16-55/
C459100
1 1008 
10081410

3^ GENRL Injection site pain/
Injection site pain

1 19SEP2020 2/1 1 Yes NA R 
(19SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 10OCT2020 2/1 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1008 
10081427

3^ GENRL Fatigue/
Fatigue

1 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

Injection site pain/
Injection site pain

1 21SEP2020 1/2 1 Yes NA/TC R 
(22SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

1 21SEP2020 1/3 1 Yes NA/TC R 
(23SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 12OCT2020 1/3 1 Yes NA R 
(14OCT2020)

N/N

Injection site pain/
Injection site pain

2 12OCT2020 1/3 1 Yes NA/TC R 
(14OCT2020)

N/N

NERV Headache/
Headache

2 12OCT2020 1/3 1 Yes NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 1008 
10081435

3^ INFEC Tooth infection/
Tooth infection

2 07NOV2020 27/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1008 
10081453

3^ GENRL Chills/
Chills

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

Pyrexia/
Fever

2 13OCT2020 1/2 1 Yes NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 1008 
10081463

3^ INFEC Sinusitis/
Sinus infection

2 01NOV2020 20/13 2 No O NA/TC R 
(13NOV2020)

N/N

16-55/
C459100
1 1008 
10081477

3^ GENRL Pyrexia/
Fever(101.3 degrees fahrenheit)

2 14OCT2020 1/3 2 Yes NA R 
(16OCT2020)

N/N

MUSC Myalgia/
Muscle pain

2 14OCT2020 1/3 2 Yes NA R 
(16OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1008 
10081485

3^ GASTR Nausea/
Nausea

2 14OCT2020 1/5 1 Yes NA R 
(18OCT2020)

N/N

GENRL Fatigue/
Fatigue

2 14OCT2020 1/2 2 Yes NA R 
(15OCT2020)

N/N

Injection site pain/
Injection site pain

2 14OCT2020 1/4 2 Yes NA/TC R 
(17OCT2020)

N/N

NERV Headache/
Headache

2 14OCT2020 1/2 2 Yes NA/TC R 
(15OCT2020)

N/N

16-55/
C459100
1 1008 
10081492

3^ GASTR Toothache/
Toothache

1 03OCT2020 11/5 1 No O NA/TC R 
(07OCT2020)

N/N

GENRL Fatigue/
Fatigue

2 10NOV2020 2/4 1 Yes NA R 
(13NOV2020)

N/N

Injection site erythema/
Injection site redness

2 10NOV2020 2/4 1 Yes NA R 
(13NOV2020)

N/N

Injection site pain/
Injection site arm soreness

2 10NOV2020 2/4 1 Yes NA R 
(13NOV2020)

N/N

16-55/
C459100
1 1008 
10081496

3^ GASTR Tooth impacted/
Impacted wisdom tooth

1 08OCT2020 16/1 2 No O NA/TC/TCN R
(08OCT2020)

N/N

16-55/
C459100
1 1008 
10081497

3^ GASTR Abdominal pain upper/
Upper abdominal pain

1 23SEP2020 1/1 1 Yes NA R 
(23SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Pain/
Body aches

1 23SEP2020 1/1 1 Yes NA R 
(23SEP2020)

N/N

GENRL Pain/
Body aches

2 14OCT2020 1/2 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1008 
10081500

3^ GENRL Pain/
Body aches

2 15OCT2020 1/2 1 Yes NA/TC R 
(16OCT2020)

N/N

NERV Headache/
Headache

2 15OCT2020 1/2 1 Yes NA/TC R 
(16OCT2020)

N/N

GENRL Pyrexia/
Fever

2 16OCT2020 2/1 1 Yes NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 1008 
10081513

3^ GENRL Injection site pain/
Injection site pain

1 25SEP2020 2/3 1 Yes NA R 
(27SEP2020)

N/N

GENRL Chills/
Chills

2 16OCT2020 2/1 1 Yes NA R 
(16OCT2020)

N/N

Pain/
Body aches

2 16OCT2020 2/1 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1008 
10081524

3^ GENRL Injection site pain/
Injection site pain

1 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

16-55/
C459100
1 1008 
10081525

3^ GENRL Injection site pain/
Injection site pain

1 24SEP2020 1/2 2 Yes NA/TC R 
(25SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
Injection site pain

2 15OCT2020 1/2 2 Yes NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 1008 
10081533

3^ GENRL Injection site pain/
Injection site pain

1 25SEP2020 1/4 1 Yes NA R 
(28SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 16OCT2020 1/3 1 Yes NA R 
(18OCT2020)

N/N

16-55/
C459100
1 1008 
10081541

3^ GENRL Pain/
Body aches

2 17OCT2020 2/1 1 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100
1 1008 
10081549

3^ GENRL Fatigue/
Fatigue

1 29SEP2020 2/3 1 Yes NA R 
(01OCT2020)

N/N

Injection site pain/
Injection site pain

1 29SEP2020 2/3 1 Yes NA R 
(01OCT2020)

N/N

GENRL Chills/
Chills

2 20OCT2020 2/C 2 Yes NA N N/N

Pain/
Body aches

2 20OCT2020 2/C 2 Yes NA/TC N N/N

Pyrexia/
Fever

2 20OCT2020 2/C 2 Yes NA/TC N N/N

16-55/
C459100
1 1008 
10081554

3^ GENRL Injection site pain/
injection site pain

2 22OCT2020 2/1 1 Yes NA R 
(22OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pain/
body aches

2 22OCT2020 2/1 1 Yes NA R 
(22OCT2020)

N/N

Pyrexia/
fever

2 22OCT2020 2/1 2 Yes NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1008 
10081557

3^ GENRL Injection site pain/
injection site pain

2 23OCT2020 2/8 2 Yes NA R 
(30OCT2020)

N/N

GENRL Fatigue/
fatigue

2 24OCT2020 3/7 2 Yes NA R 
(30OCT2020)

N/N

Pain/
bodyaches

2 24OCT2020 3/7 2 Yes NA R 
(30OCT2020)

N/N

16-55/
C459100
1 1008 
10081567

3^ GENRL Injection site pain/
Injection site pain

1 06OCT2020 1/3 1 Yes NA R 
(08OCT2020)

N/N

GENRL Chills/
Chills

2 27OCT2020 1/C 1 Yes NA RG N/N

16-55/
C459100
1 1008 
10081572

3^ GENRL Injection site pain/
Injection site pain

1 07OCT2020 1/3 1 Yes NA/TC R 
(09OCT2020)

N/N

16-55/
C459100
1 1008 
10081577

3^ GENRL Injection site pain/
Injection site pain

1 09OCT2020 1/2 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100

3^ GENRL Chills/
Chills

1 13OCT2020 5/3 1 Yes NA R 
(15OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1008 
10081578

Fatigue/
Fatigue

1 13OCT2020 5/3 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1008 
10081579

3^ GENRL Injection site pain/
Injection site pain

1 10OCT2020 2/1 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1008 
10081580

3^ GENRL Fatigue/
Fatigue

1 10OCT2020 2/2 1 Yes NA R 
(11OCT2020)

N/N

MUSC Myalgia/
Muscle aches

1 10OCT2020 2/2 1 Yes NA R 
(11OCT2020)

N/N

16-55/
C459100
1 1008 
10081581

3^ GENRL Injection site pain/
Injection site pain

1 10OCT2020 2/5 1 Yes NA R 
(14OCT2020)

N/N

Injection site pruritus/
Injection site itching

1 10OCT2020 2/8 1 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100
1 1009 
10091079

3^ SKIN Dermal cyst/
CYST ON FOREHEAD

1 28AUG2020 9/15 1 No O NA/TC R 
(11SEP2020)

N/N

16-55/
C459100
1 1009 
10091080

3^ INFEC Nasopharyngitis/
HEAD COLD

2 03OCT2020 24/C 1 No O NA/TC RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1009 
10091088

3^ GENRL Chills/
CHILLS

2 12SEP2020 2/1 2 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1009 
10091108

3^ GENRL Injection site pain/
pain at injection site

2 15SEP2020 1/4 1 Yes NA/TC R 
(18SEP2020)

N/N

GENRL Chills/
CHILLS

2 16SEP2020 2/C 1 Yes NA RG N/N

MUSC Myalgia/
GENERALIZED MUSCLE 

ACHES

2 16SEP2020 2/C 1 Yes NA RG N/N

16-55/
C459100
1 1009 
10091109

3^ NERV Dysgeusia/
Metallic Taste In Mouth 
Following Vaccination

1 25AUG2020 1/1 1 Yes NA R 
(25AUG2020)

N/Y

16-55/
C459100
1 1009 
10091110

3^ GASTR Aphthous ulcer/
CANKER SORES

2 07OCT2020 24/C 2 No O NA/TC RG N/N

INFEC Gingivitis/
RIGHT UPPER MOUTH GUM 

INFECTION

2 07OCT2020 24/C 2 No O NA RG N/N

16-55/
C459100
1 1009 
10091112

3^ MUSC Myalgia/
generalized muscle aches

2 19SEP2020 2/1 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100

3^ MUSC Myalgia/
generalized muscle soreness

2 18SEP2020 2/1 2 Yes NA R 
(18SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1009 
10091116

INJ&P Concussion/
CONCUSSION

2 23OCT2020 37/C 2 No O NA/TC RG N/N

Fall/
FALL

2 23OCT2020 37/1 2 No O NA R 
(23OCT2020)

N/N

Muscle strain/
NECK MUSCLE STRAIN

2 23OCT2020 37/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1009 
10091117

3^ GENRL Chills/
chills

2 18SEP2020 2/1 1 Yes NA R 
(18SEP2020)

N/N

MUSC Myalgia/
generalized muscle soreness

2 18SEP2020 2/1 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1009 
10091129

3^ GENRL Axillary pain/
LEFT AXILLA TENDERNESS

2 17SEP2020 2/19 1 Yes NA/TC R 
(05OCT2020)

N/N

Chills/
CHILLS

2 17SEP2020 2/2 1 Yes NA/TC R 
(18SEP2020)

N/N

Fatigue/
FATIGUE

2 17SEP2020 2/6 1 Yes NA R 
(22SEP2020)

N/N

Injection site pain/
INJECTION SITE PAIN

2 17SEP2020 2/8 1 Yes NA/TC R 
(24SEP2020)

N/N

MUSC Myalgia/
MUSCLE PAIN, 
GENERALIZED

2 17SEP2020 2/2 3 Yes NA/TC R 
(18SEP2020)

N/N

NERV Headache/
HEADACHE

2 17SEP2020 2/2 1 Yes NA/TC R 
(18SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1009 
10091138

3^ GENRL Chills/
CHILLS

1 01SEP2020 2/2 1 Yes NA R 
(02SEP2020)

N/N

GENRL Chills/
chills

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

Fatigue/
fatigue

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1009 
10091142

3^ INJ&P Limb traumatic amputation/
ACCIDENTAL LEFT THUMB 
FINGER TIP AMPUTATION

1 07SEP2020 7/C 2 No O NA/TC/TCN RG N/N

RESP Oropharyngeal pain/
SORE THROAT

1 11SEP2020 11/2 1 No O NA R 
(12SEP2020)

N/N

GENRL Chills/
chills

2 23SEP2020 2/1 2 Yes NA R 
(23SEP2020)

N/N

Fatigue/
fatigue

2 23SEP2020 2/1 2 Yes NA R 
(23SEP2020)

N/N

MUSC Myalgia/
generalized muscle aches

2 23SEP2020 2/1 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1009 
10091166

3^ REPRO Breast cyst/
Left Breast Cysts

1 17SEP2020 8/C 1 No O NA N N/N

16-55/
C459100
1 1009 
10091171

3^ MUSC Back pain/
WORSENING LOWER BACK 

PAIN

1 15SEP2020 5/C 1 No O NA/TC N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pain in extremity/
BILATERAL LEG PAIN

1 15SEP2020 5/C 1 No O NA/TC N N/N

16-55/
C459100
1 1009 
10091175

3^ GENRL Chills/
chills

1 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)

N/N

Injection site pain/
soreness at injection site

1 15SEP2020 2/6 1 Yes NA R 
(20SEP2020)

N/N

GENRL Chills/
chills

2 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N

Pyrexia/
fever

2 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N

MUSC Myalgia/
generalized muscle pain

2 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1009 
10091194

3^ INFEC Bacterial vulvovaginitis/
Vaginal Bacterial Infection

1 30SEP2020 7/19 2 No O NA/TC R 
(18OCT2020)

N/N

GENRL Fatigue/
fatigue

2 16OCT2020 2/3 2 Yes NA/TC R 
(18OCT2020)

N/N

Injection site pain/
muscle pain at injection site

2 16OCT2020 2/3 2 Yes NA/TC R 
(18OCT2020)

N/N

NERV Headache/
headache

2 16OCT2020 2/3 2 Yes NA R 
(18OCT2020)

N/N

16-55/
C459100
1 1011 
10111035

3^ GENRL Fatigue/
Fatigue

1 19AUG2020 6/4 1 Yes NA R 
(22AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1011 
10111039

3^ GENRL Injection site erythema/
Injection site redness

1 14AUG2020 1/9 1 Yes NA R 
(22AUG2020)

N/N

16-55/
C459100
1 1011 
10111046

3^ GENRL Injection site bruising/
Bruise on left arm around the 

injection site

1 18AUG2020 2/5 1 Yes NA R 
(22AUG2020)

N/N

GENRL Pyrexia/
Fever 101.4

2 08SEP2020 1/3 1 Yes NA/TC R 
(10SEP2020)

N/N

MUSC Myalgia/
Generalized Muscle Aches

2 08SEP2020 1/3 1 Yes NA R 
(10SEP2020)

N/N

GENRL Chills/
Chills

2 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1011 
10111070

3^ EYE Eye pruritus/
Itchy Eyes

1 15SEP2020 28/10 1 No O NA R 
(24SEP2020)

N/N

RESP Nasal congestion/
Nasal Congestion

1 15SEP2020 28/10 1 No O NA R 
(24SEP2020)

N/N

RESP Respiratory tract congestion/
Chest Congestion

1 25SEP2020 38/4 1 No O NA R 
(28SEP2020)

N/N

16-55/
C459100
1 1011 
10111071

3^ GENRL Injection site pain/
Injection Site Pain

1 20AUG2020 1/3 1 Yes NA R 
(22AUG2020)

N/N

GENRL Chills/
Chills

2 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever 100.6

2 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

MUSC Myalgia/
Generalized myalgia

2 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

16-55/
C459100
1 1011 
10111079

3^ GENRL Chills/
Chills

2 10SEP2020 1/6 1 Yes NA R 
(15SEP2020)

N/N

Fatigue/
Fatigue

2 10SEP2020 1/6 1 Yes NA R 
(15SEP2020)

N/N

Pyrexia/
Fever 101.9

2 10SEP2020 1/6 1 Yes NA R 
(15SEP2020)

N/N

NERV Headache/
Headache

2 10SEP2020 1/6 1 Yes NA/TC R 
(15SEP2020)

N/N

16-55/
C459100
1 1011 
10111088

3^ INFEC Oral candidiasis/
Oral Thrush

1 03SEP2020 11/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1011 
10111107

3^ GENRL Chills/
Chills

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

Pyrexia/
Fever 101.5

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

MUSC Myalgia/
Generalized myalgia

2 17SEP2020 2/2 2 Yes NA/TC R 
(18SEP2020)

N/N

NERV Headache/
Headache

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1011 
10111116

3^ INFEC Labyrinthitis/
Inner Ear Infection

1 17SEP2020 22/9 1 No O NA/TC R 
(25SEP2020)

N/N

16-55/
C459100
1 1011 
10111117

3^ GENRL Chills/
Chills

2 18SEP2020 2/3 1 Yes NA R 
(20SEP2020)

N/N

Fatigue/
Fatigue

2 18SEP2020 2/3 1 Yes NA R 
(20SEP2020)

N/N

Pyrexia/
Fever 101.0

2 18SEP2020 2/3 1 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1011 
10111118

3^ MUSC Myalgia/
Left shoulder muscle pain

2 28SEP2020 11/C 1 Yes NA/TC N N/N

Myalgia/
Muscle pain left side of neck

2 28SEP2020 11/C 1 Yes NA/TC N N/N

16-55/
C459100
1 1011 
10111123

3^ GENRL Chills/
Chills

2 19SEP2020 2/1 1 Yes NA R 
(19SEP2020)

N/N

Pyrexia/
Fever 100.7

2 19SEP2020 2/1 1 Yes NA/TC RS 
(19SEP2020)

N/N

MUSC Myalgia/
Generalized myalgia

2 19SEP2020 2/3 1 Yes NA R 
(21SEP2020)

N/N

16-55/
C459100

3^ GENRL Chills/
Chills

2 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1011 
10111125

Pyrexia/
Fever

2 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

MUSC Myalgia/
Generalized myalgia

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1011 
10111129

3^ NERV Headache/
Headache

2 21SEP2020 1/1 2 Yes NA R 
(21SEP2020)

N/N

16-55/
C459100
1 1011 
10111154

3^ GENRL Chills/
Chills

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

Pyrexia/
Fever 100.4

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

MUSC Myalgia/
Generalized Muscle Aches

2 24SEP2020 1/3 1 Yes NA R 
(26SEP2020)

N/N

16-55/
C459100
1 1011 
10111170

3^ GENRL Chills/
Chills

2 29OCT2020 1/2 1 Yes NA R 
(30OCT2020)

N/N

Pyrexia/
Fever 100.00

2 29OCT2020 1/2 1 Yes NA/TC R 
(30OCT2020)

N/N

NERV Headache/
Headache

2 29OCT2020 1/2 1 Yes NA R 
(30OCT2020)

N/N

16-55/
C459100

3^ GENRL Fatigue/
Fatigue

1 21AUG2020 1/3 1 Yes NA R 
(23AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1012 
10121058

16-55/
C459100
1 1012 
10121065

3^ INJ&P Ligament sprain/
Left Ankle Sprain

1 30SEP2020 38/C 1 No CND NA/TC RG N/N

16-55/
C459100
1 1012 
10121073

3^ GENRL Chills/
CHILLS

2 14SEP2020 1/2 2 Yes NA R 
(15SEP2020)

N/N

Injection site pain/
RIGHT ARM INJECTION SITE 

PAIN

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

PSYCH Insomnia/
INSOMNIA

2 14SEP2020 1/1 2 Yes NA R 
(14SEP2020)

N/N

HEPAT Cholelithiasis/
Cholelithiasis

2 28SEP2020 15/C 2 No CND NA/TC N N/N

16-55/
C459100
1 1012 
10121079

3^ NERV Headache/
Intermittent Headaches

2 23SEP2020 9/C 1 No CND NA RG N/N

16-55/
C459100
1 1012 
10121085

3^ GENRL Injection site pain/
LEFT ARM INJECTION SITE 

PAIN

1 04SEP2020 1/3 1 Yes NA R 
(06SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 05SEP2020 2/2 1 Yes NA R 
(06SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 25SEP2020 1/4 1 Yes NA R 
(28SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Left Arm Injection Site Pain

2 25SEP2020 1/4 2 Yes NA R 
(28SEP2020)

N/N

Pyrexia/
Fever

2 25SEP2020 1/34 2 Yes NA R 
(28OCT2020)

N/N

16-55/
C459100
1 1012 
10121087

3^ GENRL Injection site pain/
LEFT ARM INJECTION SITE 

PAIN

2 16SEP2020 1/4 1 Yes NA R 
(19SEP2020)

N/N

GENRL Fatigue/
FATIGUE

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

Pain/
BODY ACHES

2 17SEP2020 2/2 2 Yes NA R 
(18SEP2020)

N/N

Pyrexia/
FEVER

2 17SEP2020 2/2 2 Yes NA/TC R 
(18SEP2020)

N/N

MUSC Arthralgia/
JOINT PAIN

2 17SEP2020 2/2 2 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1012 
10121095

3^ GENRL Fatigue/
Fatigue

1 07SEP2020 8/8 1 Yes NA R 
(14SEP2020)

N/N

NERV Dizziness/
Lightheadedness

1 07SEP2020 8/3 1 Yes NA R 
(09SEP2020)

N/N

16-55/
C459100
1 1012 
10121096

3^ INFEC Ear infection/
Bilateral Ear Infection

1 01SEP2020 2/10 2 No O NA/TC R 
(10SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
RIGHT ARM INJECTION SITE 

PAIN

1 01SEP2020 1/2 2 Yes NA R 
(02SEP2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 586

FDA-CBER-2021-5683-0126612



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1012 
10121101

GENRL Injection site pain/
Right Arm Injection Site Pain

2 24SEP2020 1/1 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1012 
10121103

3^ PSYCH Anxiety/
ANXIETY

2 22SEP2020 1/C 1 No O NA N N/Y

Post-traumatic stress disorder/
POST TRAUMATIC STRESS 

DISORDER

2 22SEP2020 1/C 1 No O NA N N/Y

16-55/
C459100
1 1012 
10121105

3^ GENRL Injection site swelling/
Right arm localized swelling at 

injection site

1 02SEP2020 2/3 1 Yes NA R 
(04SEP2020)

N/N

NERV Headache/
Headache

1 02SEP2020 2/1 1 Yes NA R 
(02SEP2020)

N/N

GENRL Injection site discolouration/
Right arm hyperpigmentation at 

injection site

1 05SEP2020 5/C 1 Yes NA RG N/N

GENRL Fatigue/
Fatigue

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

Injection site discolouration/
Hyperpigmentation at Injection 

Site

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

Injection site pain/
PAIN AT INJECTION SITE

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

Injection site swelling/
Swelling at Injection Site

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 587

FDA-CBER-2021-5683-0126613



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1012 
10121108

3^ GASTR Diarrhoea/
Diarrheal Episode

1 15SEP2020 15/1 1 No O NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1012 
10121111

3^ GASTR Nausea/
NAUSEA

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N

GENRL Chills/
CHILLS

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N

Injection site pain/
LEFT ARM INJECTION SITE 

PAIN

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N

Pyrexia/
FEVER

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N

GASTR Nausea/
NAUSEA

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

GENRL Chills/
CHILLS

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

Injection site pain/
LEFT ARM INJECTION SITE 

PAIN

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

Pyrexia/
FEVER

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1012 
10121118

3^ SURG Dental implantation/
Dental Implant Right Upper 

Molar

2 15OCT2020 25/1 1 No CND NA/TC R 
(15OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1012 
10121121

3^ GENRL Pyrexia/
FEVER

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

ENDO Basedow's disease/
GRAVE'S DISEASE

2 08OCT2020 18/C 1 No O NA/TC N N/N

16-55/
C459100
1 1012 
10121131

3^ GASTR Nausea/
NAUSEA

2 29SEP2020 1/3 1 Yes NA R 
(01OCT2020)

N/N

GENRL Chills/
CHILLS

2 29SEP2020 1/3 1 Yes NA R 
(01OCT2020)

N/N

Fatigue/
FATIGUE

2 29SEP2020 1/3 1 Yes NA R 
(01OCT2020)

N/N

Pyrexia/
FEVER

2 29SEP2020 1/3 2 Yes NA R 
(01OCT2020)

N/N

NERV Headache/
HEADACHE

2 29SEP2020 1/3 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1012 
10121132

3^ GENRL Injection site pain/
LEFT ARM INJECTION SITE 

PAIN

1 04SEP2020 1/3 1 Yes NA R 
(06SEP2020)

N/N

GENRL Chills/
Body Chills

2 23SEP2020 1/2 3 Yes NA R 
(24SEP2020)

N/N

NERV Headache/
Headache

2 24SEP2020 2/C 2 Yes NA/TC RG N/N

16-55/
C459100

3^ GENRL Injection site pain/
Left Arm Injection Site Pain

1 05SEP2020 2/1 1 Yes NA R 
(05SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1012 
10121137

EYE Diplopia/
Double Vision

2 26SEP2020 2/2 1 No CND NA R 
(27SEP2020)

N/N

GENRL Injection site pain/
Left Arm Injection Site Pain

2 26SEP2020 2/2 1 Yes NA/TC R 
(27SEP2020)

N/N

Pyrexia/
Fever

2 26SEP2020 2/2 1 Yes NA/TC R 
(27SEP2020)

N/N

16-55/
C459100
1 1012 
10121145

3^ GASTR Nausea/
Nausea

2 25SEP2020 1/3 2 Yes NA R 
(27SEP2020)

N/N

Vomiting/
Vomiting

2 25SEP2020 1/3 2 Yes NA R 
(27SEP2020)

N/N

GENRL Pain/
Body Aches

2 25SEP2020 1/3 2 Yes NA R 
(27SEP2020)

N/N

Pyrexia/
Fever

2 25SEP2020 1/3 1 Yes NA R 
(27SEP2020)

N/N

NERV Headache/
Headache

2 25SEP2020 1/C 2 Yes NA RG N/N

16-55/
C459100
1 1012 
10121146

3^ MUSC Myalgia/
MUSCLE ACHES

1 05SEP2020 1/4 2 Yes NA/TC R 
(08SEP2020)

N/N

MUSC Myalgia/
MUSCLE ACHES

2 28SEP2020 1/3 2 Yes NA/TC R 
(30SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
Arm Pain at Injection Site

2 29SEP2020 2/2 1 Yes NA R 
(30SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1012 
10121154

16-55/
C459100
1 1012 
10121162

3^ GENRL Injection site pain/
LEFT ARM INJECTION SITE 

PAIN

1 10SEP2020 2/4 1 Yes NA R 
(13SEP2020)

N/N

GASTR Nausea/
NAUSEA

2 02OCT2020 2/1 2 Yes NA R 
(02OCT2020)

N/N

GENRL Pyrexia/
FEVER

2 02OCT2020 2/32 1 Yes NA R 
(02NOV2020)

N/N

NERV Headache/
HEADACHE

2 02OCT2020 2/32 2 Yes NA/TC R 
(02NOV2020)

N/N

16-55/
C459100
1 1012 
10121163

3^ GENRL Injection site dermatitis/
LEFT UPPER ARM 

DERMATITIS AT INJECTION 
SITE

1 11SEP2020 3/C 2 Yes P/W RG N/N

PSYCH Insomnia/
INSOMNIA

1 12SEP2020 4/C 2 Yes NA/TC N N/N

INV Weight decreased/
WEIGHT LOSS

1 14SEP2020 6/21 3 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1012 
10121172

3^ EAR Vertigo/
Vertigo

2 21OCT2020 20/4 1 No O NA R 
(24OCT2020)

N/N

16-55/
C459100
1 1012 
10121173

3^ GENRL Injection site pain/
LEFT ARM INJECTION SITE 

PAIN

1 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
CHILLS

2 02OCT2020 2/2 2 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1012 
10121174

3^ GENRL Injection site pain/
LOCALIZED LEFT ARM PAIN 

AT INJECTION SITE

1 11SEP2020 2/4 2 Yes NA R 
(14SEP2020)

N/N

GENRL Chills/
CHILLS

2 01OCT2020 2/1 2 Yes NA R 
(01OCT2020)

N/N

Fatigue/
FATIGUE

2 01OCT2020 2/1 2 Yes NA R 
(01OCT2020)

N/N

Injection site pain/
LEFT ARM INJECTION SITE 

PAIN

2 01OCT2020 2/3 2 Yes NA R 
(03OCT2020)

N/N

Pain/
BODY ACHES

2 01OCT2020 2/1 2 Yes NA R 
(01OCT2020)

N/N

Pyrexia/
FEVER

2 01OCT2020 2/1 2 Yes NA/TC R 
(01OCT2020)

N/N

NERV Headache/
HEADACHE

2 01OCT2020 2/1 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1012 
10121178

3^ GENRL Chills/
CHILLS

2 08OCT2020 1/2 2 Yes NA R 
(09OCT2020)

N/N

Fatigue/
FATIGUE

2 08OCT2020 1/C 1 Yes NA RG N/N

Pain/
BODY ACHES

2 08OCT2020 1/2 2 Yes NA R 
(09OCT2020)

N/N

NERV Headache/
HEADACHE

2 08OCT2020 1/2 2 Yes NA R 
(09OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1012 
10121182

3^ GENRL Injection site pain/
LEFT ARM INJECTION SITE 

PAIN

1 12SEP2020 2/1 1 Yes NA R 
(12SEP2020)

N/N

GENRL Chills/
CHILLS

2 02OCT2020 1/2 2 Yes NA R 
(03OCT2020)

N/N

Fatigue/
FATIGUE

2 02OCT2020 1/3 1 Yes NA R 
(04OCT2020)

N/N

Injection site pain/
LEFT ARM INJECTION SITE 

PAIN

2 02OCT2020 1/4 1 Yes NA R 
(05OCT2020)

N/N

Pain/
BODY ACHES

2 02OCT2020 1/2 2 Yes NA R 
(03OCT2020)

N/N

GENRL Pyrexia/
FEVER

2 03OCT2020 2/1 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1012 
10121183

3^ GENRL Chills/
CHILLS

1 12SEP2020 2/1 1 Yes NA R 
(12SEP2020)

N/N

GENRL Chills/
CHILLS

2 03OCT2020 2/1 2 Yes NA R 
(03OCT2020)

N/N

MUSC Arthralgia/
JOINT PAIN

2 03OCT2020 2/1 2 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1012 
10121187

3^ NERV Paraesthesia/
Left Shoulder Tingling

2 23OCT2020 22/3 1 No O NA R 
(25OCT2020)

N/N

16-55/
C459100

3^ GENRL Fatigue/
Fatigue

2 03OCT2020 2/1 2 Yes NA R 
(03OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1012 
10121188

Pyrexia/
Fever

2 03OCT2020 2/1 2 Yes NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1013 
10131003

2^ GENRL Injection site pain/
PAIN AT INJECTION SITE

1 28JUL2020 1/11 1 Yes NA R 
(07AUG2020)

N/N

GENRL Injection site erythema/
REDNESS AT INJECTION 

SITE

1 09AUG2020 13/4 1 Yes NA R 
(12AUG2020)

N/N

16-55/
C459100
1 1013 
10131006

2^ MUSC Myalgia/
MUSCLE PAIN

1 04AUG2020 8/1 2 Yes NA R 
(04AUG2020)

N/N

16-55/
C459100
1 1013 
10131014

2^ GENRL Fatigue/
FATIGUE

1 31JUL2020 3/6 1 Yes NA R 
(05AUG2020)

N/N

16-55/
C459100
1 1013 
10131015

2^ GASTR Diarrhoea/
DIARRHEA

1 29JUL2020 1/8 1 Yes NA R 
(05AUG2020)

N/N

GENRL Fatigue/
FATIGUE

1 29JUL2020 1/8 2 Yes NA R 
(05AUG2020)

N/N

16-55/
C459100
1 1013 
10131021

2^ GASTR Diarrhoea/
DIARRHEA

1 13AUG2020 15/9 2 No O NA R 
(21AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1013 
10131032

2^ NERV Headache/
HEADACHE

1 05AUG2020 7/2 1 Yes NA R 
(06AUG2020)

N/N

16-55/
C459100
1 1013 
10131051

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 03AUG2020 1/4 1 Yes NA R 
(06AUG2020)

N/Y

NERV Headache/
HEADACHE

1 04AUG2020 2/5 1 Yes NA R 
(08AUG2020)

N/N

INJ&P Skin laceration/
LACERATION TO LEFT 

EYEBROW

2 01OCT2020 38/7 1 No O NA/TCN R 
(07OCT2020)

N/N

16-55/
C459100
1 1013 
10131055

3^ MUSC Arthralgia/
PAIN RIGHT SHOULDER

2 25AUG2020 2/3 2 Yes NA/TC R 
(27AUG2020)

N/N

INFEC Tooth abscess/
TOOTH ABSCESS

2 20OCT2020 58/16 1 No O NA/TC R 
(04NOV2020)

N/N

16-55/
C459100
1 1013 
10131059

3^ GENRL Fatigue/
FATIGUE

2 26AUG2020 2/1 3 Yes NA R 
(26AUG2020)

N/N

MUSC Myalgia/
MUSCLE PAIN

2 26AUG2020 2/1 2 Yes NA R 
(26AUG2020)

N/N

16-55/
C459100
1 1013 
10131067

3^ NERV Headache/
HEADACHE

1 08AUG2020 5/4 1 Yes NA R 
(11AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1013 
10131068

3^ INFEC Otitis media/
left middle ear infection

1 15AUG2020 12/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1013 
10131072

3^ MUSC Myalgia/
muscle pain left hip

1 05AUG2020 2/C 1 Yes NA RG N/N

16-55/
C459100
1 1013 
10131084

3^ GENRL Vascular stent occlusion/
OBSTRUCTED RENAL 

STENT (ARTERY)

2 01SEP2020 7/C 2 No O NA RG Y/N

16-55/
C459100
1 1013 
10131112

3^ GENRL Chills/
CHILLS

2 22SEP2020 1/2 2 Yes NA R 
(23SEP2020)

N/N

Pain/
BODY ACHES

2 22SEP2020 1/4 2 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1013 
10131113

3^ PSYCH Depression/
Recurrence of depression.

2 15SEP2020 15/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1013 
10131124

3^ VASC Hypertension/
HYPERTENSION

1 20AUG2020 10/C 1 No O NA/TC RG N/N

MUSC Bursitis/
BURSITIS LEFT SHOULDER

1 28AUG2020 18/1 1 No O NA/TC R 
(28AUG2020)

N/N

16-55/
C459100

3^ EAR Ear discomfort/
ear discomfort

1 26AUG2020 16/C 1 No O NA/TC RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1013 
10131125

16-55/
C459100
1 1013 
10131204

3^ GENRL Injection site pain/
INJECTIION SITE PAIN

1 18AUG2020 2/2 1 Yes NA R 
(19AUG2020)

N/N

16-55/
C459100
1 1013 
10131207

3^ GENRL Chills/
CHILLS

2 10SEP2020 2/1 2 Yes NA RS 
(10SEP2020)

N/N

Fatigue/
FATIGUE

2 10SEP2020 2/3 2 Yes NA R 
(12SEP2020)

N/N

Pain/
BODY ACHES

2 10SEP2020 2/2 2 Yes NA/TC R 
(11SEP2020)

N/N

Pyrexia/
FEVER

2 10SEP2020 2/8 2 Yes NA/TC R 
(17SEP2020)

N/N

GENRL Pain/
body aches

2 14SEP2020 6/2 3 Yes NA R 
(15SEP2020)

N/N

VASC Deep vein thrombosis/
DEEP VEIN THROMBOSIS 

RIGHT POPTIAL VEIN

2 23SEP2020 15/6 3 No O NA/TC RS 
(28SEP2020)

N/N

16-55/
C459100
1 1013 
10131209

3^ GENRL Injection site erythema/
REDNESS AT INJECTION 

SITE

2 08SEP2020 1/4 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1013 
10131215

3^ GENRL Injection site bruising/
1/2 CM BY 1/2 CM BRUISE AT 

INJECTION SITE

1 18AUG2020 1/13 1 Yes NA R 
(30AUG2020)

N/Y
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1013 
10131218

3^ GENRL Injection site pain/
INJECTION SITE PAIN

2 10SEP2020 2/3 2 Yes NA/TC R 
(12SEP2020)

N/N

Pyrexia/
LOW GRADE FEVER

2 10SEP2020 2/1 2 Yes NA/TC R 
(10SEP2020)

N/N

16-55/
C459100
1 1013 
10131221

3^ NERV Headache/
FRONTAL HEADACHES

2 10SEP2020 2/1 2 Yes NA/TC R 
(10SEP2020)

N/N

16-55/
C459100
1 1013 
10131225

3^ GENRL Chills/
CHILLIS

2 11SEP2020 3/2 1 Yes NA R 
(12SEP2020)

N/N

Pain/
BODY ACHES

2 11SEP2020 3/2 1 Yes NA/TC R 
(12SEP2020)

N/N

Pyrexia/
LOW GRADE FEVER

2 11SEP2020 3/2 2 Yes NA/TC R 
(12SEP2020)

N/N

16-55/
C459100
1 1013 
10131231

3^ GENRL Fatigue/
FATIGUE

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

Injection site pain/
INJECTION SITE PAIN

2 09SEP2020 1/2 2 Yes NA/TC R 
(10SEP2020)

N/N

16-55/
C459100
1 1013 
10131239

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 20AUG2020 2/1 2 Yes NA/TC R 
(20AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
FATIGUE

2 09OCT2020 30/2 1 No O NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1013 
10131245

3^ NERV Headache/
HEADACHE

2 10SEP2020 1/3 2 Yes NA/TC R 
(12SEP2020)

N/N

GENRL Fatigue/
FATIGUE

2 11SEP2020 2/2 2 Yes NA R 
(12SEP2020)

N/N

GENRL Injection site pain/
INJECTION SITE PAIN

2 14SEP2020 5/3 1 Yes NA R 
(16SEP2020)

N/N

Pyrexia/
FEVER

2 14SEP2020 5/2 2 Yes NA/TC R 
(15SEP2020)

N/N

16-55/
C459100
1 1013 
10131251

3^ GENRL Chills/
CHILLS

2 09SEP2020 2/4 2 Yes NA/TC R 
(12SEP2020)

N/N

MUSC Arthralgia/
JOINT PAIN

2 09SEP2020 2/4 2 Yes NA/TC R 
(12SEP2020)

N/N

16-55/
C459100
1 1013 
10131258

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 21AUG2020 2/5 1 Yes NA R 
(25AUG2020)

N/N

GENRL Chills/
CHILLS

2 11SEP2020 2/2 1 Yes NA R 
(12SEP2020)

N/N

Fatigue/
FATIGUE

2 11SEP2020 2/3 2 Yes NA R 
(13SEP2020)

N/N

Injection site pain/
INJECTION SITE PAIN

2 11SEP2020 2/3 2 Yes NA/TC R 
(13SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
LOW GRADE FEVER

2 11SEP2020 2/2 2 Yes NA/TC R 
(12SEP2020)

N/N

16-55/
C459100
1 1013 
10131259

3^ GENRL Injection site pain/
INJECTION SITE PAIN

2 11SEP2020 2/2 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1013 
10131264

3^ INV Blood pressure increased/
ELEVATED BLOOD 

PRESSURE

2 11SEP2020 2/4 1 No O NA R 
(14SEP2020)

N/N

16-55/
C459100
1 1013 
10131268

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 22AUG2020 3/3 2 Yes NA R 
(24AUG2020)

N/N

16-55/
C459100
1 1013 
10131271

3^ NERV Headache/
HEADACHE

2 17SEP2020 1/8 2 Yes NA R 
(24SEP2020)

N/N

GENRL Injection site swelling/
SWELLING AT INJECTION 

SITE

2 24SEP2020 8/2 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1013 
10131276

3^ GENRL Injection site pain/
INJECTION SITE PAIN

2 15SEP2020 2/3 2 Yes NA R 
(17SEP2020)

N/N

Pain/
BODY ACHES

2 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 24AUG2020 1/2 1 Yes NA R 
(25AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1013 
10131280

GENRL Chills/
INTERMITTENT CHILLS

2 16SEP2020 1/4 2 Yes NA RS 
(19SEP2020)

N/N

Pyrexia/
INTERMITTENT LOW 

GRADE FEVER

2 16SEP2020 1/4 1 Yes NA/TC R 
(19SEP2020)

N/N

16-55/
C459100
1 1013 
10131283

3^ GENRL Pain/
BODY ACHES

2 15SEP2020 2/2 2 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1013 
10131285

3^ GASTR Abdominal pain/
ABDOMINAL PAIN

1 26AUG2020 3/2 3 No O NA/TC R 
(27AUG2020)

N/N

GENRL Chills/
CHILLS

1 26AUG2020 3/2 1 Yes NA/TC R 
(27AUG2020)

N/N

16-55/
C459100
1 1013 
10131287

3^ GENRL Pyrexia/
FEVER

2 15SEP2020 2/2 2 Yes NA/TC R 
(16SEP2020)

N/N

16-55/
C459100
1 1013 
10131293

3^ GENRL Chills/
CHILLS

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

Pain/
BODY ACHES

2 15SEP2020 2/2 2 Yes NA/TC R 
(16SEP2020)

N/N

Pyrexia/
LOW GRADE FEVER

2 15SEP2020 2/2 2 Yes NA/TC R 
(16SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1013 
10131299

3^ GENRL Chills/
CHILLS

2 18SEP2020 4/2 2 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1013 
10131303

3^ GENRL Injection site haematoma/
INJECTION SITE 

HEMATOMA

2 18SEP2020 2/19 2 Yes NA R 
(06OCT2020)

N/N

GENRL Chills/
CHILLS

2 19OCT2020 33/2 1 Yes NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1013 
10131304

3^ GENRL Fatigue/
FATIGUE

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

Pain/
BODY ACHES

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1013 
10131305

3^ GENRL Injection site pain/
INJECTION SITE PAIN

2 20SEP2020 4/4 2 Yes NA/TC R 
(23SEP2020)

N/N

Pyrexia/
LOW GRADE FEVER

2 20SEP2020 4/2 2 Yes NA/TC R 
(21SEP2020)

N/N

16-55/
C459100
1 1013 
10131318

3^ SKIN Ingrowing nail/
RIGHT BIG TOE INGROWN 

TOE TAIL

1 04SEP2020 10/8 1 No O NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1013 
10131338

3^ GENRL Chills/
CHILLS

2 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GASTR Vomiting/
VOMITING

2 18SEP2020 2/1 1 Yes NA R 
(18SEP2020)

N/N

GENRL Pyrexia/
LOW GRADE FEVER

2 18SEP2020 2/2 2 Yes NA/TC R 
(19SEP2020)

N/N

NERV Headache/
HEADACHE

2 18SEP2020 2/3 2 Yes NA/TC R 
(20SEP2020)

N/N

16-55/
C459100
1 1013 
10131348

3^ GENRL Chills/
CHILLS

2 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

Pyrexia/
FEVER

2 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1013 
10131349

3^ INJ&P Procedural pain/
RIGHT ARM SORENESS 

SECONDARY TO INJECTION

2 17SEP2020 1/2 2 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1013 
10131355

3^ GENRL Chills/
CHILLS

2 22SEP2020 2/1 2 Yes NA/TC R 
(22SEP2020)

N/N

Pain/
BODY ACHES

2 22SEP2020 2/3 2 Yes NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1013 
10131357

3^ GENRL Chills/
CHILLS

2 21SEP2020 1/3 1 Yes NA R 
(23SEP2020)

N/N

Fatigue/
FATIGUE

2 21SEP2020 1/3 1 Yes NA R 
(23SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
INJECTION SITE PAIN

2 21SEP2020 1/4 2 Yes NA/TC R 
(24SEP2020)

N/N

Pyrexia/
LOW GRADE FEVER

2 21SEP2020 1/3 2 Yes NA/TC R 
(23SEP2020)

N/N

MUSC Arthralgia/
JOINT PAIN

2 21SEP2020 1/3 2 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1013 
10131361

3^ GENRL Chills/
CHILLS

2 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1013 
10131365

3^ INFEC Sinusitis/
SINUS INFECTION

1 16SEP2020 17/C 1 No O NA/TC RG N/N

MUSC Myalgia/
MILD MUSCLE ACHES

2 25SEP2020 5/3 1 Yes NA R 
(27SEP2020)

N/N

NERV Headache/
HEADACHE

2 25SEP2020 5/3 1 Yes NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1013 
10131371

3^ GASTR Nausea/
NAUSEA

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

GENRL Pain/
BODY ACHES

2 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1013 
10131377

3^ GENRL Chills/
CHILLS

2 23SEP2020 1/2 2 Yes NA R 
(24SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Fatigue/
FATIGUE

2 23SEP2020 1/3 2 Yes NA R 
(25SEP2020)

N/N

Pain/
LEFT UPPER BODY PAIN

2 23SEP2020 1/3 2 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1013 
10131385

3^ SKIN Rash/
RASH TO UPPER 

EXTREMITIES

2 26SEP2020 4/2 2 Yes NA/TC R 
(27SEP2020)

N/N

Rash/
RASH TO UPPER TORSO

2 26SEP2020 4/2 2 Yes NA/TC R 
(27SEP2020)

N/N

SKIN Rash/
RASH TO LOWER 

EXTREMITIES

2 27SEP2020 5/1 2 Yes NA/TC R 
(27SEP2020)

N/N

16-55/
C459100
1 1013 
10131388

3^ NERV Tension headache/
TENSION HEADACHE

1 10SEP2020 10/2 2 No O NA/TC R 
(11SEP2020)

N/N

16-55/
C459100
1 1013 
10131391

3^ MUSC Muscle tightness/
MUSCLE TIGHTNESS

2 22SEP2020 1/2 2 Yes NA R 
(23SEP2020)

N/N

NERV Headache/
HEADACHE

2 22SEP2020 1/2 2 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1013 
10131395

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 09SEP2020 9/2 1 Yes NA R 
(10SEP2020)

N/N

GENRL Injection site pain/
INJECTION SITE PAIN

2 22SEP2020 2/3 2 Yes NA R 
(24SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
LOW GRADE FEVER

2 22SEP2020 2/3 2 Yes NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1013 
10131405

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 04SEP2020 3/2 1 Yes NA R 
(05SEP2020)

N/N

GENRL Pyrexia/
LOW GRADE FEVER

2 24SEP2020 2/1 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1013 
10131406

3^ MUSC Intervertebral disc degeneration/
MILD L5-S1 DISC 
DEGENERATION

1 13SEP2020 12/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1013 
10131409

3^ NERV Dizziness/
LIGHTHEADEDNESS

1 02SEP2020 1/1 1 Yes NA R 
(02SEP2020)

N/N

Headache/
HEADACHE

1 02SEP2020 1/1 1 Yes NA/TC R 
(02SEP2020)

N/N

Lethargy/
LETHARGIC

1 02SEP2020 1/1 1 Yes NA R 
(02SEP2020)

N/N

NERV Dizziness/
LIGHTHEADEDNESS

2 23SEP2020 1/1 1 Yes NA R 
(23SEP2020)

N/N

Headache/
HEADACHE

2 23SEP2020 1/3 2 Yes NA/TC R 
(25SEP2020)

N/Y

Lethargy/
LETHARGIC

2 23SEP2020 1/3 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1013 
10131416

GENRL Chills/
CHILLS

1 03SEP2020 2/1 1 Yes NA R 
(03SEP2020)

N/N

Pain/
BODY ACHES

1 03SEP2020 2/1 1 Yes NA R 
(03SEP2020)

N/N

NERV Headache/
HEADACHE

1 03SEP2020 2/1 2 Yes NA/TC R 
(03SEP2020)

N/N

GENRL Injection site pain/
INJECTION SITE PAIN

2 23SEP2020 1/3 2 Yes NA/TC R 
(25SEP2020)

N/N

GENRL Chills/
CHILLS

2 24SEP2020 2/1 1 Yes NA/TC R 
(24SEP2020)

N/N

Pain/
BODY ACHES

2 24SEP2020 2/1 1 Yes NA/TC R 
(24SEP2020)

N/N

NERV Headache/
HEADACHE

2 24SEP2020 2/1 2 Yes NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1013 
10131419

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

NERV Headache/
HEADACHE

1 03SEP2020 2/1 2 Yes NA R 
(03SEP2020)

N/N

GENRL Malaise/
MALAISE

1 07SEP2020 6/10 1 Yes NA R 
(16SEP2020)

N/N

GENRL Injection site pain/
INJECTION SITE PAIN

2 23SEP2020 1/3 1 Yes NA R 
(25SEP2020)

N/N

GENRL Chills/
CHILLS

2 24SEP2020 2/1 2 Yes NA R 
(24SEP2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 607

FDA-CBER-2021-5683-0126633



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
HEADACHE

2 24SEP2020 2/1 2 Yes NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1013 
10131423

3^ GENRL Injection site pain/
INJECTION SITE PAIN

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1013 
10131424

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 04SEP2020 2/3 2 Yes NA/TC R 
(06SEP2020)

N/N

Pain/
BODY ACHES

1 04SEP2020 2/3 2 Yes NA/TC R 
(06SEP2020)

N/N

16-55/
C459100
1 1013 
10131427

3^ SKIN Pruritus/
ITCHING ON ARMS AND 

LEGS

1 08SEP2020 6/26 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1013 
10131438

3^ GENRL Chills/
CHILLS

2 22SEP2020 1/3 1 Yes NA R 
(24SEP2020)

N/N

Injection site pain/
INJECTION SITE PAIN

2 22SEP2020 1/3 1 Yes NA R 
(24SEP2020)

N/N

NERV Headache/
HEADACHE

2 22SEP2020 1/3 1 Yes NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1013 
10131445

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
INJECTION SITE PAIN

2 02OCT2020 2/3 2 Yes NA/TC R 
(04OCT2020)

N/N

NERV Headache/
HEADACHE

2 02OCT2020 2/2 2 Yes NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1013 
10131448

3^ GENRL Injection site pain/
INJECTION SITE PAIN

2 28SEP2020 1/4 2 Yes NA/TC R 
(01OCT2020)

N/N

Pyrexia/
FEVER

2 28SEP2020 1/2 2 Yes NA/TC R 
(29SEP2020)

N/N

GASTR Nausea/
NAUSEA

2 29SEP2020 2/1 1 Yes NA R 
(29SEP2020)

N/N

GENRL Chills/
CHILLS

2 29SEP2020 2/2 1 Yes NA R 
(30SEP2020)

N/N

Fatigue/
FATIGUE

2 29SEP2020 2/2 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1013 
10131451

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 08SEP2020 1/4 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1013 
10131463

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 09SEP2020 2/1 1 Yes NA/TC R 
(09SEP2020)

N/N

GENRL Injection site pain/
INJECTION SITE PAIN

1 28SEP2020 21/1 1 Yes NA/TC R 
(28SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 09SEP2020 2/3 1 Yes NA R 
(11SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1013 
10131469

16-55/
C459100
1 1013 
10131470

3^ GASTR Nausea/
NAUSEA

1 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

GENRL Fatigue/
FATIGUE

1 09SEP2020 2/3 2 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1013 
10131472

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

GENRL Chills/
CHILLS

1 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

Pain/
BODY ACHES

1 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

GENRL Injection site pain/
INJECTION SITE PAIN

2 30SEP2020 1/1 1 Yes NA R 
(30SEP2020)

N/N

Pain/
BODY ACHES

1 30SEP2020 22/1 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1013 
10131476

3^ GENRL Injection site pain/
INJECTION SITE PAIN

2 28SEP2020 1/C 2 Yes NA/TC RG N/N

GENRL Chills/
CHILLS

2 29SEP2020 2/2 1 Yes NA/TC R 
(30SEP2020)

N/N

Pain/
BODY ACHES

2 29SEP2020 2/2 1 Yes NA/TC R 
(30SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1013 
10131486

3^ GENRL Injection site pain/
INJECTION PAIN

1 09SEP2020 1/3 1 Yes NA R 
(11SEP2020)

N/N

GENRL Injection site pain/
INJECTION PAIN

2 30SEP2020 1/3 1 Yes NA R 
(02OCT2020)

N/Y

16-55/
C459100
1 1013 
10131492

3^ GENRL Injection site pain/
INJECTION PAIN

1 10SEP2020 2/1 2 Yes NA/TC R 
(10SEP2020)

N/N

GENRL Fatigue/
FATIGUE

2 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1013 
10131493

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

GENRL Injection site pain/
INJECTION SITE PAIN

2 29SEP2020 2/3 1 Yes NA/TC R 
(01OCT2020)

N/N

MUSC Arthralgia/
LEFT SHOULDER PAIN

2 29SEP2020 2/2 2 Yes NA/TC R 
(30SEP2020)

N/N

GASTR Diarrhoea/
DIARRHEA

2 30SEP2020 3/2 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1013 
10131499

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 10SEP2020 1/1 1 Yes NA R 
(10SEP2020)

N/Y

GENRL Injection site pain/
INJECTION SITE PAIN

2 30SEP2020 1/1 1 Yes NA R 
(30SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1013
10131500

3^ GENRL Injection site pain/
Injection site pain

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1013 
10131507

3^ GENRL Injection site pain/
INJECTION SITE PAIN

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1013 
10131513

3^ NERV Headache/
HEADACHE

2 01OCT2020 2/2 2 Yes NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 1013 
10131514

3^ GENRL Chills/
CHILLS

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

GENRL Injection site pain/
INJECTION SITE PAIN

1 11SEP2020 2/3 2 Yes NA R 
(13SEP2020)

N/N

GENRL Pyrexia/
LOW GRADE FEVER

1 12SEP2020 3/1 1 Yes NA/TC R 
(12SEP2020)

N/N

GENRL Injection site pain/
INJECTION PAIN

2 01OCT2020 2/2 2 Yes NA/TC R 
(02OCT2020)

N/N

GENRL Fatigue/
FATIGUE

2 02OCT2020 3/2 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1013 
10131515

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1013 
10131518

3^ SKIN Rash erythematous/
2 RASH ON CHEST 

(PRURITIS AND REDDENED)

1 11SEP2020 2/1 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1013 
10131529

3^ NERV Headache/
HEADACHE

1 15SEP2020 2/15 1 No O NA/TC R 
(29SEP2020)

N/N

16-55/
C459100
1 1013 
10131533

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

Pyrexia/
FEVER

1 16SEP2020 2/3 2 Yes NA/TC R 
(18SEP2020)

N/N

GENRL Injection site pain/
INJECTION SITE PAIIN

2 06OCT2020 2/3 1 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1013 
10131534

3^ GENRL Chills/
Chills

1 16SEP2020 2/2 2 Yes NA R 
(17SEP2020)

N/N

Injection site pain/
INJECTION SITE PAIN

1 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

Pain/
BODY ACHES

1 16SEP2020 2/4 2 Yes NA/TC R 
(19SEP2020)

N/N

16-55/
C459100
1 1013 
10131546

3^ GENRL Chills/
CHILLS

2 07OCT2020 2/1 1 Yes NA R 
(07OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
HEADACHE

2 07OCT2020 2/C 1 Yes NA RG N/N

16-55/
C459100
1 1013 
10131553

3^ METAB Hypercholesterolaemia/
HYPERCHOLESTEROLEMIA

2 20OCT2020 15/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1013 
10131556

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 06OCT2020 2/4 1 Yes NA/TC R 
(09OCT2020)

N/N

Pyrexia/
Fever

2 06OCT2020 2/3 1 Yes NA/TC R 
(08OCT2020)

N/N

NERV Headache/
Headache

2 06OCT2020 2/1 1 Yes NA/TC R 
(06OCT2020)

N/N

16-55/
C459100
1 1013 
10131557

3^ INJ&P Ligament sprain/
ANKLE SPRAIN RIGHT

1 26SEP2020 11/17 2 No O NA/TC R 
(12OCT2020)

N/N

16-55/
C459100
1 1013 
10131563

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1013 
10131567

3^ GENRL Fatigue/
FATIGUE

1 17SEP2020 1/5 2 Yes NA R 
(21SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1013 
10131568

3^ GENRL Fatigue/
FATIGUE

1 18SEP2020 2/3 2 Yes NA R 
(20SEP2020)

N/N

MUSC Myalgia/
ACHING UPPER BODY 
MUSCLES BILATERAL 

ARMS

1 18SEP2020 2/3 1 Yes NA R 
(20SEP2020)

N/N

Myalgia/
ACHING UPPER BODY 
MUSCLES BILATERAL 

SHOULDERS

1 18SEP2020 2/3 1 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1013 
10131569

3^ GENRL Injection site pain/
MUSCLE SORENESS AT 

INJECTION SITE

1 18SEP2020 2/4 2 Yes NA R 
(21SEP2020)

N/N

MUSC Myalgia/
MUSCLE ACHES

1 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

GENRL Injection site pain/
INJECTION SITE PAIN

2 08OCT2020 1/4 1 Yes NA R 
(11OCT2020)

N/N

NERV Dizziness/
DIZZINESS

2 28OCT2020 21/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1013 
10131571

3^† GENRL Injection site pain/
PAIN INJECTION SITE

2 07OCT2020 1/3 2 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1013 
10131580

3^ GENRL Injection site pain/
Injection site pain

1 18SEP2020 2/3 1 Yes NA R 
(20SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

1 18SEP2020 2/1 2 Yes NA/TC R 
(18SEP2020)

N/N

GENRL Injection site pain/
INJECTION SITE PAIN

2 07OCT2020 2/3 1 Yes NA R 
(09OCT2020)

N/N

Pain/
BODY ACHES

2 07OCT2020 2/4 1 Yes NA R 
(10OCT2020)

N/N

NERV Headache/
HEADACHE

2 07OCT2020 2/4 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1013 
10131581

3^ GENRL Fatigue/
FATIGUE

1 17SEP2020 1/3 1 Yes NA R 
(19SEP2020)

N/N

Injection site pain/
INJECTION SITE PAIN

1 17SEP2020 1/3 1 Yes NA R 
(19SEP2020)

N/N

GENRL Chills/
CHILLS

2 09OCT2020 2/2 1 Yes NA R 
(10OCT2020)

N/N

Pyrexia/
FEVER

2 09OCT2020 2/2 1 Yes NA R
(10OCT2020)

N/N

16-55/
C459100
1 1013 
10131599

3^ GENRL Injection site pain/
INJECTION SITE PAIN

2 12OCT2020 1/2 1 Yes NA R 
(13OCT2020)

N/N

16-55/
C459100
1 1013 
10131600

3^ GENRL Injection site pain/
PAIN AT INJECTION SITE

1 21SEP2020 1/3 2 Yes NA R 
(23SEP2020)

N/N

GENRL Injection site pain/
PAIN AT INJECTION SITE

2 12OCT2020 1/3 1 Yes NA R 
(14OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

RESP Nasal congestion/
NASAL CONGESTION

2 12OCT2020 1/3 1 Yes NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1013 
10131601

3^ GENRL Injection site pain/
INJECTION SITE PAIN

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

GENRL Fatigue/
FATIGUE

2 14OCT2020 2/2 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1013 
10131603

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 23SEP2020 2/3 2 Yes NA/TC R 
(25SEP2020)

N/N

RESP Oropharyngeal pain/
SORE THROAT

1 25SEP2020 4/2 1 Yes NA R 
(26SEP2020)

N/N

GASTR Diarrhoea/
DIARRHEA

1 28SEP2020 7/2 1 Yes NA/TC R 
(29SEP2020)

N/N

16-55/
C459100
1 1013 
10131607

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 23SEP2020 2/3 2 Yes NA/TC R 
(25SEP2020)

N/N

MUSC Myalgia/
MUSCLE PAIN

1 23SEP2020 2/3 2 Yes NA/TC R 
(25SEP2020)

N/N

16-55/
C459100
1 1013 
10131612

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100

3^† GENRL Injection site pain/
INJECTION SITE PAIN

1 24SEP2020 2/4 1 Yes NA R 
(27SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1013 
10131614

GENRL Fatigue/
FATIGUE

2 14OCT2020 1/2 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1013 
10131633

3^ GENRL Pain/
BODY ACHES

1 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N

Pyrexia/
LOW GRADE FEVER

1 06OCT2020 2/2 1 Yes NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1013 
10131637

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 06OCT2020 1/C 1 Yes NA RG N/N

MUSC Arthralgia/
JOINT PAIN

1 06OCT2020 1/C 1 Yes NA RG N/N

GENRL Injection site pain/
INJECTION SITE PAIN

2 26OCT2020 1/3 1 Yes NA R 
(28OCT2020)

N/N

GENRL Injection site swelling/
INJECTION SITE SWELLING

2 27OCT2020 2/2 1 Yes NA R 
(28OCT2020)

N/N

Pyrexia/
LOW GRADE FEVER

2 27OCT2020 2/1 1 Yes NA R 
(27OCT2020)

N/N

NERV Headache/
HEADACHE

2 27OCT2020 2/1 1 Yes NA R 
(27OCT2020)

N/N

16-55/
C459100
1 1013 
10131643

3^ NERV Headache/
FRONTAL HEADACHE

1 06OCT2020 1/2 2 Yes NA R 
(07OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

PSYCH Insomnia/
INSOMNIA

1 06OCT2020 1/2 2 Yes NA R 
(07OCT2020)

N/N

GENRL Fatigue/
FATIGUE

2 27OCT2020 2/2 1 Yes NA R 
(28OCT2020)

N/N

MUSC Arthralgia/
GENERALIZED JOINT PAIN

2 27OCT2020 2/1 1 Yes NA R 
(27OCT2020)

N/N

Myalgia/
MUSCLE PAIN

2 27OCT2020 2/1 1 Yes NA R 
(27OCT2020)

N/N

16-55/
C459100
1 1013 
10131645

3^ GENRL Chills/
CHILLS

2 27OCT2020 2/2 1 Yes NA R 
(28OCT2020)

N/N

Pain/
BODY ACHES

2 27OCT2020 2/2 1 Yes NA R 
(28OCT2020)

N/N

16-55/
C459100
1 1013 
10131657

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 07OCT2020 1/2 1 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1013 
10131664

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 08OCT2020 1/3 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1013 
10131666

3^ INJ&P Ligament rupture/
TORN LIGAMENTS TO LEFT 

FOOT

1 09OCT2020 2/C 2 No O NA/TC RG N/N

16-55/
C459100

3^ MUSC Pain in extremity/
Leg pain

2 05SEP2020 2/2 1 No O NA R 
(06SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1015 
10151015

16-55/
C459100
1 1015 
10151017

3^ NERV Syncope/
syncope*

14AUG2020 1/1 1 No O NA/TCN R 
(14AUG2020)

N/N

16-55/
C459100
1 1015 
10151023

3^ GASTR Diarrhoea/
Diarrhea

1 21AUG2020 8/1 1 Yes NA R 
(21AUG2020)

N/N

16-55/
C459100
1 1015 
10151035

3^ BLOOD Lymphadenopathy/
Swollen lymph node - left armpit 

axillary

2 04SEP2020 1/5 1 Yes NA R 
(08SEP2020)

N/N

16-55/
C459100
1 1015 
10151041

3^ GASTR Abdominal pain upper/
Stomach cramps

1 08SEP2020 23/2 1 No CD NA R 
(09SEP2020)

N/N

Nausea/
Nausea

1 08SEP2020 23/2 1 No CD NA R 
(09SEP2020)

N/N

16-55/
C459100
1 1015 
10151045

3^ GASTR Diarrhoea/
Diarrhea

1 17AUG2020 1/1 1 Yes NA R 
(17AUG2020)

N/N

16-55/
C459100
1 1015 
10151046

3^ GENRL Chills/
Chills

2 12SEP2020 5/2 1 Yes NA R 
(13SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever

2 12SEP2020 5/2 1 Yes NA R 
(13SEP2020)

N/N

MUSC Myalgia/
Muscle Aches

2 12SEP2020 5/2 1 Yes NA R 
(13SEP2020)

N/N

16-55/
C459100
1 1015 
10151047

3^ EYE Corneal irritation/
Right corneal irritation

1 17AUG2020 1/4 2 No O NA R 
(20AUG2020)

N/N

GENRL Shoulder injury related to 
vaccine administration/

SIRVA - shoulder injury related 
to vaccine administration

2 09SEP2020 1/C 3 Yes NA RG Y/N

16-55/
C459100
1 1015 
10151049

3^ RESP Oropharyngeal pain/
Sore throat

2 21SEP2020 13/2 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1015 
10151051

3^ GENRL Injection site pain/
Soreness of injection site arm

2 08SEP2020 1/3 1 Yes NA R 
(10SEP2020)

N/N

Pyrexia/
Fever 101.2

2 08SEP2020 1/3 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1015 
10151054

3^ GENRL Malaise/
general malaise

2 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

Pyrexia/
low grade fever (100.0 F)

2 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1015 
10151055

3^ GENRL Fatigue/
Fatigue

2 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

INV Body temperature increased/
Increased temperature of 99 

degrees Fahrenheit

2 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

16-55/
C459100
1 1015 
10151061

3^ GENRL Fatigue/
Fatigue

2 09SEP2020 1/3 2 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1015 
10151063

3^ GENRL Injection site pain/
Soreness at injection site

1 19AUG2020 1/2 1 Yes NA R 
(20AUG2020)

N/Y

16-55/
C459100
1 1015 
10151068

3^ GENRL Vaccination site pain/
Pain in arm at site of tetanus shot

2 28OCT2020 49/2 1 No CD NA R 
(29OCT2020)

N/N

16-55/
C459100
1 1015 
10151077

3^ GENRL Fatigue/
Fatigue

1 21AUG2020 2/3 1 Yes NA R 
(23AUG2020)

N/N

Injection site pain/
Soreness over the injection ste

1 21AUG2020 2/3 1 Yes NA R 
(23AUG2020)

N/N

MUSC Arthralgia/
Shoulder pain located lateral to 
deltoid muscle, near acromion.

2 09SEP2020 1/C 1 Yes NA/TC RG N/N

16-55/
C459100

3^ GENRL Fatigue/
Fatigue

2 11SEP2020 1/3 1 Yes NA R 
(13SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1015 
10151081

16-55/
C459100
1 1015 
10151082

3^ GENRL Injection site pain/
Soreness at injection site

1 21AUG2020 1/2 1 Yes NA R 
(22AUG2020)

N/N

16-55/
C459100
1 1015 
10151083

3^ GENRL Fatigue/
Fatigue

2 11SEP2020 1/3 1 Yes NA R 
(13SEP2020)

N/N

Injection site pain/
Arm soreness at injection site

2 11SEP2020 1/3 1 Yes NA R 
(13SEP2020)

N/N

16-55/
C459100
1 1015 
10151084

3^ GENRL Fatigue/
Fatigue

2 11SEP2020 1/4 1 Yes NA/TC R 
(14SEP2020)

N/N

Injection site pain/
Pain at injection site

2 11SEP2020 1/4 1 Yes NA/TC R 
(14SEP2020)

N/N

Pyrexia/
Fever

2 11SEP2020 1/4 1 Yes NA/TC R 
(14SEP2020)

N/N

NERV Headache/
Headache

2 12SEP2020 2/3 1 Yes NA/TC R 
(14SEP2020)

N/N

16-55/
C459100
1 1015 
10151089

3^ BLOOD Lymphadenopathy/
Swollen left axillary lymph node

2 11SEP2020 1/8 1 Yes NA R 
(18SEP2020)

N/N

GENRL Pyrexia/
Fever

2 11SEP2020 1/3 1 Yes NA/TC R 
(13SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INJ&P Procedural pain/
Whole arm pain - received 

injection

2 11SEP2020 1/3 1 Yes NA/TC R 
(13SEP2020)

N/N

16-55/
C459100
1 1015 
10151092

3^ GENRL Pyrexia/
Fever T 100.3F

2 16SEP2020 3/2 1 Yes NA/TC R 
(17SEP2020)

N/N

16-55/
C459100
1 1015 
10151101

3^ METAB Gout/
Gout

2 01OCT2020 17/12 1 Yes NA/TC R 
(12OCT2020)

N/N

16-55/
C459100
1 1015 
10151102

3^ GENRL Chills/
Chills

2 16SEP2020 2/2 2 Yes NA R 
(17SEP2020)

N/N

Injection site pain/
Soreness at injection site

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 16SEP2020 2/2 2 Yes NA/TC R 
(17SEP2020)

N/N

16-55/
C459100
1 1015 
10151115

3^ GENRL Injection site pain/
Injection site soreness

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

GENRL Malaise/
General malaise

2 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1015 
10151116

3^ GENRL Injection site pain/
Injection site pain

2 21SEP2020 1/C 1 Yes NA RG N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 624

FDA-CBER-2021-5683-0126650



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1015 
10151122

3^ MUSC Pain in extremity/
Soreness in left arm

1 26AUG2020 1/4 2 Yes NA R 
(29AUG2020)

N/Y

GENRL Chest discomfort/
Tightness in chest

1 07SEP2020 13/3 1 No O NA R 
(09SEP2020)

N/N

GENRL Injection site pain/
Soreness in injection site

2 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/Y

GASTR Diarrhoea/
Diarrhea

2 19OCT2020 34/2 1 No O NA R 
(20OCT2020)

N/N

Vomiting/
Vomitting

2 19OCT2020 34/2 1 No O NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1015 
10151130

3^ GENRL Injection site pain/
Injection site pain

2 17SEP2020 1/3 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1015 
10151131

3^ GENRL Vessel puncture site induration/
3mm induration in left 
antecubital area at the 

phlebotomy site

1 28AUG2020 2/C 1 No O NA RG N/N

16-55/
C459100
1 1015 
10151132

3^ GENRL Injection site pain/
Soreness at injection site

2 17SEP2020 1/2 1 Yes NA/TC R 
(18SEP2020)

N/N

Pain/
Body aches

2 17SEP2020 1/2 1 Yes NA/TC R 
(18SEP2020)

N/N

Pyrexia/
Fever 101.2

2 17SEP2020 1/2 1 Yes NA/TC R
(18SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

2 17SEP2020 1/2 1 Yes NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1015 
10151134

3^ EAR Vertigo/
Worsening and continuing 

episode of Veritgo

1 28AUG2020 2/C 2 Yes P RG N/N

GASTR Diarrhoea/
Diarrhea

1 28AUG2020 2/1 1 Yes NA R 
(28AUG2020)

N/N

Nausea/
Nausea

1 28AUG2020 2/5 1 Yes NA R 
(01SEP2020)

N/N

NERV Headache/
Headache

1 28AUG2020 2/5 1 Yes NA R 
(01SEP2020)

N/N

16-55/
C459100
1 1015 
10151139

3^ RESP Nasal congestion/
Nasal congestion

2 29SEP2020 12/C 1 No O NA RG N/N

16-55/
C459100
1 1015 
10151143

3^ GENRL Chills/
Chills

2 23SEP2020 1/2 1 Yes NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1015 
10151148

3^ GASTR Diarrhoea/
Single episode of diarrhea

1 02SEP2020 3/1 1 Yes NA R 
(02SEP2020)

N/N

GENRL Injection site pain/
Injection site soreness

2 23SEP2020 2/C 1 Yes NA RG N/N

16-55/
C459100

3^ GENRL Fatigue/
Fatigue

1 31AUG2020 1/2 1 Yes NA R 
(01SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1015 
10151153

GENRL Fatigue/
Fatigue

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1015 
10151154

3^ GENRL Fatigue/
Fatigue

2 23SEP2020 2/2 2 Yes NA R 
(24SEP2020)

N/N

Injection site pain/
Soreness at injection site

2 23SEP2020 2/2 2 Yes NA R 
(24SEP2020)

N/N

Pyrexia/
Fever

2 23SEP2020 2/2 2 Yes NA/TC R 
(24SEP2020)

N/N

MUSC Myalgia/
Muscle aches

2 23SEP2020 2/2 2 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1015 
10151157

3^ GENRL Pain/
Body aches

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

Pyrexia/
Fever - 99.2

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1015 
10151161

3^ GENRL Injection site pain/
Soreness of injection site

1 01SEP2020 1/3 1 Yes NA R 
(03SEP2020)

N/N

Pyrexia/
Low grade temperature

1 01SEP2020 1/3 1 Yes NA R 
(03SEP2020)

N/N

NERV Headache/
Headache

1 01SEP2020 1/3 3 Yes NA R 
(03SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Pyrexia/
Fever - 100.7

2 21SEP2020 1/1 1 Yes NA/TC R 
(21SEP2020)

N/Y

INJ&P Procedural pain/
Whole arm pain - received IP

2 21SEP2020 1/3 2 Yes NA/TC R 
(23SEP2020)

N/Y

MUSC Myalgia/
Myalgias

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1015 
10151166

3^ MUSC Myalgia/
Upper left arm pain - pain in the 
deltoid, bicep and tripep muscles 

with movement

1 02SEP2020 1/C 1 Yes NA RG N/Y

16-55/
C459100
1 1015 
10151167

3^ GENRL Injection site pain/
Arm injection site sorness (Pain)

1 03SEP2020 2/3 1 Yes NA R 
(05SEP2020)

N/N

Pyrexia/
Fever

1 03SEP2020 2/3 1 Yes NA R 
(05SEP2020)

N/N

NERV Headache/
Headache

1 03SEP2020 2/C 1 Yes NA RG N/N

GENRL Chills/
Chills

2 22SEP2020 1/3 1 Yes NA/TC R 
(24SEP2020)

N/N

Injection site pain/
Injection site soreness

2 22SEP2020 1/3 1 Yes NA/TC R 
(24SEP2020)

N/N

Pyrexia/
Fever - 102.0

2 22SEP2020 1/3 1 Yes NA/TC R 
(24SEP2020)

N/N

MUSC Myalgia/
Muscle aches

2 22SEP2020 1/3 1 Yes NA/TC R 
(24SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
Injection site soreness

1 02SEP2020 1/3 3 Yes NA/TC R 
(04SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1015 
10151170

16-55/
C459100
1 1015 
10151171

3^ GENRL Fatigue/
Fatigue

2 23SEP2020 1/4 2 Yes NA/TC R 
(26SEP2020)

N/N

Injection site pain/
Soreness at injection site

2 23SEP2020 1/3 2 Yes NA/TC R 
(25SEP2020)

N/N

Pyrexia/
Fever - 99.6

2 23SEP2020 1/4 2 Yes NA/TC R 
(26SEP2020)

N/N

MUSC Myalgia/
Muscle aches

2 23SEP2020 1/4 2 Yes NA/TC R 
(26SEP2020)

N/N

16-55/
C459100
1 1015 
10151174

3^ GENRL Fatigue/
Fatigue

1 03SEP2020 1/2 1 Yes NA R 
(04SEP2020)

N/Y

Injection site pain/
Pain at injection site

1 03SEP2020 1/2 1 Yes NA R 
(04SEP2020)

N/Y

Pyrexia/
Fever 99.5

1 03SEP2020 1/2 1 Yes NA R 
(04SEP2020)

N/Y

GENRL Chills/
Chills

2 23SEP2020 1/3 1 Yes NA R 
(25SEP2020)

N/N

Fatigue/
Fatigue

2 23SEP2020 1/3 1 Yes NA R 
(25SEP2020)

N/N

Pyrexia/
Fever 102.6

2 23SEP2020 1/2 2 Yes NA R 
(24SEP2020)

N/N

GENRL Pyrexia/
Fever 100.2

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1015 
10151175

3^ GENRL Injection site pain/
Injection site sorness in left arm

1 03SEP2020 1/C 1 Yes NA RG N/N

16-55/
C459100
1 1015 
10151176

3^ GENRL Chills/
Chills

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

Fatigue/
Fatigue

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

Injection site pain/
Soreness at injection site

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

NERV Headache/
Headache

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1015 
10151177

3^ GENRL Injection site pain/
Soreness at injection site

1 03SEP2020 1/3 1 Yes NA R 
(05SEP2020)

N/Y

Pyrexia/
Mild fever

1 03SEP2020 1/2 1 Yes NA R 
(04SEP2020)

N/Y

GENRL Chills/
Chills

2 25SEP2020 1/3 2 Yes NA/TC R 
(27SEP2020)

N/N

Injection site pain/
Muscle pain at injection site

2 25SEP2020 1/3 2 Yes NA/TC R 
(27SEP2020)

N/N

Pain/
Body aches

2 25SEP2020 1/3 2 Yes NA/TC R 
(27SEP2020)

N/N

Pyrexia/
Fever - 100.0

2 25SEP2020 1/3 2 Yes NA/TC R 
(27SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

2 25SEP2020 1/3 2 Yes NA/TC R 
(27SEP2020)

N/N

16-55/
C459100
1 1015 
10151184

3^ GENRL Pain/
Body aches

1 04SEP2020 1/2 1 Yes NA/TC R 
(05SEP2020)

N/Y

Pyrexia/
Fever - 99.4

1 04SEP2020 1/2 1 Yes NA/TC R 
(05SEP2020)

N/Y

GENRL Pyrexia/
Fever - 99.0

2 25SEP2020 1/2 2 Yes NA/TC R 
(26SEP2020)

N/N

MUSC Myalgia/
Muscle pain

2 25SEP2020 1/2 2 Yes NA/TC R 
(26SEP2020)

N/N

NERV Headache/
Headache

2 25SEP2020 1/2 2 Yes NA/TC R 
(26SEP2020)

N/N

16-55/
C459100
1 1015 
10151185

3^ GENRL Injection site pain/
Soreness at injection site

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/Y

16-55/
C459100
1 1015 
10151187

3^ GENRL Injection site paraesthesia/
Tingling at injection site, down 

arm

1 07SEP2020 1/C 1 Yes NA RG N/N

GENRL Fatigue/
Fatigue

2 28SEP2020 1/4 2 Yes NA R 
(01OCT2020)

N/N

Injection site pain/
Soreness at injection site

2 28SEP2020 1/4 2 Yes NA R 
(01OCT2020)

N/N

Pyrexia/
Fever 99.9

2 28SEP2020 1/4 2 Yes NA R 
(01OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Generalized muscle aches

2 28SEP2020 1/4 2 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1015 
10151188

3^ GENRL Fatigue/
Fatigue

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

Pyrexia/
Fever 100.3

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

MUSC Myalgia/
Muscel aches

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1015 
10151192

3^ GENRL Injection site pain/
Soreness at injection site

1 07SEP2020 1/4 1 Yes NA R 
(10SEP2020)

N/Y

GENRL Pyrexia/
Fever - 101.0

2 29SEP2020 2/2 2 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1015 
10151199

3^ GENRL Injection site pain/
Soreness at injection site

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

16-55/
C459100
1 1015 
10151203

3^ GENRL Chills/
Chills

2 30SEP2020 1/2 1 Yes NA/TC R 
(01OCT2020)

N/N

Injection site pain/
Soreness of injection site

2 30SEP2020 1/2 1 Yes NA/TC R 
(01OCT2020)

N/N

SKIN Rash/
Rash - both shins

2 15OCT2020 16/6 2 No O NA R 
(20OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

SKIN Rash/
Rash - left knee

2 25OCT2020 26/C 2 No O NA/TC N N/N

GENRL Peripheral swelling/
Right lower leg swollen

2 26OCT2020 27/C 2 No O NA/TC N N/N

16-55/
C459100
1 1015 
10151205

3^ RESP Rhinorrhoea/
Nasal discharge

1 10SEP2020 2/8 3 No O NA/TC R 
(17SEP2020)

N/N

16-55/
C459100
1 1015 
10151207

3^ GENRL Fatigue/
Fatigue

2 29SEP2020 1/2 1 Yes NA/TC R 
(30SEP2020)

N/N

NERV Headache/
Worsening headache

2 29SEP2020 1/1 1 Yes NA/TC R 
(29SEP2020)

N/Y

16-55/
C459100
1 1015 
10151210

3^ GENRL Chills/
Chills

2 01OCT2020 1/3 1 Yes NA/TC R 
(03OCT2020)

N/N

Fatigue/
Fatigue

2 01OCT2020 1/3 1 Yes NA/TC R 
(03OCT2020)

N/N

NERV Headache/
Headache

2 01OCT2020 1/3 1 Yes NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1015 
10151211

3^ GENRL Injection site pain/
Soreness at injection site

1 10SEP2020 1/2 1 Yes NA/TC R 
(11SEP2020)

N/N

NERV Migraine/
Migraine

1 17SEP2020 8/3 2 No O NA/TC R 
(19SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
Soreness at injection site

2 01OCT2020 1/C 1 Yes NA/TC RG N/Y

16-55/
C459100
1 1015 
10151214

3^ GENRL Fatigue/
Fatigue

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

MUSC Myalgia/
Muscle ache near chest area

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

NERV Headache/
Headache

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1015 
10151217

3^ NERV Migraine/
Worsening Migraine

1 11SEP2020 1/3 1 Yes NA/TC R 
(13SEP2020)

N/N

GENRL Pyrexia/
Fever

1 12SEP2020 2/1 1 Yes NA/TC R 
(12SEP2020)

N/N

16-55/
C459100
1 1015 
10151221

3^ GENRL Injection site pain/
Pain at injection site

2 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1015 
10151222

3^ GENRL Chills/
Chills

2 09OCT2020 3/C 2 Yes NA N N/N

Pyrexia/
Fever - 100.7

2 09OCT2020 3/C 2 Yes NA N N/N

MUSC Pain in extremity/
Sore arm - whole arm received 

investigational product

2 09OCT2020 3/C 2 Yes NA N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1015 
10151224

3^ INJ&P Vaccination complication/
Sore arm - whole arm where IP 

vaccine was received

1 23SEP2020 1/3 1 Yes NA R 
(25SEP2020)

N/N

GENRL Injection site pain/
Pain at injectin site

2 14OCT2020 1/4 1 Yes NA/TC R 
(17OCT2020)

N/N

16-55/
C459100
1 1015 
10151225

3^ NERV Dizziness/
Dizziness

2 08OCT2020 1/5 1 Yes NA R 
(12OCT2020)

N/N

16-55/
C459100
1 1015 
10151226

3^ GENRL Fatigue/
Fatigue

2 10OCT2020 2/2 1 Yes NA/TC R 
(11OCT2020)

N/N

MUSC Myalgia/
Muscle aches

2 10OCT2020 2/2 1 Yes NA/TC R 
(11OCT2020)

N/N

16-55/
C459100
1 1015 
10151229

3^ GASTR Diarrhoea/
Diarrhea

2 13OCT2020 7/1 1 No O NA R 
(13OCT2020)

N/N

16-55/
C459100
1 1015 
10151231

3^ GENRL Swelling face/
Swollen face

2 01NOV2020 19/1 1 No O NA/TC R 
(01NOV2020)

N/N

SKIN Pruritus/
Itching all over body

2 01NOV2020 19/1 1 No O NA/TC R 
(01NOV2020)

N/N

16-55/
C459100
1 1015 
10151233

3^ GENRL Injection site pain/
Injection site pain

1 24SEP2020 1/3 1 Yes NA/TC R 
(26SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INV Body temperature increased/
Increased temperature - 99.0

1 24SEP2020 1/2 1 Yes NA/TC R 
(25SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 14OCT2020 1/C 2 Yes NA N N/N

Pyrexia/
Increased fever from 99.0 to 

100.4

2 14OCT2020 1/C 2 Yes NA N N/N

INJ&P Administration related reaction/
Sore arm - whole arm that 

received IP

2 14OCT2020 1/C 2 Yes NA N N/N

NERV Headache/
Headache

2 14OCT2020 1/C 2 Yes NA N N/N

16-55/
C459100
1 1015 
10151234

3^ GENRL Asthenia/
Low enerygy

2 15OCT2020 2/2 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1015 
10151241

3^ INJ&P Vaccination complication/
Sore arm - Whole arm where IP 

vaccine was received

1 07OCT2020 1/4 1 Yes NA R 
(10OCT2020)

N/N

NERV Headache/
Headache

1 12OCT2020 6/1 1 No O NA R 
(12OCT2020)

N/N

GENRL Chills/
Chills

2 29OCT2020 2/2 1 Yes NA R 
(30OCT2020)

N/N

Injection site pain/
Injection site pain

2 29OCT2020 2/2 1 Yes NA R 
(30OCT2020)

N/N

16-55/
C459100

2^ MUSC Muscle spasms/
Back Muscle Cramp

2 04SEP2020 18/3 3 No O NA/TC/TCN R 
(06SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1016 
10161009

16-55/
C459100
1 1016 
10161020

3^ INFEC Urinary tract infection/
Urinary Tract Infection

2 08SEP2020 21/7 1 No O NA/TC R 
(14SEP2020)

N/N

16-55/
C459100
1 1016 
10161028

3^ SKIN Dermatitis contact/
Contact dermatitis

1 08AUG2020 6/8 2 No O NA/TC R 
(15AUG2020)

N/N

16-55/
C459100
1 1016 
10161031

3^ GASTR Salivary gland calculus/
Left Parotid Sialolithiasis

2 21SEP2020 29/2 1 No O NA/TC R 
(22SEP2020)

N/N

16-55/
C459100
1 1016 
10161054

3^ INFEC Herpes zoster/
zoster without 

complications(shingles)

2 06SEP2020 13/C 1 No O NA/TC N N/N

SKIN Dermatitis contact/
contact dermatitis, right thigh 

and right side of neck

2 06SEP2020 13/C 1 No O NA/TC N N/N

16-55/
C459100
1 1016 
10161057

3^ VASC Lymphoedema/
lymphedema

2 19SEP2020 24/5 2 No O NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1016 
10161080

3^ MUSC Neck pain/
cervicalgia

2 21SEP2020 26/3 1 No O NA R 
(23SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1016 
10161087

3^ GENRL Injection site swelling/
injection site swelling

1 10AUG2020 1/10 3 Yes P/TC R 
(19AUG2020)

N/N

16-55/
C459100
1 1016 
10161093

3^ EYE Vision blurred/
Blurry vision in Left Eye

2 08SEP2020 8/C 1 No O NA/TC N N/N

16-55/
C459100
1 1016 
10161107

3^ GASTR Nausea/
Nausea

2 04SEP2020 4/2 1 Yes NA R 
(05SEP2020)

N/N

RESP Oropharyngeal pain/
Sore Throat

2 04SEP2020 4/2 1 Yes NA R 
(05SEP2020)

N/N

16-55/
C459100
1 1016 
10161126

3^ MUSC Back pain/
Low Back Pain

1 17AUG2020 4/4 2 No O NA/TC R 
(20AUG2020)

N/N

16-55/
C459100
1 1016 
10161154

3^ GENRL Pyrexia/
fever

2 11SEP2020 2/1 1 Yes NA/TC R 
(11SEP2020)

N/N

16-55/
C459100
1 1016 
10161181

3^ GENRL Injection site pain/
Injection Site Pain

1 26AUG2020 2/1 1 Yes NA R 
(26AUG2020)

N/N

MUSC Arthralgia/
Joint Pain, Generalized

1 26AUG2020 2/1 1 Yes NA R 
(26AUG2020)

N/N

Myalgia/
Generalized Muscle Pain

1 26AUG2020 2/1 1 Yes NA R 
(26AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1016 
10161186

3^ GENRL Injection site pain/
injection site pain

2 15SEP2020 1/2 1 Yes NA/TC R 
(16SEP2020)

N/N

16-55/
C459100
1 1016 
10161192

3^ INFEC Sinusitis/
sinusitis

2 08OCT2020 23/4 1 No O NA/TC R 
(11OCT2020)

N/N

16-55/
C459100
1 1016 
10161193

3^ GENRL Chills/
chills

2 15SEP2020 1/1 2 Yes NA R 
(15SEP2020)

N/N

MUSC Myalgia/
muscle pain

2 15SEP2020 1/1 2 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1016 
10161210

3^ GASTR Vomiting/
vomiting

2 21SEP2020 1/3 1 Yes NA R 
(23SEP2020)

N/N

GENRL Chills/
chills

2 21SEP2020 1/3 1 Yes NA R 
(23SEP2020)

N/N

Pyrexia/
fever

2 21SEP2020 1/3 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1016 
10161216

3^ INJ&P Radius fracture/
Left Radial Head Fracture

1 04SEP2020 4/C 2 No O NA/TCN N N/N

16-55/
C459100
1 1016 
10161218

3^ GENRL Chills/
chills

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Fatigue/
fatigue

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

MUSC Myalgia/
muscle pain, unknown

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1016 
10161226

3^ GASTR Nausea/
nausea

2 23SEP2020 1/3 1 Yes NA R 
(25SEP2020)

N/N

GENRL Chills/
chills

2 23SEP2020 1/3 1 Yes NA R 
(25SEP2020)

N/N

Pyrexia/
fever

2 23SEP2020 1/3 1 Yes NA/TC R 
(25SEP2020)

N/N

16-55/
C459100
1 1016 
10161230

3^ GENRL Chills/
chills

2 24SEP2020 2/2 2 Yes NA R 
(25SEP2020)

N/N

Pyrexia/
fever

2 24SEP2020 2/2 2 Yes NA/TC R 
(25SEP2020)

N/N

MUSC Myalgia/
muscle pain

2 24SEP2020 2/2 2 Yes NA/TC R 
(25SEP2020)

N/N

GENRL Vessel puncture site haematoma/
hematoma at blood draw site

2 21OCT2020 29/C 1 No O NA N N/N

16-55/
C459100
1 1016 
10161231

3^ RESP Nasal congestion/
nasal congestion

1 11SEP2020 10/4 1 No O NA/TC R 
(14SEP2020)

N/N

SKIN Rash/
diffuse rash(everywhere but 
more on neck,chest,back)

1 11SEP2020 10/4 1 No O NA/TC R 
(14SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1016 
10161245

3^ PSYCH Depression/
worsening depression

1 10SEP2020 7/C 1 No O NA/TC N N/N

GENRL Injection site pain/
injection site pain

2 24SEP2020 1/4 2 Yes NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1016 
10161248

3^ GENRL Pyrexia/
fever

2 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1016 
10161268

3^ INJ&P Skin laceration/
laceration to nose

2 25OCT2020 27/C 1 No O NA N N/N

16-55/
C459100
1 1016 
10161276

3^ SKIN Dermatitis contact/
contact dermatitis on bilateral 

lower legs

2 26OCT2020 28/C 1 No O NA/TC N N/N

16-55/
C459100
1 1016 
10161277

3^ CARD Atrial fibrillation/
atrial fibrillation

2 09OCT2020 8/4 2 No O NA/TC R 
(12OCT2020)

Y/N

16-55/
C459100
1 1016 
10161289

3^ GENRL Chills/
chills

1 18SEP2020 1/3 2 Yes NA/TC R 
(20SEP2020)

N/N

Pyrexia/
fever

1 18SEP2020 1/3 1 Yes NA/TC R 
(20SEP2020)

N/N

INJ&P Concussion/
concussion

2 31OCT2020 25/C 2 No O NA RG N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 641

FDA-CBER-2021-5683-0126667



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Facial bones fracture/
facial fractures

2 31OCT2020 25/C 3 No O NA/TC RG Y/N

Road traffic accident/
motor vehicle accident

2 31OCT2020 25/1 3 No O NA R 
(31OCT2020)

N/N

16-55/
C459100
1 1016 
10161300

3^ GENRL Pyrexia/
Fever

2 17OCT2020 2/2 1 Yes NA R 
(18OCT2020)

N/N

16-55/
C459100
1 1018 
10181028

3^ NERV Cervical radiculopathy/
cervical radiculopathy C5-C6

1 12AUG2020 10/14 2 No O NA/TC/TCN R 
(25AUG2020)

N/N

16-55/
C459100
1 1018 
10181039

3^ INFEC Upper respiratory tract infection/
Upper respiratory infection

1 18AUG2020 16/20 1 No O NA/TC R 
(06SEP2020)

N/N

16-55/
C459100
1 1018 
10181049

3^ INJ&P Ligament sprain/
Right Ankle Sprain

1 15AUG2020 12/2 1 No O NA/TC R 
(16AUG2020)

N/N

16-55/
C459100
1 1018 
10181050

3^ GASTR Food poisoning/
Food Poisoning

1 01SEP2020 29/3 1 No O NA R 
(03SEP2020)

N/N

16-55/
C459100
1 1018 
10181062

3^ EYE Dry eye/
Right Eye Dryness

1 08AUG2020 4/15 1 No O NA R 
(22AUG2020)

N/N

INJ&P Contusion/
Right third finger contusion

1 21AUG2020 17/8 2 No O NA/TCN R 
(28AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Arthralgia/
right ankle pain

1 23AUG2020 19/8 2 No O NA R 
(30AUG2020)

N/N

NERV Presyncope/
Vasovagal Reaction (to Blood 

draw)

2 25SEP2020 31/1 1 No O NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1018 
10181064

3^ INFEC Hordeolum/
Hordeolum

2 12SEP2020 15/7 2 No O NA/TC/TCN R 
(18SEP2020)

N/N

16-55/
C459100
1 1018 
10181081

3^ INFEC Paronychia/
Left Hallux Ingrown Toenail 

(Infected)

1 14AUG2020 10/C 2 No O NA/TC/TCN RG N/N

16-55/
C459100
1 1018 
10181084

3^ GENRL Fatigue/
Fatigue

2 26AUG2020 1/9 1 Yes NA R 
(03SEP2020)

N/N

GENRL Chest pain/
Sharp Pain, Mid-Sternal

2 27AUG2020 2/1 1 No O NA R 
(27AUG2020)

N/N

16-55/
C459100
1 1018 
10181089

3^ GENRL Pain/
Body aches/pains, Full body

2 28AUG2020 2/1 3 Yes NA/TC R 
(28AUG2020)

N/N

NERV Headache/
headache

2 28AUG2020 2/1 3 Yes NA R 
(28AUG2020)

N/N

16-55/
C459100
1 1018 
10181118

3^ GENRL Medical device pain/
Pain in mouth due to dental 

implant

1 31AUG2020 22/3 1 No O NA/TC R 
(02SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1018 
10181120

3^ GASTR Abdominal pain/
Abdominal Pain

1 24AUG2020 15/7 1 No O NA/TC R 
(30AUG2020)

N/N

16-55/
C459100
1 1018 
10181133

3^ SURG Wisdom teeth removal/
Wisdom tooth extraction

1 20AUG2020 9/1 1 No O NA/TC R 
(20AUG2020)

N/N

16-55/
C459100
1 1018 
10181144

3^ NERV Headache/
Headache

2 11SEP2020 2/14 2 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1018 
10181145

3^ NERV Headache/
Headache

2 14SEP2020 12/1 1 No O NA R 
(14SEP2020)

N/N

SKIN Dermatitis allergic/
Allergic reaction (entire body), 

rash

2 14SEP2020 12/2 2 No O NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1018 
10181159

3^ UNC LOWER BACK PAIN AND 
BILATERAL LOWER 

EXTREMITY PAIN WITH 
RADICULAR 

PARESTHESIA@@/
Lower back pain and bilateral 

lower extremity pain with 
radicular paresthesia

2 20OCT2020 47/C 2 Yes NA/TC RG Y/N

16-55/
C459100

3^ GENRL Fatigue/
Fatigue

2 10SEP2020 2/2 2 Yes NA R 
(11SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1018 
10181174

16-55/
C459100
1 1018 
10181182

3^ GENRL Injection site pain/
Injection Site Pain, Left deltoid

1 19AUG2020 2/2 1 Yes NA R 
(20AUG2020)

N/N

16-55/
C459100
1 1018 
10181184

3^ INJ&P Ligament sprain/
Back Sprain/Strain

2 01OCT2020 22/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1018 
10181185

3^ GENRL Injection site pain/
Pain at the injection side - Left 

Shoulder

2 09SEP2020 1/3 1 Yes NA/TC R 
(11SEP2020)

N/N

INV Body temperature increased/
Elevation of Body temperature 

98.7 F

2 09SEP2020 1/3 1 Yes NA/TC R 
(11SEP2020)

N/N

MUSC Arthralgia/
Generalized Joints Pain

2 09SEP2020 1/3 1 Yes NA/TC R 
(11SEP2020)

N/N

16-55/
C459100
1 1018 
10181186

3^ GASTR Faeces soft/
Soft Stools

2 02SEP2020 1/6 1 Yes NA R 
(07SEP2020)

N/N

Nausea/
Nausea

2 02SEP2020 1/6 1 Yes NA R 
(07SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 02SEP2020 1/8 1 Yes NA R 
(09SEP2020)

N/N

NERV Headache/
Headache

2 02SEP2020 1/1 1 Yes NA/TC R 
(02SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

RESP Nasal congestion/
Nasal Congestion

2 28SEP2020 27/18 2 No O NA/TC R 
(15OCT2020)

N/N

16-55/
C459100
1 1018 
10181188

3^ GENRL Injection site pain/
Injection site tenderness

1 19AUG2020 1/3 1 Yes NA R 
(21AUG2020)

N/N

16-55/
C459100
1 1018 
10181195

3^ GENRL Injection site pain/
Injection site pain

1 21AUG2020 1/2 1 Yes NA R 
(22AUG2020)

N/N

Injection site swelling/
Swelling at injection site

1 21AUG2020 1/1 1 Yes NA R 
(21AUG2020)

N/N

16-55/
C459100
1 1018 
10181199

3^ GENRL Injection site swelling/
Injection Site swelling

1 11SEP2020 22/2 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1018 
10181200

3^ GENRL Injection site erythema/
Injection Site Redness

1 21AUG2020 1/2 2 Yes NA R 
(22AUG2020)

N/N

Injection site pain/
Injection Site Pain

1 21AUG2020 1/2 2 Yes NA R 
(22AUG2020)

N/N

Injection site swelling/
Injection Site Swelling

1 21AUG2020 1/2 2 Yes NA R 
(22AUG2020)

N/N

GENRL Chills/
Chills

2 11SEP2020 2/2 1 Yes NA/TC R 
(12SEP2020)

N/N

Pain/
Body Aches

2 11SEP2020 2/2 1 Yes NA/TC R 
(12SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever - 102.1

2 11SEP2020 2/2 3 Yes NA/TC R 
(12SEP2020)

N/N

NERV Headache/
Headache

2 11SEP2020 2/2 1 Yes NA/TC R 
(12SEP2020)

N/N

16-55/
C459100
1 1018 
10181201

3^ GENRL Injection site pain/
Injection Site Pain

1 21AUG2020 1/2 1 Yes NA R 
(22AUG2020)

N/N

NERV Headache/
Headache

1 21AUG2020 1/2 1 Yes NA R 
(22AUG2020)

N/N

GENRL Chills/
Chills

1 22AUG2020 2/2 1 Yes NA R 
(23AUG2020)

N/N

Pyrexia/
Fever

1 22AUG2020 2/2 1 Yes NA R 
(23AUG2020)

N/N

16-55/
C459100
1 1018 
10181206

3^ GASTR Nausea/
Nausea

2 13SEP2020 2/2 1 Yes NA R 
(14SEP2020)

N/N

GENRL Chills/
Chills

2 13SEP2020 2/2 1 Yes NA R 
(14SEP2020)

N/N

Pyrexia/
Fever

2 13SEP2020 2/2 1 Yes NA/TC R 
(14SEP2020)

N/N

NERV Headache/
Headache

2 13SEP2020 2/2 1 Yes NA/TC R 
(14SEP2020)

N/N

16-55/
C459100
1 1018 
10181207

3^ GENRL Injection site pain/
Injection site soreness

1 23AUG2020 2/7 1 Yes NA/TC R 
(29AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INJ&P Post procedural discomfort/
Nasal swab site discomfort right 

nostril

1 23AUG2020 2/12 1 No O NA R 
(03SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 11SEP2020 1/3 2 Yes NA R 
(13SEP2020)

N/N

Injection site pain/
Soreness at the injection site

2 11SEP2020 1/5 1 Yes NA/TC R 
(15SEP2020)

N/N

GENRL Pyrexia/
Fever - 100.5 F

2 12SEP2020 2/1 1 Yes NA/TC RS 
(12SEP2020)

N/N

16-55/
C459100
1 1018 
10181208

3^ GENRL Pyrexia/
Fever 101.0

2 12SEP2020 2/2 1 Yes NA/TC R 
(13SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 13SEP2020 3/C 1 Yes NA RG N/N

NERV Headache/
Headache

2 13SEP2020 3/C 1 Yes NA/TC RG N/N

16-55/
C459100
1 1018 
10181215

3^ GENRL Injection site pain/
Soreness at the injection side

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

Pain/
Body aches

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

Pyrexia/
Fever 100.9

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1018 
10181221

3^ SKIN Pruritus allergic/
Pruritus, extremities (Food or 

Cosmetics)

2 26SEP2020 2/4 1 No O NA R 
(29SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

SKIN Urticaria/
Urticaria, extremities

2 27SEP2020 3/2 2 No O NA R 
(28SEP2020)

N/N

16-55/
C459100
1 1018 
10181222

3^ NERV Headache/
Headache

1 29AUG2020 1/1 1 Yes NA/TC R 
(29AUG2020)

N/Y

GENRL Injection site pain/
Mild injection site pain

1 30AUG2020 2/1 1 Yes NA R 
(30AUG2020)

N/N

16-55/
C459100
1 1018 
10181224

3^ GENRL Injection site pain/
Injection site pain

1 30AUG2020 2/4 1 Yes NA R 
(02SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 19SEP2020 2/5 2 Yes NA R 
(23SEP2020)

N/N

Pyrexia/
Low-Grade Fever

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

MUSC Myalgia/
Muscle Pain

2 19SEP2020 2/4 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1018 
10181226

3^ GENRL Fatigue/
Fatigue

1 30AUG2020 2/4 2 Yes NA R 
(02SEP2020)

N/N

Pyrexia/
Fever

1 30AUG2020 2/1 1 Yes NA R 
(30AUG2020)

N/N

MUSC Pain in extremity/
Arm pain, left side

1 30AUG2020 2/6 2 Yes NA/TC R 
(04SEP2020)

N/N

NERV Headache/
Headache

1 30AUG2020 2/1 1 Yes NA R 
(30AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Pyrexia/
Fever

2 18SEP2020 1/2 1 Yes NA/TC R 
(19SEP2020)

N/N

GASTR Nausea/
Nausea

2 19SEP2020 2/1 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1018 
10181228

3^ NERV Headache/
Headache

1 20SEP2020 21/3 1 Yes NA/TC R 
(22SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 21SEP2020 1/1 1 Yes NA R 
(21SEP2020)

N/N

Injection site pain/
Soreness at the injection site

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1018 
10181230

3^ NERV Headache/
Headache

1 06SEP2020 7/2 2 Yes NA/TC R 
(07SEP2020)

N/N

GENRL Chills/
Chills

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

MUSC Arthralgia/
Joint Aches

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1018 
10181234

3^ VASC Hypertension/
Worsening Hypertension

2 07OCT2020 14/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1018 
10181238

3^ GENRL Fatigue/
Fatigue

1 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Pain, injection site

1 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/N

GENRL Chills/
Chills

1 02SEP2020 2/1 1 Yes NA R 
(02SEP2020)

N/N

NERV Headache/
Headache

1 02SEP2020 2/1 1 Yes NA/TC R 
(02SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

NERV Headache/
Headache

2 25SEP2020 2/1 2 Yes NA R 
(25SEP2020)

N/N

SKIN Urticaria/
Urticaria, Bilateral Arms 

progressing to lower extremities

2 25SEP2020 2/C 2 Yes NA/TC RG N/N

16-55/
C459100
1 1018 
10181244

3^ GENRL Chills/
Chills

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1018 
10181246

3^ GENRL Pyrexia/
Fever

2 26SEP2020 2/1 1 Yes NA/TC R 
(26SEP2020)

N/N

INV Blood pressure increased/
Elevated Blood Pressure

2 27OCT2020 33/C 1 No O NA N N/N

16-55/
C459100
1 1018 
10181247

3^ METAB Hyperlipidaemia/
Hyperlipidemia

2 20OCT2020 26/C 1 No O NA/TC N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INV Blood pressure increased/
Elevated Blood Pressure without 

Dx of Hypertension

2 27OCT2020 33/C 1 No O NA N N/N

16-55/
C459100
1 1018 
10181256

3^ NERV Headache/
Headache

1 02SEP2020 1/6 1 Yes NA R 
(07SEP2020)

N/N

GENRL Injection site pain/
Injection Pain

1 03SEP2020 2/3 1 Yes NA R 
(05SEP2020)

N/N

GENRL Chills/
Chill

2 24SEP2020 2/3 1 Yes NA R 
(26SEP2020)

N/N

Injection site pain/
Injection Pain

2 24SEP2020 2/3 1 Yes NA R 
(26SEP2020)

N/N

NERV Headache/
Headache

2 24SEP2020 2/4 1 Yes NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1018 
10181261

3^ GENRL Pyrexia/
Fever, low grade

2 24SEP2020 2/1 1 Yes NA/TC R 
(24SEP2020)

N/N

MUSC Myalgia/
Muscle aches

2 24SEP2020 2/1 1 Yes NA/TC R 
(24SEP2020)

N/N

NERV Migraine/
migraine

2 08OCT2020 16/2 1 No CD NA/TC R 
(09OCT2020)

N/N

16-55/
C459100
1 1018 
10181267

3^ VASC Hypertension/
Worsening of hypertension

2 12OCT2020 18/8 1 No O NA/TC R 
(19OCT2020)

N/N

16-55/
C459100

3^ GENRL Pain/
Body aches

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1018 
10181279

Pyrexia/
Fever, low grade

2 02OCT2020 1/2 1 Yes NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1018 
10181283

3^ GENRL Injection site pain/
Soreness at the Left Shoulder -

Injection site

1 12SEP2020 1/3 1 Yes NA R 
(14SEP2020)

N/N

16-55/
C459100
1 1018 
10181284

3^ GENRL Fatigue/
fatigue

2 02OCT2020 1/1 1 Yes NA R 
(02OCT2020)

N/N

GENRL Injection site pain/
injection site pain

2 03OCT2020 2/2 1 Yes NA R
(04OCT2020)

N/N

16-55/
C459100
1 1018 
10181287

3^ GENRL Injection site pain/
Soreness at injection site

1 15SEP2020 2/1 1 Yes NA/TC R 
(15SEP2020)

N/N

GENRL Injection site pain/
Soreness at injection site

2 05OCT2020 1/5 1 Yes NA/TC R 
(09OCT2020)

N/N

16-55/
C459100
1 1018 
10181288

3^ GASTR Diarrhoea/
diarrhea

1 15SEP2020 2/1 1 No O NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1018 
10181294

3^ GASTR Palatal disorder/
Palate irritation

1 17SEP2020 3/5 1 No O NA R 
(21SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

RESP Paranasal sinus discomfort/
Sinus pressure

1 17SEP2020 3/1 1 No O NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1018 
10181295

3^ REPRO Erectile dysfunction/
erectile dysfunction

1 18SEP2020 3/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1018 
10181305

3^ GASTR Diarrhoea/
Loose Stool

1 27SEP2020 7/1 1 No O NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1019 
10191047

3^ GENRL Injection site pain/
Injection Pain Moderate

2 08SEP2020 1/2 2 Yes NA R 
(09SEP2020)

N/N

GENRL Injection site pain/
Injection Pain Mild

2 09SEP2020 2/1 1 Yes NA R 
(09SEP2020)

N/N

16-55/
C459100
1 1019 
10191063

3^ NERV Head discomfort/
Head Pressure

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1019 
10191140

3^ RESP Asthma/
Worsening of Asthma

2 12OCT2020 22/6 1 No O NA R 
(17OCT2020)

N/N

16-55/
C459100
1 1019 
10191159

3^ GENRL Chills/
Chills

2 26SEP2020 2/1 1 Yes NA R 
(26SEP2020)

N/N

Fatigue/
Fatigue

2 26SEP2020 2/1 1 Yes NA R 
(26SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1019 
10191175

3^ GENRL Pain/
Moderate Body Aches

1 10SEP2020 2/6 2 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1019 
10191206

3^ GENRL Pain/
Body Aches

2 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1019 
10191215

3^ BLOOD Lymphadenopathy/
Axial Lymph Node Swelling 

Left

1 03OCT2020 2/3 1 Yes NA R 
(05OCT2020)

N/N

GENRL Injection site pain/
Left arm site injection pain

1 03OCT2020 2/3 1 Yes NA R 
(05OCT2020)

N/N

GENRL Chills/
chills

2 22OCT2020 1/3 1 Yes NA R 
(24OCT2020)

N/N

Fatigue/
Fatigue

2 22OCT2020 1/3 1 Yes NA R 
(24OCT2020)

N/N

Injection site pain/
L Arm Pain Injection Site

2 22OCT2020 1/3 1 Yes NA R 
(24OCT2020)

N/N

16-55/
C459100
1 1019 
10191242

3^ GENRL Injection site pain/
Injection Site Pain

1 01OCT2020 2/3 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1019 
10191249

3^ GASTR Nausea/
Nausea

2 24OCT2020 2/2 1 Yes NA R 
(25OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
Fatigue

2 24OCT2020 2/2 1 Yes NA R 
(25OCT2020)

N/N

Pain/
Body Aches

2 24OCT2020 2/2 1 Yes NA R 
(25OCT2020)

N/N

16-55/
C459100
1 1019 
10191254

3^ INFEC Urinary tract infection/
Urinary Tract Infection

1 15OCT2020 11/10 3 No O NA R 
(24OCT2020)

Y/N

NEOPL Benign pancreatic neoplasm/
Serous cystadenoma of Pancreas

1 24OCT2020 20/C 1 No O NA N N/N

16-55/
C459100
1 1021 
10211032

3^ GENRL Chills/
Body chills

1 20AUG2020 8/1 1 No O NA R 
(20AUG2020)

N/N

16-55/
C459100
1 1021 
10211083

3^ GASTR Nausea/
Nausea

2 28SEP2020 15/2 1 No O NA R 
(29SEP2020)

N/N

16-55/
C459100
1 1021 
10211104

3^ GASTR Diarrhoea/
Diarrhea

2 18SEP2020 2/1 2 Yes NA R 
(18SEP2020)

N/N

Nausea/
Nausea

2 18SEP2020 2/1 2 Yes NA R 
(18SEP2020)

N/N

Vomiting/
Vomiting

2 18SEP2020 2/1 2 Yes NA R 
(18SEP2020)

N/N

GENRL Injection site pain/
Soreness at Injection Site

2 18SEP2020 2/3 2 Yes NA R 
(20SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1021 
10211117

3^ GENRL Fatigue/
Fatigue

1 29AUG2020 2/3 2 Yes NA R 
(31AUG2020)

N/N

Pyrexia/
Fever

1 29AUG2020 2/3 2 Yes NA R 
(31AUG2020)

N/N

GENRL Pyrexia/
Fever

2 19SEP2020 2/2 2 Yes NA R 
(20SEP2020)

N/N

RESP Asthma/
Worsening of Asthma

2 19SEP2020 2/C 2 Yes NA N N/N

16-55/
C459100
1 1021 
10211156

3^ INFEC Conjunctivitis/
R Eye Conjunctivits

1 22SEP2020 19/6 2 No O NA/TC R 
(27SEP2020)

N/N

16-55/
C459100
1 1021 
10211185

3^ RESP Asthma/
Worsening of Asthma

2 12OCT2020 14/C 2 No O NA/TC N N/N

16-55/
C459100
1 1021 
10211212

3^ INJ&P Tooth fracture/
Ruptured Tooth

1 27SEP2020 13/2 2 No O NA/TC/TCN R 
(28SEP2020)

N/N

16-55/
C459100
1 1021 
10211223

3^ GENRL Injection site pain/
muscle soreness at injection site

1 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

Pyrexia/
fever

1 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1021 
10211235

3^ GENRL Fatigue/
fatigue

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1021 
10211240

3^ GENRL Chills/
Chills

2 12OCT2020 1/2 2 Yes NA/TC R 
(13OCT2020)

N/N

Fatigue/
Fatigue

2 12OCT2020 1/2 2 Yes NA/TC R 
(13OCT2020)

N/N

16-55/
C459100
1 1021 
10211244

3^ GENRL Injection site pain/
Left Arm Soreness at Injection 

Site

2 12OCT2020 1/4 1 Yes NA/TC R 
(15OCT2020)

N/N

16-55/
C459100
1 1022 
10221017

3^ GENRL Injection site pain/
Pain at the injection site

2 09SEP2020 1/2 1 Yes NA/TC R 
(10SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 10SEP2020 2/3 1 Yes NA R 
(12SEP2020)

N/N

Pyrexia/
Fever

2 10SEP2020 2/1 1 Yes NA/TC R 
(10SEP2020)

N/N

MUSC Myalgia/
Generalized Myalgias

2 10SEP2020 2/3 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1022 
10221018

3^ GENRL Injection site pain/
Mild Injection Site Pain

1 17AUG2020 1/3 1 Yes NA R 
(19AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
Moderate Fatigue

2 09SEP2020 2/4 2 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1022 
10221020

3^ INFEC Urinary tract infection/
Urinary Tract Infection

2 07OCT2020 27/C 1 No O NA/TC N N/N

16-55/
C459100
1 1022 
10221023

3^ GENRL Fatigue/
Fatigue

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

Injection site pain/
Injection Site Pain

2 09SEP2020 1/2 2 Yes NA R 
(10SEP2020)

N/N

Pain/
Body Aches

2 09SEP2020 1/1 2 Yes NA R 
(09SEP2020)

N/N

MUSC Myalgia/
Generalized Myalgias

2 09SEP2020 1/2 2 Yes NA R 
(10SEP2020)

N/N

NERV Headache/
Headache

2 09SEP2020 1/2 2 Yes NA/TC R 
(10SEP2020)

N/N

GENRL Pyrexia/
Fever

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1022 
10221024

3^ GENRL Axillary pain/
Axillary Pain

1 18AUG2020 1/4 1 Yes NA R 
(21AUG2020)

N/N

MUSC Groin pain/
Groin Pain

1 18AUG2020 1/4 1 Yes NA R 
(21AUG2020)

N/N

GASTR Diarrhoea/
Loose Stools

2 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

BLOOD Lymphadenopathy/
Lymphadenopathy of Head (left 

side)

2 22SEP2020 15/C 1 Yes NA N N/N

16-55/
C459100
1 1022 
10221025

3^ GENRL Injection site pain/
Injection Site Pain

1 19AUG2020 2/2 1 Yes NA R 
(20AUG2020)

N/N

NERV Headache/
Headache

1 19AUG2020 2/2 1 Yes NA R 
(20AUG2020)

N/N

GASTR Nausea/
Nausea

2 09SEP2020 2/1 1 Yes NA/TC R 
(09SEP2020)

N/N

GENRL Pain/
Body Aches

2 09SEP2020 2/2 2 Yes NA/TC R 
(10SEP2020)

N/N

NERV Headache/
Headache

2 09SEP2020 2/2 2 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1022 
10221027

3^ GENRL Injection site pain/
Injection Site Pain

2 12SEP2020 2/1 1 Yes NA R 
(12SEP2020)

N/N

MUSC Arthralgia/
Medial Pain left knee

2 20SEP2020 10/C 1 No O NA N N/N

16-55/
C459100
1 1022 
10221033

3^ GENRL Injection site pain/
Mild Injection Site Pain

1 20AUG2020 1/1 1 Yes NA R 
(20AUG2020)

N/N

16-55/
C459100
1 1022 
10221035

3^ GENRL Injection site pain/
Injection Site Pain

1 20AUG2020 1/3 1 Yes NA R 
(22AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1022 
10221040

3^ GENRL Injection site pain/
Injection site pain

2 10SEP2020 2/1 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1022 
10221049

3^ GENRL Injection site pain/
Injection site pain

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1022 
10221051

3^ GENRL Injection site pain/
Injection site pain

1 24AUG2020 1/2 2 Yes NA R 
(25AUG2020)

N/N

16-55/
C459100
1 1022 
10221052

3^ GASTR Nausea/
Nausea

1 24AUG2020 1/1 2 Yes NA R 
(24AUG2020)

N/N

16-55/
C459100
1 1022 
10221054

3^ GENRL Chills/
Chills

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

Injection site pain/
Pain at the injection site

2 14SEP2020 1/2 2 Yes NA R 
(15SEP2020)

N/N

MUSC Myalgia/
Muscle Aches

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

NERV Headache/
Headache

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1022 
10221055

3^ GENRL Injection site pain/
Injection site pain

1 24AUG2020 1/3 1 Yes NA R 
(26AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
Fatigue

2 16SEP2020 1/3 2 Yes NA R 
(18SEP2020)

N/N

Injection site pain/
Injection site pain

2 16SEP2020 1/3 2 Yes NA R 
(18SEP2020)

N/N

MUSC Myalgia/
Generalized Myalgias

2 16SEP2020 1/3 2 Yes NA R 
(18SEP2020)

N/N

RESP Oropharyngeal pain/
Sore Throat

2 21SEP2020 6/4 1 No O NA R 
(24SEP2020)

N/N

Paranasal sinus discomfort/
Sinus Pressure

2 21SEP2020 6/4 1 No O NA R 
(24SEP2020)

N/N

Upper-airway cough syndrome/
Post Nasal Drainage

2 21SEP2020 6/4 1 No O NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1022 
10221064

3^ GENRL Injection site pain/
Injection Site Pain

1 25AUG2020 1/3 2 Yes NA R 
(27AUG2020)

N/N

GASTR Nausea/
Nausea

2 17SEP2020 2/2 2 Yes NA R 
(18SEP2020)

N/N

GENRL Chills/
Moderate Chills

2 17SEP2020 2/2 2 Yes NA R 
(18SEP2020)

N/N

MUSC Myalgia/
Generalized myalgias

2 17SEP2020 2/2 2 Yes NA R 
(18SEP2020)

N/N

NERV Headache/
Headache

2 17SEP2020 2/2 2 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1022 
10221070

3^ GENRL Injection site pain/
Injection site pain

1 26AUG2020 1/2 1 Yes NA R 
(27AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1022 
10221074

3^ GENRL Injection site pain/
Mind Injection site pain

1 26AUG2020 1/2 1 Yes NA R 
(27AUG2020)

N/N

GENRL Chills/
Chills

2 17SEP2020 1/3 2 Yes NA R 
(19SEP2020)

N/N

Fatigue/
Moderate fatigue

2 17SEP2020 1/3 2 Yes NA R 
(19SEP2020)

N/N

Injection site pain/
Moderate pain at the injection 

site

2 17SEP2020 1/3 2 Yes NA R 
(19SEP2020)

N/N

Pyrexia/
Fever

2 17SEP2020 1/3 1 Yes NA R 
(19SEP2020)

N/N

NERV Headache/
Mild Headache

2 17SEP2020 1/3 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1022 
10221076

3^ GENRL Injection site pain/
Injection Site Pain

1 27AUG2020 1/1 1 Yes NA R 
(27AUG2020)

N/N

NERV Headache/
Headache

1 27AUG2020 1/1 1 Yes NA/TC R 
(27AUG2020)

N/N

16-55/
C459100
1 1022 
10221080

3^ GENRL Injection site pain/
Injection site pain

1 27AUG2020 1/2 1 Yes NA R 
(28AUG2020)

N/N

Malaise/
Malaise

1 27AUG2020 1/2 1 Yes NA R 
(28AUG2020)

N/N

PSYCH Abnormal dreams/
Unusually Vivid Dreams

1 27AUG2020 1/2 2 Yes NA R 
(28AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1022 
10221081

3^ GENRL Injection site bruising/
Bruise at the injection site

1 27AUG2020 1/3 1 Yes NA R 
(29AUG2020)

N/N

16-55/
C459100
1 1022 
10221084

3^ MUSC Back pain/
Musculoskeletal Pain upper back

1 14SEP2020 19/5 2 No O NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1022 
10221087

3^ NERV Headache/
Headache*

28AUG2020 1/1 2 Yes NA R 
(28AUG2020)

N/N

16-55/
C459100
1 1022 
10221093

3^ GENRL Injection site pain/
Moderate Injection site pain

1 31AUG2020 1/2 2 Yes NA R 
(01SEP2020)

N/N

16-55/
C459100
1 1022 
10221100

3^ GENRL Injection site pain/
Moderate Injection site pain

1 31AUG2020 1/2 2 Yes NA R 
(01SEP2020)

N/Y

16-55/
C459100
1 1022 
10221106

3^ GASTR Nausea/
Nausea

1 02SEP2020 2/1 2 Yes NA R 
(02SEP2020)

N/N

Vomiting/
Vomiting

1 02SEP2020 2/1 2 Yes NA R 
(02SEP2020)

N/N

GENRL Chills/
Chills

1 02SEP2020 2/1 2 Yes NA R 
(02SEP2020)

N/N

Injection site pain/
Moderate Injection site pain

1 02SEP2020 2/1 2 Yes NA R 
(02SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

SKIN Hyperhidrosis/
Sweats

1 02SEP2020 2/1 2 Yes NA R 
(02SEP2020)

N/N

GENRL Chills/
Chills

2 22SEP2020 2/C 2 Yes NA N N/N

Injection site pain/
Moderate Injection site pain

2 22SEP2020 2/C 2 Yes NA N N/N

Pyrexia/
Fever

2 22SEP2020 2/C 1 Yes NA N N/N

MUSC Myalgia/
Moderate Generalized Myalgias

2 22SEP2020 2/C 2 Yes NA N N/N

16-55/
C459100
1 1022 
10221108

3^ GENRL Injection site pain/
Mild Injection site pain

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/Y

MUSC Myalgia/
Moderate Myalgias

2 22SEP2020 1/3 2 Yes NA R 
(24SEP2020)

N/N

NERV Headache/
Moderate Headache

2 22SEP2020 1/3 2 Yes NA R 
(24SEP2020)

N/N

GENRL Chills/
Moderate Chills

2 23SEP2020 2/2 2 Yes NA R 
(24SEP2020)

N/N

BLOOD Lymphadenopathy/
Left Axillary Adenopathy

2 24SEP2020 3/5 1 Yes NA R 
(28SEP2020)

N/N

16-55/
C459100
1 1022 
10221110

3^ GENRL Injection site pain/
Achy pain around injection site

1 11SEP2020 10/C 1 Yes NA N N/N

GASTR Nausea/
Mild Nausea

2 23SEP2020 2/1 1 Yes NA R 
(23SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
Chills

2 23SEP2020 2/1 2 Yes NA R
(23SEP2020)

N/N

16-55/
C459100
1 1022 
10221112

3^ GASTR Diarrhoea/
Diarrhea

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/Y

GENRL Injection site pain/
Injection Site Pain

1 02SEP2020 1/1 1 Yes NA R 
(02SEP2020)

N/Y

NERV Headache/
Headache

1 03SEP2020 2/1 1 Yes NA R 
(03SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 24SEP2020 1/4 2 Yes NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1022 
10221120

3^ GENRL Injection site pain/
Injection Site Pain

1 03SEP2020 1/7 2 Yes NA R 
(09SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 23SEP2020 1/3 2 Yes NA R 
(25SEP2020)

N/N

MUSC Myalgia/
Generalized Myalgias

2 23SEP2020 1/3 2 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1022 
10221122

3^ GENRL Injection site pain/
Mild Injection site pain

1 03SEP2020 1/5 1 Yes NA R 
(07SEP2020)

N/N

GASTR Nausea/
Moderate Nausea

1 04SEP2020 2/1 2 Yes NA R 
(04SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
Mild Injection site pain

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1022 
10221123

MUSC Myalgia/
Moderate Myalgias

2 23SEP2020 1/3 2 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1022 
10221125

3^ GENRL Chills/
Moderate Chills

2 25SEP2020 1/2 2 Yes NA R 
(26SEP2020)

N/N

Pyrexia/
Fever

2 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/N

16-55/
C459100
1 1022 
10221128

3^ GENRL Oedema peripheral/
Bilateral Hand Edema

1 05SEP2020 2/1 1 No O NA R 
(05SEP2020)

N/N

RESP Rhinorrhoea/
Rhinorrhea

1 05SEP2020 2/1 1 No O NA R 
(05SEP2020)

N/N

REPRO Breast cyst/
Right Breast Cyst

2 20OCT2020 27/C 1 No O NA N N/N

16-55/
C459100
1 1022 
10221133

3^ MUSC Myalgia/
Generalized Moderate Myalgias*

04SEP2020 1/2 2 Yes NA R 
(05SEP2020)

N/N

NERV Headache/
Moderate Headache*

04SEP2020 1/2 2 Yes NA R 
(05SEP2020)

N/N

GENRL Chills/
Mild Chills

2 24SEP2020 1/4 1 Yes NA R 
(27SEP2020)

N/N

Pyrexia/
Fever

2 24SEP2020 1/4 1 Yes NA R 
(27SEP2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 667

FDA-CBER-2021-5683-0126693



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Generalized Myalgias

2 24SEP2020 1/4 1 Yes NA R 
(27SEP2020)

N/N

NERV Headache/
Mild Headache

2 24SEP2020 1/4 1 Yes NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1022 
10221136

3^ GENRL Injection site pain/
Moderate Injection site pain

2 29SEP2020 2/1 2 Yes NA R 
(29SEP2020)

N/N

16-55/
C459100
1 1022 
10221138

3^ NERV Headache/
Mild Headache

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

NERV Headache/
Mild Headache

2 28SEP2020 1/3 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1022 
10221139

3^ GENRL Injection site pain/
Mild Injection Site Pain

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

GASTR Diarrhoea/
Episodes of loose stools

2 29SEP2020 2/1 1 Yes NA R 
(29SEP2020)

N/N

GENRL Injection site pain/
Mild Injection Site Pain

2 29SEP2020 2/3 1 Yes NA R 
(01OCT2020)

N/N

Pyrexia/
Fever

2 29SEP2020 2/2 1 Yes NA R 
(30SEP2020)

N/N

NERV Headache/
Headache

2 29SEP2020 2/2 2 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100

3^ INJ&P Arthropod bite/
Mosquito Bite inner thigh

2 10OCT2020 13/7 1 No O NA/TC R 
(16OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1022 
10221142

16-55/
C459100
1 1022 
10221144

3^ GENRL Injection site pain/
Injection Site pain

1 09SEP2020 1/2 2 Yes NA R 
(10SEP2020)

N/N

GENRL Chills/
Mild Chills

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

Injection site pain/
Mild injection site pain

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

MUSC Myalgia/
Mild generalized myalgias

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1022 
10221147

3^ SKIN Mechanical urticaria/
Worsening of Dermographism of 

TRUNK

1 13SEP2020 5/43 1 No O NA R 
(25OCT2020)

N/N

16-55/
C459100
1 1022 
10221156

3^ GENRL Chills/
Chills

2 05OCT2020 1/1 2 Yes NA R 
(05OCT2020)

N/N

MUSC Myalgia/
Generalized Myalgias

2 05OCT2020 1/2 2 Yes NA R 
(06OCT2020)

N/N

NERV Headache/
Headache

2 05OCT2020 1/2 2 Yes NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1022 
10221164

3^ GENRL Injection site pain/
Mild Injection Site Pain

1 17SEP2020 1/4 1 Yes NA R 
(20SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Flank pain/
Moderate left flank pain

1 02OCT2020 16/C 2 No O NA/TC/TCN N N/N

GENRL Injection site pain/
Mild Injection Site Pain

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

Injection site papule/
Erythematous Papules around 

injection site

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

EAR Vertigo positional/
Benign Paroxysmal Positional 

Vertigo

2 16OCT2020 9/C 2 No O NA N N/N

16-55/
C459100
1 1024 
10241004

3^ GASTR Diarrhoea/
Diarrhea

1 14AUG2020 3/1 1 No O NA R 
(14AUG2020)

N/N

16-55/
C459100
1 1024 
10241061

3^ GENRL Pain/
Body Aches

2 11SEP2020 2/1 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1024 
10241104

3^ MUSC Arthralgia/
Joint Pain - Elbows

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

Arthralgia/
Joint pain - Knees

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

Arthralgia/
Joint pain - Neck

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100

3^ GENRL Chills/
chills

2 28SEP2020 1/2 1 Yes NA R 
(29SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1024
10241114

GENRL Pain/
generalized body aches

2 29SEP2020 2/1 1 Yes NA R 
(29SEP2020)

N/N

16-55/
C459100
1 1027 
10271061

3^ GENRL Fatigue/
FATIGUE

1 22AUG2020 2/3 1 Yes NA R 
(24AUG2020)

N/N

Pain/
BODY ACHES

1 22AUG2020 2/3 1 Yes NA R 
(24AUG2020)

N/N

16-55/
C459100
1 1027 
10271105

3^ IMMU
N

Allergy to vaccine/
Allergic Reaction to Study 

Vaccine

1 29AUG2020 2/14 2 Yes P/TC R 
(11SEP2020)

N/N

RESP Pharyngeal swelling/
Throat Swelling

1 29AUG2020 2/11 2 Yes NA/TC R 
(08SEP2020)

N/N

GASTR Gastrooesophageal reflux 
disease/
GERD

1 08SEP2020 12/C 1 No O NA/TC RG N/N

GENRL Chest pain/
Left-sided chest pain

1 08SEP2020 12/1 1 No O NA/TC R 
(08SEP2020)

N/N

MUSC Back pain/
Lower back pain

1 08SEP2020 12/4 1 No O NA R 
(11SEP2020)

N/N

MUSC Muscular weakness/
Right leg weakness

1 10SEP2020 14/1 2 No O NA/TCN R 
(10SEP2020)

N/N

MUSC Back pain/
Mid back pain

1 11SEP2020 15/4 1 No O NA R 
(14SEP2020)

N/N

NERV Hypoaesthesia/
Right arm numbness

1 11SEP2020 15/1 1 No O NA R 
(11SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1027 
10271129

3^ PSYCH Attention deficit hyperactivity 
disorder/

Attention Deficit Hyperactivity 
Disorder

2 19OCT2020 27/C 2 No O NA/TC N N/N

16-55/
C459100
1 1028 
10281022

3^ GENRL Injection site pain/
Left Arm Pain at injection site

1 19AUG2020 1/2 2 Yes NA R 
(20AUG2020)

N/N

GENRL Fatigue/
fatigue

2 10SEP2020 2/1 1 Yes NA R 
(10SEP2020)

N/N

Pain/
body aches

2 10SEP2020 2/1 1 Yes NA R 
(10SEP2020)

N/N

MUSC Pain in extremity/
left arm soreness

2 10SEP2020 2/1 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1028 
10281023

3^ BLOOD Leukocytosis/
leukocytosis

2 05OCT2020 19/1 2 No O NA R 
(05OCT2020)

N/N

GASTR Abdominal pain/
abdominal pain

2 05OCT2020 19/1 2 No O NA/TC R 
(05OCT2020)

N/N

Nausea/
nausea

2 05OCT2020 19/2 2 No O NA/TC R 
(06OCT2020)

N/N

Vomiting/
vomiting

2 05OCT2020 19/1 2 No O NA R 
(05OCT2020)

N/N

METAB Dehydration/
dehydration

2 05OCT2020 19/1 2 No O NA/TC R 
(05OCT2020)

N/N

RENAL Acute kidney injury/
acute kidney injury

2 05OCT2020 19/1 2 No O NA R 
(05OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1028 
10281026

3^ MUSC Pain in extremity/
bilateral hand pain

2 14SEP2020 4/C 2 No O NA/TC/TCN N N/N

16-55/
C459100
1 1028 
10281027

3^ GENRL Chills/
CHILLS

2 12SEP2020 2/2 2 Yes NA R 
(13SEP2020)

N/N

Pain/
BODY ACHES

2 12SEP2020 2/2 2 Yes NA/TC R 
(13SEP2020)

N/N

16-55/
C459100
1 1028 
10281030

3^ NERV Dystonia/
Dystonia

1 23AUG2020 4/1 2 No CD NA/TC R 
(23AUG2020)

N/N

16-55/
C459100
1 1028 
10281031

3^ GASTR Cheilitis/
RASH RIGHT UPPER LIP

1 01SEP2020 13/C 2 No O NA/TC N N/N

16-55/
C459100
1 1028 
10281033

3^ INV Body temperature increased/
elevated body temperature

1 21AUG2020 2/2 2 Yes NA R 
(22AUG2020)

N/N

16-55/
C459100
1 1028 
10281035

3^ GENRL Injection site erythema/
left arm redness at injection site

1 21AUG2020 1/3 2 Yes NA R 
(23AUG2020)

N/N

Injection site pain/
left arm soreness at injection site

1 21AUG2020 1/3 2 Yes NA R 
(23AUG2020)

N/N

Injection site swelling/
left arm swelling at injection site

1 21AUG2020 1/3 2 Yes NA R 
(23AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
left arm soreness at injection site

2 11SEP2020 1/4 2 Yes NA R 
(14SEP2020)

N/N

Injection site swelling/
left arm swelling at injection site

2 11SEP2020 1/4 2 Yes NA R 
(14SEP2020)

N/N

16-55/
C459100
1 1028 
10281043

3^ GASTR Haemorrhoids/
internal hemorrhoids

2 28SEP2020 15/C 2 No O NA N N/N

16-55/
C459100
1 1028 
10281050

3^ INV Body temperature increased/
increased body temperature

1 27AUG2020 4/1 2 Yes NA R 
(27AUG2020)

N/N

INFEC Viral upper respiratory tract 
infection/

Non-COVID viral Upper 
respiratory infection

2 05OCT2020 20/6 2 No O NA R 
(10OCT2020)

N/N

RESP Asthma/
mild asthma exacerbation

2 05OCT2020 20/6 2 No O NA/TC R 
(10OCT2020)

N/N

Rhinitis allergic/
allergic rhinitis

2 05OCT2020 20/6 2 No O NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1028 
10281059

3^ GENRL Injection site pain/
left arm soreness at injection site.

1 27AUG2020 2/3 2 Yes NA R 
(29AUG2020)

N/N

REPRO Breast mass/
left breast lump

1 27AUG2020 2/34 2 No O NA R 
(29SEP2020)

N/N

GASTR Diarrhoea/
diarrhea

1 01SEP2020 7/1 2 Yes NA R 
(01SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NEOPL Invasive ductal breast carcinoma/
invasive ductal carcinoma stage 

1B, left breast

2 30SEP2020 15/C 2 No O NA N Y/N

16-55/
C459100
1 1028 
10281060

3^ GENRL Fatigue/
Fatigue

1 27AUG2020 2/8 2 Yes NA R 
(03SEP2020)

N/N

INJ&P Upper limb fracture/
Closed fracture of right elbow

2 28OCT2020 42/2 2 No O NA/TC/TCN R 
(29OCT2020)

Y/N

16-55/
C459100
1 1028 
10281062

3^ NERV Migraine/
worsening of migraines

1 15SEP2020 21/23 2 No O NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1028 
10281065

3^ MUSC Pain in extremity/
SORE ARM, LEFT

1 27AUG2020 1/2 2 Yes NA R 
(28AUG2020)

N/Y

GENRL Injection site erythema/
left arm redness at injection site

2 16SEP2020 1/2 2 Yes NA R 
(17SEP2020)

N/N

Injection site pain/
left arm pain at injection site

2 16SEP2020 1/2 2 Yes NA R 
(17SEP2020)

N/N

NERV Headache/
headache

2 17SEP2020 2/1 2 Yes NA/TC R 
(17SEP2020)

N/N

16-55/
C459100
1 1028 
10281075

3^ GENRL Injection site erythema/
LEFT ARM INJECTION SITE 

REDNESS

1 28AUG2020 1/7 2 Yes NA R 
(03SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
LEFT ARM INJECTION SITE 

PAIN

1 28AUG2020 1/7 2 Yes NA R 
(03SEP2020)

N/N

Injection site pruritus/
LEFT ARM INJECTION SITE 

ICHINESS

1 28AUG2020 1/7 2 Yes NA R 
(03SEP2020)

N/N

GENRL Fatigue/
fatigue

2 18SEP2020 1/2 2 Yes NA R 
(19SEP2020)

N/N

Injection site pain/
injection site soreness left

2 18SEP2020 1/2 2 Yes NA R 
(19SEP2020)

N/N

NERV Headache/
headache

2 18SEP2020 1/2 2 Yes NA R 
(19SEP2020)

N/N

GASTR Vomiting/
vomiting

2 19SEP2020 2/1 2 Yes NA R 
(19SEP2020)

N/N

GENRL Chills/
chills

2 19SEP2020 2/1 2 Yes NA R 
(19SEP2020)

N/N

Chills/
rigors

2 19SEP2020 2/1 2 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1028 
10281077

3^ GENRL Injection site pain/
LEFT ARM SORENESS AT 

INJECTION SITE

1 28AUG2020 1/3 2 Yes NA R 
(30AUG2020)

N/N

16-55/
C459100
1 1028 
10281078

3^ GASTR Nausea/
NAUSEA

1 29AUG2020 2/1 2 Yes NA R 
(29AUG2020)

N/N

GENRL Pain/
body aches

2 19SEP2020 2/2 2 Yes NA R 
(20SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INV Body temperature increased/
increased body temperature

2 19SEP2020 2/2 2 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1028 
10281085

3^ NERV Headache/
increase in headaches

1 02SEP2020 3/48 2 Yes NA R 
(19OCT2020)

N/N

INFEC Ear infection/
bilateral ear infection

1 05SEP2020 6/12 2 No O NA/TC R 
(16SEP2020)

N/N

16-55/
C459100
1 1028 
10281087

3^ GENRL Injection site erythema/
redness at injection site left arm

2 22SEP2020 2/7 2 Yes NA R 
(28SEP2020)

N/N

Injection site pain/
pain at injection site left arm

2 22SEP2020 2/7 2 Yes NA R 
(28SEP2020)

N/N

Injection site swelling/
swelling at injection site left arm

2 22SEP2020 2/7 2 Yes NA R 
(28SEP2020)

N/N

16-55/
C459100
1 1028 
10281088

3^ GASTR Nausea/
nausea

2 23SEP2020 2/1 2 Yes NA R 
(23SEP2020)

N/N

GENRL Chills/
chills

2 23SEP2020 2/1 2 Yes NA R 
(23SEP2020)

N/N

Pyrexia/
fever

2 23SEP2020 2/1 2 Yes NA R 
(23SEP2020)

N/N

NERV Headache/
headache

2 23SEP2020 2/1 2 Yes NA R 
(23SEP2020)

N/N

RESP Oropharyngeal pain/
sore throat

2 23SEP2020 2/1 2 Yes NA R 
(23SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1028 
10281089

3^ GENRL Pain/
body aches

2 22SEP2020 2/2 2 Yes NA R 
(23SEP2020)

N/N

Pyrexia/
fever

2 22SEP2020 2/2 2 Yes NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1028 
10281090

3^ GENRL Chills/
body chills

2 23SEP2020 2/2 2 Yes NA R 
(24SEP2020)

N/N

NERV Headache/
headache

2 23SEP2020 2/2 2 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1028 
10281096

3^ GENRL Injection site pain/
injection site pain, left

1 01SEP2020 1/3 2 Yes NA R 
(03SEP2020)

N/N

GENRL Chills/
body chills

2 22SEP2020 1/3 2 Yes NA R 
(24SEP2020)

N/N

Fatigue/
fatigue

2 22SEP2020 1/3 2 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1028 
10281098

3^ GENRL Chills/
chills

2 25SEP2020 2/1 2 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1028 
10281103

3^ GENRL Injection site erythema/
REDNESS AT INJECTION 

SITE

1 03SEP2020 2/7 2 Yes NA R 
(09SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pruritus/
ITCHINESS AT INJECTION 

SITE

1 03SEP2020 2/7 2 Yes NA R 
(09SEP2020)

N/N

16-55/
C459100
1 1028 
10281104

3^ GENRL Fatigue/
fatigue

1 03SEP2020 2/2 2 Yes NA R 
(04SEP2020)

N/N

INV Body temperature increased/
increased body temperature

1 03SEP2020 2/2 2 Yes NA R 
(04SEP2020)

N/N

16-55/
C459100
1 1028 
10281105

3^ MUSC Myalgia/
right deltoid muscle pain

1 04SEP2020 3/3 2 Yes NA R 
(06SEP2020)

N/N

16-55/
C459100
1 1028 
10281112

3^ MUSC Pain in extremity/
Left Arm Soreness

1 04SEP2020 2/1 2 Yes NA R 
(04SEP2020)

N/N

16-55/
C459100
1 1028 
10281121

3^ MUSC Myalgia/
muscle aches

1 05SEP2020 2/2 2 Yes NA R 
(06SEP2020)

N/N

NERV Headache/
headache

1 05SEP2020 2/2 2 Yes NA R 
(06SEP2020)

N/N

MUSC Myalgia/
muscle aches

2 24SEP2020 2/2 2 Yes NA R 
(25SEP2020)

N/N

NERV Headache/
headache

2 24SEP2020 2/2 2 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
left arm soreness at injection site

1 04SEP2020 1/3 2 Yes NA R 
(06SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1028
10281124

16-55/
C459100
1 1028 
10281131

3^ NERV Headache/
headache

1 06SEP2020 2/2 2 Yes NA R 
(07SEP2020)

N/N

GENRL Chills/
Chills

2 25SEP2020 1/2 2 Yes NA R 
(26SEP2020)

N/N

Pyrexia/
Fever

2 25SEP2020 1/2 2 Yes NA R 
(26SEP2020)

N/N

MUSC Myalgia/
Muscle Aches

2 25SEP2020 1/2 2 Yes NA R 
(26SEP2020)

N/N

NERV Headache/
Headache

2 25SEP2020 1/3 2 Yes NA/TC R 
(27SEP2020)

N/N

16-55/
C459100
1 1028 
10281141

3^ GENRL Fatigue/
fatigue

2 29SEP2020 2/2 2 Yes NA R 
(30SEP2020)

N/N

Pain/
body aches

2 29SEP2020 2/2 2 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1028 
10281143

3^ GENRL Chills/
chills

2 29SEP2020 1/2 2 Yes NA R 
(30SEP2020)

N/N

INV Body temperature increased/
increased body temperature

2 29SEP2020 1/2 2 Yes NA R 
(30SEP2020)

N/N

GENRL Pyrexia/
fever

2 30SEP2020 2/1 2 Yes NA R 
(30SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1028 
10281155

3^ GENRL Chills/
chills

2 30SEP2020 2/18 2 Yes NA R 
(17OCT2020)

N/N

Injection site pain/
left arm injection site soreness

2 30SEP2020 2/15 2 Yes NA R 
(14OCT2020)

N/N

Pyrexia/
fever

2 30SEP2020 2/18 2 Yes NA/TC R 
(17OCT2020)

N/N

NERV Headache/
headache

2 30SEP2020 2/18 2 Yes NA R 
(17OCT2020)

N/N

MUSC Bone pain/
bone aches

2 01OCT2020 3/17 2 Yes NA R 
(17OCT2020)

N/N

Myalgia/
muscle aches

2 01OCT2020 3/17 2 Yes NA R 
(17OCT2020)

N/N

NERV Migraine/
worsening of migraine

2 01OCT2020 3/17 2 No O NA R 
(17OCT2020)

N/N

EYE Lacrimation increased/
watery eyes

2 05OCT2020 7/C 2 Yes NA N N/N

EYE Vitreous detachment/
posterior vitreous detachment 

right eye

2 09NOV2020 42/C 2 No O NA N N/N

16-55/
C459100
1 1028 
10281158

3^ METAB Impaired fasting glucose/
impaired fasting glucose

1 15SEP2020 6/C 2 No O NA/TC N N/N

GASTR Nausea/
nausea

2 03OCT2020 2/2 2 Yes NA R 
(04OCT2020)

N/N

GENRL Pain/
body aches

2 03OCT2020 2/2 2 Yes NA R 
(04OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INV Body temperature increased/
increased body temperature

2 03OCT2020 2/2 2 Yes NA R 
(04OCT2020)

N/N

NERV Headache/
worsening headache

2 03OCT2020 2/2 2 Yes NA/TC R 
(04OCT2020)

N/N

16-55/
C459100
1 1028 
10281167

3^ GENRL Injection site pain/
left arm soreness at injection site

1 11SEP2020 1/3 1 Yes NA R 
(13SEP2020)

N/N

16-55/
C459100
1 1028 
10281170

3^ INV Heart rate increased/
increased heart rate

1 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

GENRL Chills/
body chills

2 30SEP2020 1/2 2 Yes NA R 
(01OCT2020)

N/N

Pyrexia/
fever

2 30SEP2020 1/2 2 Yes NA R 
(01OCT2020)

N/N

MUSC Arthralgia/
joint aches

2 30SEP2020 1/2 2 Yes NA R 
(01OCT2020)

N/N

Myalgia/
muscle aches

2 30SEP2020 1/2 2 Yes NA R 
(01OCT2020)

N/N

NERV Headache/
headache

2 30SEP2020 1/2 2 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1028 
10281174

3^ NERV Dizziness/
lightheadedness

1 14SEP2020 1/1 2 Yes NA R 
(14SEP2020)

N/Y

16-55/
C459100

3^ GENRL Chills/
chills

2 06OCT2020 2/2 2 Yes NA R 
(07OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1028 
10281177

Fatigue/
fatigue

2 06OCT2020 2/2 2 Yes NA R 
(07OCT2020)

N/N

Pain/
body aches

2 06OCT2020 2/2 2 Yes NA R 
(07OCT2020)

N/N

Pyrexia/
fever

2 06OCT2020 2/2 2 Yes NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1028 
10281183

3^ GENRL Fatigue/
fatigue

2 07OCT2020 2/3 2 Yes NA R 
(09OCT2020)

N/N

Injection site pain/
left arm injection site pain

2 07OCT2020 2/2 2 Yes NA R 
(08OCT2020)

N/N

Pain/
body aches

2 07OCT2020 2/3 2 Yes NA R 
(09OCT2020)

N/N

INV Body temperature increased/
elevated body temperature

2 07OCT2020 2/3 2 Yes NA R 
(09OCT2020)

N/N

NERV Headache/
headache

2 07OCT2020 2/3 2 Yes NA/TC R 
(09OCT2020)

N/N

16-55/
C459100
1 1028 
10281188

3^ GENRL Injection site pain/
left arm soreness at injection site

1 16SEP2020 1/2 2 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1028 
10281198

3^ GENRL Pain/
body aches

2 08OCT2020 1/4 2 Yes NA/TC R 
(11OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Pyrexia/
fever

2 09OCT2020 2/1 2 Yes NA R 
(09OCT2020)

N/N

GENRL Fatigue/
fatigue

2 10OCT2020 3/4 2 Yes NA R 
(13OCT2020)

N/N

16-55/
C459100
1 1028 
10281202

3^ INJ&P Upper limb fracture/
left arm fracture

1 23SEP2020 6/C 2 No O NA/TCN N N/N

16-55/
C459100
1 1028 
10281207

3^ GENRL Pyrexia/
fever

1 19SEP2020 2/2 2 Yes NA R 
(20SEP2020)

N/N

MUSC Myalgia/
muscle aches

1 19SEP2020 2/2 2 Yes NA R 
(20SEP2020)

N/N

MUSC Myalgia/
muscle aches

2 14OCT2020 2/2 2 Yes NA/TC R 
(15OCT2020)

N/N

16-55/
C459100
1 1028 
10281208

3^ INFEC Tooth infection/
tooth infection left lower side

1 06OCT2020 16/13 2 No O NA/TC R 
(18OCT2020)

N/N

16-55/
C459100
1 1028 
10281213

3^ NERV Presyncope/
vasovagal episode*

30SEP2020 1/1 1 No O NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1028 
10281221

3^ GENRL Injection site pain/
left arm soreness at injection site

1 22SEP2020 1/2 2 Yes NA R 
(23SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1028 
10281223

3^ GENRL Injection site pain/
left arm soreness at injection site

1 24SEP2020 2/2 2 Yes NA R 
(25SEP2020)

N/N

GENRL Fatigue/
fatigue

2 15OCT2020 2/C 2 Yes NA N N/N

INV Body temperature increased/
increased body temperature

2 15OCT2020 2/C 2 Yes NA N N/N

16-55/
C459100
1 1028 
10281224

3^ GENRL Fatigue/
fatigue

2 14OCT2020 1/2 2 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1028 
10281227

3^ GENRL Injection site pain/
left arm soreness at injection site

1 23SEP2020 1/3 2 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1028 
10281228

3^ GENRL Injection site pain/
left deltoid soreness at injection 

site

1 23SEP2020 1/2 2 Yes NA R 
(24SEP2020)

N/N

GENRL Pyrexia/
fever

2 15OCT2020 2/2 2 Yes NA R 
(16OCT2020)

N/N

MUSC Arthralgia/
achiness in shoulders

2 15OCT2020 2/2 2 Yes NA/TC R 
(16OCT2020)

N/N

NERV Headache/
headache

2 15OCT2020 2/2 2 Yes NA R 
(16OCT2020)

N/N

GENRL Fatigue/
fatigue

2 16OCT2020 3/2 2 Yes NA R 
(17OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INFEC Trichomoniasis/
trichomoniasis

2 28OCT2020 15/C 2 No O NA/TC N N/N

16-55/
C459100
1 1028 
10281237

3^ GENRL Chills/
chills

2 20OCT2020 2/2 2 Yes NA R 
(21OCT2020)

N/N

Pain/
body aches

2 20OCT2020 2/2 2 Yes NA R 
(21OCT2020)

N/N

Pyrexia/
fever

2 20OCT2020 2/2 2 Yes NA/TC R 
(21OCT2020)

N/N

NERV Headache/
headache

2 20OCT2020 2/2 2 Yes NA R 
(21OCT2020)

N/N

16-55/
C459100
1 1028 
10281247

3^ GENRL Injection site erythema/
redness injection site left deltoid

1 07OCT2020 1/15 2 Yes NA R 
(21OCT2020)

N/N

Injection site swelling/
swelling injection site left deltoid

1 07OCT2020 1/2 2 Yes NA R 
(08OCT2020)

N/N

GASTR Vomiting/
vomiting

2 28OCT2020 1/2 2 Yes NA R 
(29OCT2020)

N/N

GENRL Pain/
body aches

2 28OCT2020 1/3 2 Yes NA R 
(30OCT2020)

N/N

GENRL Chills/
chills

2 29OCT2020 2/2 2 Yes NA R 
(30OCT2020)

N/N

INV Body temperature increased/
increased body temperature

2 29OCT2020 2/2 2 Yes NA/TC R 
(30OCT2020)

N/N

NERV Headache/
headache

2 29OCT2020 2/2 2 Yes NA R 
(30OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1030 
10301030

3^ INFEC Urinary tract infection/
urinary tract infection

1 05SEP2020 5/11 1 No O NA/TC R 
(15SEP2020)

N/N

16-55/
C459100
1 1036 
10361021

3^ GENRL Chills/
Subject developed chills after 

injection

1 22AUG2020 2/2 1 Yes NA R 
(23AUG2020)

N/N

RESP Cough/
Subject developed cough after 

injection.

1 22AUG2020 2/2 1 Yes NA R 
(23AUG2020)

N/N

16-55/
C459100
1 1037 
10371007

3^ GENRL Fatigue/
FATIGUE

2 09SEP2020 1/1 1 Yes NA R 
(09SEP2020)

N/N

Pyrexia/
LOW GRADE FEVER

2 09SEP2020 1/1 1 Yes NA R 
(09SEP2020)

N/N

16-55/
C459100
1 1037 
10371008

3^ GENRL Fatigue/
FATIGUE

2 09SEP2020 1/1 1 Yes NA/TC R 
(09SEP2020)

N/N

Pyrexia/
LOW GRADE FEVER

2 09SEP2020 1/1 2 Yes NA/TC R 
(09SEP2020)

N/N

16-55/
C459100
1 1037 
10371010

3^ RESP Cough/
COUGH

1 06SEP2020 20/5 1 No O NA R 
(10SEP2020)

N/N

16-55/
C459100

3^ GENRL Pyrexia/
LOW GRADE FEVER

1 24AUG2020 1/2 1 Yes NA R 
(25AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1037 
10371052

GASTR Diarrhoea/
DIARRHEA

1 25AUG2020 2/30 1 No CD NA R 
(23SEP2020)

N/N

EAR Ear pain/
EAR ACHE

2 18SEP2020 5/11 1 No O NA/TC R 
(28SEP2020)

N/N

GENRL Influenza like illness/
FLU LIKE SYMPTOMS

2 18SEP2020 5/3 1 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1037 
10371067

3^ GENRL Fatigue/
FATIGUE

2 14SEP2020 1/3 2 No O NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1037 
10371076

3^ SKIN Dermatitis allergic/
ALLERGIC RASH

1 26AUG2020 1/26 1 No O NA/TC R 
(20SEP2020)

N/N

IMMU
N

Seasonal allergy/
WORSENING OF SEASONAL 

ALLERGIES

1 09SEP2020 15/12 2 No O NA/TC R 
(20SEP2020)

N/N

RESP Wheezing/
WORSENING OF WHEEZING

1 09SEP2020 15/12 2 No O NA/TC R 
(20SEP2020)

N/N

16-55/
C459100
1 1037 
10371124

3^ GENRL Pyrexia/
LOW GRADE FEVER

2 22SEP2020 2/1 2 Yes NA/TC R 
(22SEP2020)

N/N

16-55/
C459100
1 1037 
10371125

3^ GENRL Chills/
CHILLS

2 22SEP2020 2/2 2 Yes NA R 
(23SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
MUSCLE PAIN

2 22SEP2020 2/2 2 Yes NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1037 
10371170

3^ GENRL Fatigue/
FATIGUE

2 29SEP2020 1/3 1 Yes NA R 
(01OCT2020)

N/N

Injection site pain/
LEFT ARM PAIN AT 

INJECTION SITE

2 29SEP2020 1/4 1 Yes NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 1037 
10371183

3^ GENRL Injection site pain/
RIGHT ARM SORENESS 

INJECTION SITE

2 02OCT2020 2/14 1 Yes NA/TC R 
(15OCT2020)

N/N

16-55/
C459100
1 1037 
10371216

3^ GENRL Injection site induration/
INJECTION SITE REACTION 

LEFT ARM INDURATION

1 16SEP2020 2/5 1 Yes NA R 
(20SEP2020)

N/N

Injection site pain/
PAIN AT LEFT UPPER ARM 

INJECTION SITE

1 16SEP2020 2/5 1 Yes NA R 
(20SEP2020)

N/N

MUSC Myalgia/
MUSCLE ACHES

1 16SEP2020 2/5 1 Yes NA R 
(20SEP2020)

N/N

GENRL Injection site erythema/
ERYTHEMA AT INJECTION 

SITE LEFT UPPER ARM

1 17SEP2020 3/4 2 Yes NA/TCN R 
(20SEP2020)

N/N

16-55/
C459100
1 1037 
10371223

3^ GENRL Influenza like illness/
FLU LIKE SYMPTOMS

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1037 
10371236

3^ GASTR Diarrhoea/
DIARRHEA

1 18SEP2020 1/4 1 Yes NA R 
(21SEP2020)

N/N

16-55/
C459100
1 1037 
10371237

3^ MUSC Myalgia/
GENERALIZED MUSCLE 

PAIN

2 09OCT2020 2/1 2 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1037 
10371272

3^ GENRL Influenza like illness/
FLU LIKE SYMPTOMS

1 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1037 
10371277

3^ MUSC Pain in extremity/
ARM PAIN LEFT

1 23SEP2020 1/2 1 Yes NA/TC R 
(24SEP2020)

N/N

Pain in jaw/
JAW PAIN LEFT

1 23SEP2020 1/2 1 Yes NA/TC R 
(24SEP2020)

N/N

GENRL Chills/
Chills

2 17OCT2020 2/2 2 Yes NA/TC R 
(18OCT2020)

N/N

16-55/
C459100
1 1037 
10371290

3^ INFEC Tooth infection/
TOOTH INFECTION

1 06OCT2020 12/8 2 No O NA/TC RS 
(13OCT2020)

N/N

16-55/
C459100
1 1037 
10371309

3^ MUSC Muscle spasms/
LEFT LEG MUSCLE SPASMS

1 06OCT2020 7/6 2 No O NA R
(11OCT2020)

N/N

16-55/
C459100

3^ GASTR Diarrhoea/
DIARRHEA

1 04OCT2020 3/6 1 Yes NA R 
(09OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1037 
10371317

INV Blood glucose increased/
ELEVATED GLUCOSE

1 10OCT2020 9/9 1 No O NA R 
(18OCT2020)

N/N

SKIN Rash/
RASH ON CHEST

1 17OCT2020 16/10 1 No O NA R 
(26OCT2020)

N/N

16-55/
C459100
1 1038 
10381002

3^ GENRL Fatigue/
fatigue

1 09SEP2020 23/2 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1038 
10381003

3^ GENRL Chills/
Chills

1 19AUG2020 2/1 1 Yes NA R 
(19AUG2020)

N/N

Pain/
Body aches

1 19AUG2020 2/1 1 Yes NA R 
(19AUG2020)

N/N

GENRL Fatigue/
fatique

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

Pain/
body aches

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1038 
10381014

3^ GASTR Nausea/
nausea

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

GENRL Chills/
chills

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

Pyrexia/
low grade fever

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1038 
10381022

3^ GENRL Chills/
Chills

1 22AUG2020 2/1 1 Yes NA/TC R 
(22AUG2020)

N/N

Injection site erythema/
Redness at injection site

1 22AUG2020 2/1 1 Yes NA/TC R 
(22AUG2020)

N/N

Injection site swelling/
swelling at injection site

1 22AUG2020 2/1 1 Yes NA/TC R 
(22AUG2020)

N/N

Pain/
Body aching

1 22AUG2020 2/1 1 Yes NA/TC R 
(22AUG2020)

N/N

16-55/
C459100
1 1038 
10381023

3^ GENRL Fatigue/
fatigue

2 10SEP2020 2/8 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1038 
10381091

3^ GENRL Pain/
body aches

2 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

Pyrexia/
fever

2 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1038 
10381094

3^ GENRL Fatigue/
Fatigue

1 04SEP2020 2/2 1 Yes NA R 
(05SEP2020)

N/N

Injection site pain/
Injection Site Tenderness

1 04SEP2020 2/2 1 Yes NA R 
(05SEP2020)

N/N

GENRL Chills/
chills

2 24SEP2020 2/1 1 Yes NA R 
(24SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Fatigue/
fatigue

2 24SEP2020 2/1 1 Yes NA R 
(24SEP2020)

N/N

Injection site pain/
injection site tenderness

2 24SEP2020 2/4 1 Yes NA R 
(27SEP2020)

N/N

NERV Headache/
headache

2 24SEP2020 2/1 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1038 
10381095

3^ GENRL Injection site pain/
Injection site tenderness

2 24SEP2020 1/3 1 Yes NA R 
(26SEP2020)

N/N

16-55/
C459100
1 1038 
10381096

3^ GENRL Chills/
chills

1 06SEP2020 3/2 1 Yes NA R 
(07SEP2020)

N/N

16-55/
C459100
1 1038 
10381121

3^ NERV Restless legs syndrome/
Restless Leg Syndrome

2 29OCT2020 23/C 1 No O NA/TC N N/N

RESP Sleep apnoea syndrome/
Obstructive Sleep Apnea

2 29OCT2020 23/C 1 No O NA/TCN N N/N

16-55/
C459100
1 1038 
10381131

3^ GASTR Nausea/
nausea

2 10OCT2020 2/2 1 Yes NA R 
(11OCT2020)

N/N

GENRL Chills/
chills

2 10OCT2020 2/2 1 Yes NA R 
(11OCT2020)

N/N

Pain/
aching

2 10OCT2020 2/2 1 Yes NA R 
(11OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
fever

2 10OCT2020 2/2 1 Yes NA R 
(11OCT2020)

N/N

16-55/
C459100
1 1038 
10381133

3^ GENRL Injection site pain/
injection site tenderness

1 18SEP2020 1/4 1 Yes NA R 
(21SEP2020)

N/Y

16-55/
C459100
1 1038 
10381136

3^ GENRL Injection site pain/
injection site tenderness

1 22SEP2020 2/3 1 Yes NA R 
(24SEP2020)

N/N

GENRL Fatigue/
fatigue

1 29SEP2020 9/C 1 No O NA N N/N

16-55/
C459100
1 1039 
10391004

3^ GENRL Pain/
GENERALIZED ACHING

2 12SEP2020 2/C 2 Yes NA RG N/N

16-55/
C459100
1 1039 
10391016

3^ RESP Oropharyngeal pain/
sore throat

1 25AUG2020 2/2 1 No O NA R 
(26AUG2020)

N/N

16-55/
C459100
1 1039 
10391026

3^ MUSC Pain in extremity/
right upper arm pain

1 25AUG2020 1/5 1 Yes NA R 
(29AUG2020)

N/N

RENAL Dysuria/
dysuria,increased frequency

1 01SEP2020 8/C 1 No O NA/TC N N/N

16-55/
C459100
1 1039 
10391036

3^ GENRL Injection site pain/
INJECTION SITE SORENESS

1 26AUG2020 1/3 1 Yes NA R 
(28AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Asthenia/
generalized weakness

1 27AUG2020 2/1 1 Yes NA R 
(27AUG2020)

N/N

NERV Tension headache/
TENSION HEADACHE

1 27AUG2020 2/2 1 Yes NA R 
(28AUG2020)

N/N

GENRL Chills/
chills

2 16SEP2020 1/1 1 Yes NA R 
(16SEP2020)

N/N

GENRL Fatigue/
fatigue

2 17SEP2020 2/1 2 Yes NA R 
(17SEP2020)

N/N

Injection site pain/
INJECTION SITE PAIN

2 17SEP2020 2/2 1 Yes NA/TC R 
(18SEP2020)

N/N

NERV Headache/
headache

2 17SEP2020 2/1 1 Yes NA/TC R 
(17SEP2020)

N/N

16-55/
C459100
1 1039 
10391045

3^ RESP Oropharyngeal pain/
sore throat

1 28AUG2020 1/2 1 No O NA R 
(29AUG2020)

N/N

16-55/
C459100
1 1039 
10391058

3^ GENRL Chills/
chills

2 21SEP2020 1/3 1 Yes NA/TC R 
(23SEP2020)

N/N

Fatigue/
fatigue

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

MUSC Joint stiffness/
multiple joint stiffness

2 21SEP2020 1/3 1 Yes NA/TC R 
(23SEP2020)

N/N

NERV Headache/
headache

2 21SEP2020 1/2 2 Yes NA/TC R 
(22SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
injection site pain

1 01SEP2020 1/3 1 Yes NA R 
(03SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1039 
10391067

GENRL Injection site pain/
injection site pain

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

MUSC Myalgia/
GENERALIZED MYALGIAS

2 25SEP2020 2/1 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1039 
10391085

3^ GENRL Fatigue/
fatigue

2 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1039 
10391097

3^ GENRL Chills/
CHILLS

2 25SEP2020 1/4 2 Yes NA R 
(28SEP2020)

N/N

Fatigue/
FATIGUE

2 25SEP2020 1/5 2 Yes NA R 
(29SEP2020)

N/N

Injection site pain/
INJECTION SITE PAIN

2 25SEP2020 1/4 1 Yes NA R 
(28SEP2020)

N/N

Pain/
GENERALIZED ACHING

2 25SEP2020 1/4 2 Yes NA/TC R 
(28SEP2020)

N/N

Pyrexia/
FEVER

2 25SEP2020 1/2 2 Yes NA/TC R 
(26SEP2020)

N/N

16-55/
C459100
1 1039 
10391104

3^ GENRL Injection site pain/
injection site soreness

1 08SEP2020 1/3 1 Yes NA R 
(10SEP2020)

N/N

GENRL Pyrexia/
fever

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1039 
10391109

3^ GENRL Injection site pain/
INJECTION SITE SORENESS

1 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1039 
10391112

3^ GENRL Injection site pain/
injection site pain

1 10SEP2020 2/3 1 Yes NA R 
(12SEP2020)

N/N

GENRL Injection site pain/
injection site pain

2 01OCT2020 2/3 1 Yes NA R 
(03OCT2020)

N/N

Pyrexia/
fever

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1039 
10391115

3^ GENRL Injection site pain/
injection site pain

1 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

GENRL Fatigue/
fatigue

1 10SEP2020 2/2 1 Yes NA R
(11SEP2020)

N/N

MUSC Myalgia/
generalized muscle aches

1 10SEP2020 2/2 1 Yes NA/TC R 
(11SEP2020)

N/N

16-55/
C459100
1 1039 
10391118

3^ GENRL Fatigue/
fatigue

2 01OCT2020 2/C 1 Yes NA/TC RG N/N

Injection site pain/
injection site soreness

2 01OCT2020 2/C 1 Yes NA/TC RG N/N

Pain/
body ache

2 01OCT2020 2/C 1 Yes NA/TC RG N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1039 
10391119

3^ GENRL Fatigue/
fatigue

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

Injection site pain/
injection site soreness

2 01OCT2020 1/2 1 Yes NA/TC R 
(02OCT2020)

N/N

Pain/
bodyache

2 01OCT2020 1/3 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1039 
10391127

3^ GENRL Fatigue/
fatigue

2 01OCT2020 1/3 1 Yes NA R 
(03OCT2020)

N/N

GENRL Pain/
Aches-generalized

2 02OCT2020 2/2 1 Yes NA/TC R 
(03OCT2020)

N/N

Pyrexia/
fever

2 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1039 
10391128

3^ GENRL Fatigue/
FATIGUE

1 11SEP2020 2/2 1 Yes NA R 
(12SEP2020)

N/N

NERV Headache/
HEADACHE

1 11SEP2020 2/2 1 Yes NA/TC R 
(12SEP2020)

N/N

GENRL Fatigue/
FATIGUE

2 02OCT2020 2/3 1 Yes NA R 
(04OCT2020)

N/N

Pyrexia/
FEVER

2 02OCT2020 2/2 1 Yes NA/TC R 
(03OCT2020)

N/N

MUSC Myalgia/
MYALGIAS

2 02OCT2020 2/3 1 Yes NA R 
(04OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
HEADACHE

2 02OCT2020 2/3 1 Yes NA/TC R 
(04OCT2020)

N/N

16-55/
C459100
1 1039 
10391153

3^ INV Body temperature increased/
Increased Body temperature

1 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

NERV Paraesthesia/
Finger tingling in injection arm

1 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1039 
10391157

3^ GENRL Injection site pain/
injection site pain

1 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/N

GENRL Fatigue/
fatigue

2 17OCT2020 2/2 2 Yes NA R 
(18OCT2020)

N/N

MUSC Myalgia/
generalized muscle aches

2 17OCT2020 2/2 1 Yes NA/TC R 
(18OCT2020)

N/N

GENRL Pyrexia/
fever

2 18OCT2020 3/1 1 Yes NA R 
(18OCT2020)

N/N

16-55/
C459100
1 1039 
10391172

3^ GENRL Injection site pain/
injection site soreness

1 03OCT2020 2/3 1 Yes NA/TC R 
(05OCT2020)

N/N

GENRL Fatigue/
fatigue

2 23OCT2020 1/3 1 Yes NA/TC R 
(25OCT2020)

N/N

Pain/
generalized aching

2 23OCT2020 1/3 1 Yes NA R 
(25OCT2020)

N/N

GENRL Pyrexia/
fever

2 24OCT2020 2/1 1 Yes NA R 
(24OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
chills

2 25OCT2020 3/1 1 Yes NA/TC R 
(25OCT2020)

N/N

16-55/
C459100
1 1039 
10391176

3^ GENRL Fatigue/
fatigue

1 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N

MUSC Myalgia/
generalized muscle aches

1 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1039 
10391180

3^ CARD Palpitations/
pounding heart

1 07OCT2020 1/1 1 Yes NA R 
(07OCT2020)

N/Y

NERV Dizziness/
lightheaded

1 07OCT2020 1/1 1 Yes NA R 
(07OCT2020)

N/Y

16-55/
C459100
1 1042 
10421028

3^ INJ&P Chest injury/
bruised ribs

1 22AUG2020 20/13 2 No O NA/TC R 
(03SEP2020)

N/N

16-55/
C459100
1 1042 
10421041

3^ INFEC Cystitis/
bladder infection

2 21SEP2020 27/15 2 No O NA/TC R 
(05OCT2020)

N/N

16-55/
C459100
1 1042 
10421109

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 14AUG2020 1/1 1 Yes NA R 
(14AUG2020)

N/N

16-55/
C459100
1 1042 
10421125

3^ GENRL Chills/
Chills

2 14SEP2020 6/3 1 Yes NA R 
(16SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Fatigue/
Fatigue

2 14SEP2020 6/3 1 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1042 
10421143

3^ GENRL Pyrexia/
fever

1 20AUG2020 2/2 1 Yes NA R 
(21AUG2020)

N/N

NERV Headache/
headache

1 20AUG2020 2/2 1 Yes NA R 
(21AUG2020)

N/N

16-55/
C459100
1 1042 
10421158

3^ GENRL Pain/
Bodyache

2 15SEP2020 2/3 1 Yes NA R 
(17SEP2020)

N/N

Pyrexia/
Low Grade Fever

2 15SEP2020 2/3 1 Yes NA R 
(17SEP2020)

N/N

NERV Headache/
Headache

2 15SEP2020 2/3 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1042 
10421161

3^ GENRL Pain/
Bodyaches

2 15SEP2020 2/2 1 Yes NA/TC R 
(16SEP2020)

N/N

Pyrexia/
Low Grade Fever

2 15SEP2020 2/2 1 Yes NA/TC R 
(16SEP2020)

N/N

16-55/
C459100
1 1042 
10421198

3^ MUSC Arthralgia/
SHOULDER PAIN RIGHT 

SIDE

2 29SEP2020 2/4 1 Yes NA R 
(02OCT2020)

N/N

Neck pain/
NECK PAIN RIGHT SIDE

2 29SEP2020 2/4 1 Yes NA R 
(02OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1042 
10421206

3^ GENRL Chills/
Chills

2 29SEP2020 2/1 1 Yes NA R 
(29SEP2020)

N/N

Pyrexia/
Fever

2 29SEP2020 2/1 1 Yes NA R 
(29SEP2020)

N/N

16-55/
C459100
1 1042 
10421216

3^ GENRL Chills/
Chills

2 29SEP2020 1/1 1 Yes NA R 
(29SEP2020)

N/N

Pyrexia/
Fever

2 29SEP2020 1/3 2 Yes NA/TC R 
(01OCT2020)

N/N

16-55/
C459100
1 1042 
10421222

3^ GENRL Chills/
Chills

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

NERV Headache/
Headache

2 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1042 
10421243

3^ INFEC Ear infection/
lt ear infection

1 17SEP2020 7/C 1 No O NA/TC N N/N

INV Blood cholesterol increased/
High Cholesterol

1 24SEP2020 14/C 2 No O NA/TC N N/N

Blood potassium decreased/
Low Potassium

1 24SEP2020 14/C 2 No O NA/TC N N/N

GENRL Chills/
Chills

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Fatigue/
Fatigue

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

MUSC Arthralgia/
Joint Pain

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

NERV Headache/
Headache

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

GENRL Pyrexia/
Fever

2 01OCT2020 2/1 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1042 
10421259

3^ BLOOD Lymphadenopathy/
ENLARGED LYMPHNODES 

LEFT AXILLA

1 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N

GENRL Injection site pain/
PAIN AT INJECTION SITE

1 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1044 
10441011

3^ MUSC Back pain/
low back pain

2 11SEP2020 2/1 1 No O NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1044 
10441028

3^ MUSC Myalgia/
generalized Myalgias

2 16SEP2020 2/34 2 Yes NA/TC R 
(19OCT2020)

N/N

16-55/
C459100
1 1044 
10441029

3^ MUSC Myalgia/
Myalgia

2 16SEP2020 2/1 1 Yes NA/TC R 
(16SEP2020)

N/N

16-55/
C459100

3^ MUSC Myalgia/
generalized Myalgia

2 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1044 
10441037

16-55/
C459100
1 1044 
10441048

3^ GENRL Chills/
chills

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

Fatigue/
fatigue

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

MUSC Myalgia/
generalized Myalgias

2 17SEP2020 2/1 1 Yes NA/TC R 
(17SEP2020)

N/N

16-55/
C459100
1 1044 
10441054

3^ GENRL Chills/
chills

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

Fatigue/
FATIGUE

2 17SEP2020 2/3 1 Yes NA R 
(19SEP2020)

N/N

Pyrexia/
fever

2 17SEP2020 2/2 1 Yes NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1044 
10441057

3^ GENRL Injection site pain/
Injection site pain

1 29AUG2020 1/2 2 Yes NA R 
(30AUG2020)

N/Y

RENAL Nephrolithiasis/
Renal Calculi

1 29AUG2020 1/36 2 No O NA R 
(03OCT2020)

N/Y

16-55/
C459100
1 1044 
10441058

3^ GASTR Diarrhoea/
diarrhea

1 13SEP2020 3/1 1 Yes NA R 
(13SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1044 
10441060

3^ SKIN Alopecia/
hair loss

2 05OCT2020 15/C 1 No O NA N N/N

16-55/
C459100
1 1044 
10441071

3^ GENRL Injection site pain/
Injection Site Pain

2 23SEP2020 2/1 2 Yes NA R 
(23SEP2020)

N/N

Pyrexia/
fever

2 23SEP2020 2/1 3 Yes NA/TC R 
(23SEP2020)

N/N

MUSC Arthralgia/
joint pain

2 23SEP2020 2/1 2 Yes NA R 
(23SEP2020)

N/N

Myalgia/
generalized Myalgia

2 23SEP2020 2/1 2 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1044 
10441076

3^ GENRL Chills/
chills

2 25SEP2020 2/1 1 Yes NA R 
(25SEP2020)

N/N

MUSC Myalgia/
generalized myalgia

2 25SEP2020 2/1 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1044 
10441077

3^ GASTR Mouth ulceration/
ORAL ulcer

1 05SEP2020 3/2 1 No O NA/TC R 
(06SEP2020)

N/N

16-55/
C459100
1 1044 
10441079

3^ GENRL Chills/
chills

2 25SEP2020 1/1 1 Yes NA R 
(25SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
generalized myalgia

2 25SEP2020 1/32 1 Yes NA R 
(26OCT2020)

N/N

16-55/
C459100
1 1044 
10441086

3^ GASTR Diarrhoea/
diarrhea

1 05SEP2020 1/1 1 No O NA R 
(05SEP2020)

N/N

GENRL Fatigue/
fatigue

1 05SEP2020 1/1 1 Yes NA R 
(05SEP2020)

N/N

NERV Headache/
headache

1 05SEP2020 1/1 1 Yes NA R 
(05SEP2020)

N/N

16-55/
C459100
1 1044 
10441088

3^ GENRL Fatigue/
fatigue

2 26SEP2020 2/5 1 Yes NA R 
(30SEP2020)

N/N

Injection site pain/
injection site pain

2 26SEP2020 2/5 1 Yes NA R
(30SEP2020)

N/N

MUSC Myalgia/
generalized myalgia

2 26SEP2020 2/4 1 Yes NA R 
(29SEP2020)

N/N

NERV Headache/
headache

2 26SEP2020 2/4 1 Yes NA R 
(29SEP2020)

N/N

16-55/
C459100
1 1044 
10441099

3^ INFEC Gastroenteritis/
gastroenteritis

2 05OCT2020 7/1 1 No O NA R 
(05OCT2020)

N/N

16-55/
C459100
1 1044 
10441101

3^ INFEC Furuncle/
boil inguinal area

1 22SEP2020 13/36 1 No O NA/TC R 
(27OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1044 
10441102

3^ INJ&P Corneal abrasion/
Corneal abrasion (left)

1 27SEP2020 18/3 1 No O NA/TC R 
(29SEP2020)

N/N

16-55/
C459100
1 1044 
10441119

3^ GENRL Chills/
chills

2 13OCT2020 1/1 1 Yes NA R 
(13OCT2020)

N/N

Fatigue/
fatigue

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

NERV Headache/
headache

2 13OCT2020 1/3 1 Yes NA/TC/TCN R 
(15OCT2020)

N/N

16-55/
C459100
1 1044 
10441123

3^ GENRL Injection site pain/
Injection site pain

1 23SEP2020 2/3 1 Yes NA R 
(25SEP2020)

N/N

Pyrexia/
fever

1 23SEP2020 2/3 1 Yes NA R 
(25SEP2020)

N/N

NERV Headache/
headache

1 23SEP2020 2/3 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1044 
10441127

3^ GENRL Chills/
chills

1 23SEP2020 2/1 1 Yes NA R 
(23SEP2020)

N/N

Fatigue/
General fatigue

1 23SEP2020 2/1 1 Yes NA R 
(23SEP2020)

N/N

Pyrexia/
fever

1 23SEP2020 2/1 1 Yes NA R 
(23SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Myalgia (mild) generalized

1 23SEP2020 2/1 1 Yes NA R 
(23SEP2020)

N/N

GENRL Injection site pain/
injection site pain

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 13OCT2020 1/2 1 Yes NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 1044 
10441129

3^ GENRL Pyrexia/
FEVER

1 23SEP2020 2/1 1 Yes NA R 
(23SEP2020)

N/N

MUSC Myalgia/
Myalgia GENERALIZED

1 23SEP2020 2/1 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1044 
10441133

3^ GENRL Fatigue/
fatigue

2 13OCT2020 1/1 1 Yes NA R 
(13OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 13OCT2020 1/1 1 Yes NA/TC R 
(13OCT2020)

N/N

GENRL Pyrexia/
fever

2 14OCT2020 2/1 2 Yes NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1044 
10441139

3^ GENRL Fatigue/
fatigue

2 14OCT2020 1/3 1 Yes NA R 
(16OCT2020)

N/N

Injection site pain/
injection site pain

2 14OCT2020 1/2 1 Yes NA R 
(15OCT2020)

N/N

NERV Headache/
headache

2 14OCT2020 1/3 1 Yes NA R 
(16OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
chills

2 15OCT2020 2/1 1 Yes NA R 
(15OCT2020)

N/N

Pyrexia/
fever

2 15OCT2020 2/2 1 Yes NA R 
(16OCT2020)

N/N

SKIN Angioedema/
Angioedema face

2 16OCT2020 3/2 1 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100
1 1044 
10441142

3^ GENRL Injection site pain/
Injection site pain

2 15OCT2020 1/2 1 Yes NA/TC R 
(16OCT2020)

N/N

GENRL Chills/
chills

2 16OCT2020 2/2 1 Yes NA R 
(17OCT2020)

N/N

NERV Headache/
Headache

2 16OCT2020 2/2 1 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100
1 1044 
10441146

3^ INFEC Otitis externa/
otitis externa (left ear)

1 27SEP2020 4/8 1 No O NA/TC R 
(04OCT2020)

N/N

16-55/
C459100
1 1044 
10441152

3^† GASTR Mouth ulceration/
oral Ulcer

2 24OCT2020 6/3 1 No O NA R 
(26OCT2020)

N/N

Stomatitis/
Stomatitis

2 24OCT2020 6/3 1 No O NA R 
(26OCT2020)

N/N

16-55/
C459100
1 1044 
10441153

3^ GENRL Injection site pain/
Injection site pain

1 30SEP2020 1/C 1 Yes NA RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site erythema/
redness to injection site

2 19OCT2020 1/2 1 Yes NA R 
(20OCT2020)

N/N

GENRL Fatigue/
fatigue

2 20OCT2020 2/1 1 Yes NA R 
(20OCT2020)

N/N

Pyrexia/
fever

2 20OCT2020 2/1 1 Yes NA/TC R 
(20OCT2020)

N/N

MUSC Myalgia/
mylagia

2 20OCT2020 2/1 1 Yes NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1044 
10441157

3^ GENRL Chills/
Chills

2 21OCT2020 2/2 1 Yes NA R 
(22OCT2020)

N/N

Pyrexia/
Fever

2 21OCT2020 2/2 1 Yes NA/TC R 
(22OCT2020)

N/N

16-55/
C459100
1 1044 
10441165

3^ GENRL Injection site pain/
injection site pain

1 19OCT2020 1/2 1 Yes NA R 
(20OCT2020)

N/N

GENRL Pyrexia/
Fever

1 20OCT2020 2/1 1 Yes NA/TC R 
(20OCT2020)

N/N

MUSC Myalgia/
myalgia

1 20OCT2020 2/1 1 Yes NA R 
(20OCT2020)

N/N

GASTR Nausea/
nausea

2 09NOV2020 1/2 1 Yes NA R 
(10NOV2020)

N/N

GENRL Chills/
chills

2 09NOV2020 1/2 1 Yes NA R 
(10NOV2020)

N/N

Injection site pain/
injection site pain

2 09NOV2020 1/C 1 Yes NA RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
fever

2 09NOV2020 1/2 3 Yes NA/TC R 
(10NOV2020)

N/N

MUSC Myalgia/
myalgia

2 09NOV2020 1/C 1 Yes NA RG N/N

16-55/
C459100
1 1046 
10461046

3^ BLOOD Lymphadenopathy/
Swollen Lymph Node on left 

side of Neck

2 14SEP2020 7/7 1 No O NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1046 
10461091

3^ NERV Migraine/
Migraine

2 15SEP2020 2/3 2 No O NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1046 
10461145

3^ METAB Hypercholesterolaemia/
Hypercholesterolemia

2 05OCT2020 15/C 1 No O NA/TC N N/N

16-55/
C459100
1 1046 
10461153

3^ GASTR Diarrhoea/
Diarrhea

1 05SEP2020 5/C 3 No O NA N N/N

GENRL Fatigue/
Fatigue

1 05SEP2020 5/C 3 No O NA N N/N

Pyrexia/
Fever

1 05SEP2020 5/4 3 No O NA R 
(08SEP2020)

N/N

16-55/
C459100
1 1047 
10471010

3^ GENRL Injection site pain/
soreness of injection site left 

deltoid

1 02SEP2020 14/C 1 Yes NA N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site erythema/
Redness at injection site left 

deltoid

2 08SEP2020 1/C 1 Yes NA N N/N

16-55/
C459100
1 1047 
10471018

3^ GENRL Injection site pain/
Soreness Left arm post injection

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1047 
10471025

3^ GENRL Pain/
body aches

2 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

NERV Headache/
headache

2 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

16-55/
C459100
1 1047 
10471033

3^ GENRL Injection site pain/
injection site Soreness Left 

Deltoid

1 25AUG2020 4/1 1 Yes NA R 
(25AUG2020)

N/N

GENRL Injection site pain/
injection site pain left arm

2 12SEP2020 1/3 2 Yes NA R 
(14SEP2020)

N/N

Injection site pruritus/
left arm itchiness at injection site

2 12SEP2020 1/3 2 Yes NA R 
(14SEP2020)

N/N

Injection site swelling/
left arm swollen at injection site

2 12SEP2020 1/3 2 Yes NA R 
(14SEP2020)

N/N

16-55/
C459100
1 1047 
10471040

3^ GENRL Pain/
body aches

2 16SEP2020 2/2 2 Yes NA R 
(17SEP2020)

N/N

Pyrexia/
100.4 fever

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1047 
10471041

3^ GENRL Pyrexia/
100.4 fever

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

MUSC Myalgia/
generalized muscles aches

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1047 
10471057

3^ GENRL Pyrexia/
low grade temp post injection 

99.9

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1047 
10471061

3^ GENRL Pain/
Body Aches generalized

2 17SEP2020 2/2 2 Yes NA R 
(18SEP2020)

N/N

Pyrexia/
Fever 102

2 17SEP2020 2/1 2 Yes NA R
(17SEP2020)

N/N

Pyrexia/
Fever 103.0

2 17SEP2020 2/1 3 Yes NA R 
(17SEP2020)

N/N

NERV Headache/
Headache

2 17SEP2020 2/2 2 Yes NA R 
(18SEP2020)

N/N

NERV Headache/
Headache

2 18SEP2020 3/2 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1047 
10471064

3^ GENRL Pain/
Body aches generalized

2 17SEP2020 2/C 1 Yes NA N N/N

Pyrexia/
Temp 101

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1047 
10471069

3^ GENRL Pain/
Body aches generalized

2 16SEP2020 2/2 1 Yes NA R
(17SEP2020)

N/N

NERV Headache/
Headache

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1047 
10471070

3^ GENRL Injection site pain/
Injection Site Soreness

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

Pain/
Body aches generalized

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

Pyrexia/
Fever

2 16SEP2020 2/1 1 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1047 
10471081

3^ GASTR Nausea/
Nausea

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

NERV Headache/
Headache

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1047 
10471093

3^ IMMU
N

Seasonal allergy/
Seasonal Allergies

1 02SEP2020 3/C 1 No O NA N N/N

RESP Oropharyngeal pain/
intermittent Sore throat

1 02SEP2020 3/C 1 No O NA N N/N

GENRL Chills/
Chills

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
left injection site shoulder pain.

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

MUSC Neck pain/
Neck Pain

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

NERV Headache/
Headache

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1047 
10471095

3^ GENRL Fatigue/
Fatigue

1 02SEP2020 2/2 1 Yes NA R 
(03SEP2020)

N/N

Injection site swelling/
Injection site swelling

1 02SEP2020 2/2 1 Yes NA R 
(03SEP2020)

N/N

16-55/
C459100
1 1047 
10471106

3^ GENRL Chills/
Chills

2 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

NERV Headache/
Headaches

2 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1047 
10471128

3^ GENRL Chills/
Chills

2 24SEP2020 2/4 1 Yes NA R 
(27SEP2020)

N/N

Pain/
Bodyaches

2 24SEP2020 2/4 1 Yes NA R 
(27SEP2020)

N/N

Pyrexia/
Fever 101.0

2 24SEP2020 2/1 1 Yes NA R 
(24SEP2020)

N/N

NERV Headache/
Headache

2 24SEP2020 2/8 1 Yes NA R 
(01OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

RESP Paranasal sinus discomfort/
Sinus Pressure

2 24SEP2020 2/4 1 Yes NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1047 
10471133

3^ GENRL Pain/
Bodyaches

2 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

INV Body temperature increased/
Increased body temperature 

100.0

2 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1047 
10471143

3^ MUSC Arthralgia/
Elbow pain right arm

1 04SEP2020 1/3 1 Yes NA R 
(06SEP2020)

N/N

Arthralgia/
wrist pain right arm

1 04SEP2020 1/3 1 Yes NA R 
(06SEP2020)

N/N

Myalgia/
muscle pain right arm

1 04SEP2020 1/3 1 Yes NA R 
(06SEP2020)

N/N

GENRL Chills/
Chills

1 25SEP2020 22/2 1 Yes NA R 
(26SEP2020)

N/N

Fatigue/
Fatigue

1 25SEP2020 22/2 1 Yes NA R 
(26SEP2020)

N/N

Injection site pain/
Injection site soreness

1 25SEP2020 22/2 1 Yes NA R 
(26SEP2020)

N/N

16-55/
C459100
1 1047 
10471172

3^ RENAL Nephrolithiasis/
Kidney Stone, Right Side

2 05NOV2020 37/4 2 No O NA R 
(08NOV2020)

N/N

16-55/
C459100

3^ GASTR Diarrhoea/
Diarrhea

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1047 
10471174

GENRL Chills/
Chills

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1047 
10471180

3^ GENRL Injection site pain/
Soreness at injection site

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1047 
10471186

3^ EAR Ear discomfort/
Ear pressure

2 05OCT2020 1/C 1 No O NA/TC RG N/N

GENRL Chills/
Chills

2 05OCT2020 1/2 1 Yes NA R 
(06OCT2020)

N/N

RESP Rhinitis allergic/
Allergic Rhinitis

1 05OCT2020 25/C 1 No O NA/TC RG N/N

EAR Ear pain/
Bilateral Otalgia

2 06OCT2020 2/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1047 
10471201

3^ GENRL Injection site pain/
Left Arm soreness post injection

1 13SEP2020 2/2 1 Yes NA R 
(14SEP2020)

N/N

16-55/
C459100
1 1047 
10471203

3^ UNC FATIGUE@@/
Fatigue*

14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

LEFT ARM PAIN AT 
INJECTION SITE@@/

Left arm pain at injection site*

14SEP2020 1/2 1 Yes NA R 
(15SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

UNC FATIGUE@@/
Fatigue

1 12OCT2020 29/2 1 Yes NA R 
(13OCT2020)

N/N

LEFT ARM PAIN AT 
INJECTION SITE@@/

Left arm pain at injection site

1 12OCT2020 29/2 1 Yes NA R 
(13OCT2020)

N/N

UNC SPRAINED LEFT FOOT@@/
Sprained Left Foot

2 09NOV2020 29/C 2 No O NA RG N/N

SPRAINED RIGHT FOOT@@/
Sprained Right Foot

2 09NOV2020 29/C 2 No O NA RG N/N

16-55/
C459100
1 1047 
10471217

3^ SKIN Blister/
left torso blisters

2 12OCT2020 4/25 1 No O NA R 
(05NOV2020)

N/N

Rash/
left torso rash

2 12OCT2020 4/25 1 No O NA R 
(05NOV2020)

N/N

16-55/
C459100
1 1047 
10471223

3^ GENRL Chills/
Chills

1 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

GENRL Pain/
body aches

1 08OCT2020 23/2 1 Yes NA R 
(09OCT2020)

N/N

INV Body temperature increased/
increased body temperture 99.1

1 08OCT2020 23/2 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1047 
10471225

3^ EYE Photophobia/
Light sensitivity eyes

2 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N

GASTR Nausea/
Nausea

2 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Pain/
Bodyaches

2 06OCT2020 2/9 1 Yes NA R 
(14OCT2020)

N/N

GENRL Pyrexia/
Fever 102.6

2 07OCT2020 3/1 3 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1047 
10471232

3^ GENRL Injection site pain/
Injection site soreness left arm*

17SEP2020 1/8 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1047 
10471241

3^ GASTR Diarrhoea/
Diarrhea

2 08OCT2020 1/4 1 Yes NA R 
(11OCT2020)

N/N

Nausea/
Nausea

2 08OCT2020 1/4 1 Yes NA R 
(11OCT2020)

N/N

GENRL Injection site pain/
Injection Site Soreness

2 08OCT2020 1/4 1 Yes NA R 
(11OCT2020)

N/N

Pain/
Bodyaches

2 08OCT2020 1/4 1 Yes NA R 
(11OCT2020)

N/N

Pyrexia/
Low Grade Fever 100.4

2 08OCT2020 1/4 1 Yes NA R 
(11OCT2020)

N/N

NERV Headache/
Headaches

2 08OCT2020 1/4 1 Yes NA R 
(11OCT2020)

N/N

16-55/
C459100
1 1047 
10471244

3^ GENRL Injection site pain/
Injection site soreness left arm*

18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100

3^ GASTR Nausea/
Nausea

2 13OCT2020 2/1 1 Yes NA R 
(13OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1047 
10471254

GENRL Fatigue/
Fatigue

2 13OCT2020 2/1 1 Yes NA R 
(13OCT2020)

N/N

16-55/
C459100
1 1047 
10471255

3^ GENRL Injection site pain/
Soreness at injection site left 

arm*

21SEP2020 1/4 1 Yes NA R 
(24SEP2020)

N/N

GENRL Injection site pain/
soreness at injection site

2 13OCT2020 2/4 1 Yes NA R 
(16OCT2020)

N/N

Pyrexia/
fever 101.6

2 13OCT2020 2/2 1 Yes NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1047 
10471266

3^ GASTR Diarrhoea/
diarrhea (mild)

2 15OCT2020 1/2 1 Yes NA R 
(16OCT2020)

N/N

GENRL Chills/
chills

2 16OCT2020 2/1 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1047 
10471267

3^ GENRL Injection site pain/
soreness at injection site*

22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

GENRL Injection site pain/
soreness at injection site

2 13OCT2020 1/3 1 Yes NA R 
(15OCT2020)

N/N

Pyrexia/
low grade temperature (99.1)

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

MUSC Myalgia/
muscle aches

2 13OCT2020 1/3 1 Yes NA R 
(15OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1047 
10471275

3^ GENRL Chills/
chills

2 14OCT2020 1/2 1 Yes NA R 
(15OCT2020)

N/N

Pain/
body aches

2 14OCT2020 1/5 2 Yes NA R 
(18OCT2020)

N/N

16-55/
C459100
1 1048 
10481004

3^ INJ&P Muscle strain/
THORACIC MUSCLE STRAIN

2 24SEP2020 23/C 1 No O NA/TC N N/N

16-55/
C459100
1 1048 
10481020

3^ SKIN Pruritus/
PRURITIS - LEFT FOOT

2 05OCT2020 26/2 1 No O NA/TC R 
(06OCT2020)

N/N

16-55/
C459100
1 1048 
10481025

3^ GENRL Fatigue/
fatigue

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

MUSC Myalgia/
New muscle pain, generalized

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

NERV Headache/
Headache

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1048 
10481032

3^ GENRL Injection site pain/
PAIN AT INJECTION SITE

1 26AUG2020 2/5 1 Yes NA R 
(30AUG2020)

N/N

16-55/
C459100
1 1048 
10481040

3^ SKIN Rash/
RASH LEFT ANTECUBITAL

1 27AUG2020 1/4 1 No O NA R 
(30AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Influenza like illness/
FLU LIKE SYMPTOMS

2 17SEP2020 1/4 1 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1048 
10481044

3^ GENRL Cyst/
CYST ON LEFT GROIN

2 05OCT2020 20/C 2 No O NA/TC N N/N

16-55/
C459100
1 1048 
10481055

3^ GENRL Fatigue/
fatigue

1 01SEP2020 2/2 2 Yes NA/TC R 
(02SEP2020)

N/N

Injection site pain/
injection site pain

1 01SEP2020 2/2 2 Yes NA/TC R 
(02SEP2020)

N/N

16-55/
C459100
1 1048 
10481065

3^ GENRL Influenza like illness/
FLU LIKE SYMPTOMS

2 24SEP2020 1/4 1 Yes NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1048 
10481075

3^ GENRL Injection site pain/
pain at injection site

1 02SEP2020 1/3 1 Yes NA R 
(04SEP2020)

N/N

GENRL Chills/
Chills

1 03SEP2020 2/3 1 Yes NA R 
(05SEP2020)

N/N

Pain/
body aches

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N

INFEC Nasopharyngitis/
common cold

2 18OCT2020 26/C 1 No O NA N N/N

16-55/
C459100

3^ GENRL Fatigue/
FATIGUE

2 23SEP2020 2/2 1 Yes NA R
(24SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1048 
10481079

Pyrexia/
Fever

2 23SEP2020 2/1 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1048 
10481083

3^ GENRL Chills/
chills

1 06SEP2020 4/7 1 Yes NA R 
(12SEP2020)

N/N

Fatigue/
Fatigue

1 06SEP2020 4/7 1 Yes NA R 
(12SEP2020)

N/N

NERV Dizziness/
dizziness

1 06SEP2020 4/7 1 Yes NA R 
(12SEP2020)

N/N

Headache/
headaches

1 06SEP2020 4/7 1 Yes NA/TC R 
(12SEP2020)

N/N

16-55/
C459100
1 1048 
10481086

3^ GENRL Injection site pain/
muscle pain at injection site

1 04SEP2020 2/2 2 Yes NA R 
(05SEP2020)

N/N

SKIN Night sweats/
Profuse night sweating

1 04SEP2020 2/2 2 Yes NA R 
(05SEP2020)

N/N

GASTR Nausea/
nausea

1 05SEP2020 3/3 1 Yes NA R 
(07SEP2020)

N/N

NERV Headache/
headache

1 05SEP2020 3/6 1 Yes NA R 
(10SEP2020)

N/N

GENRL Pain/
body aches

2 23SEP2020 2/3 1 Yes NA/TC R 
(25SEP2020)

N/N

16-55/
C459100

3^ INJ&P Exposure during pregnancy/
Exposure during pregnancy

1 20SEP2020 17/C No O NA N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1048 
10481088

16-55/
C459100
1 1048 
10481106

3^ GENRL Fatigue/
FATIGUE

2 29SEP2020 2/2 1 Yes NA R 
(30SEP2020)

N/N

Pyrexia/
FEVER

2 29SEP2020 2/2 1 Yes NA R 
(30SEP2020)

N/N

NERV Headache/
HEADACHE

2 29SEP2020 2/2 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1048 
10481125

3^ INJ&P Tooth fracture/
CRACKED TOOTH

2 05OCT2020 5/5 2 No O NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1048 
10481132

3^ GENRL Fatigue/
FATIGUE

1 12SEP2020 2/11 1 Yes NA/TCN R 
(22SEP2020)

N/N

16-55/
C459100
1 1052 
10521160

3^ NERV Headache/
intermittent headaches

1 23SEP2020 1/C 1 No O NA N N/Y

16-55/
C459100
1 1054 
10541002

3^ GENRL Chills/
one episode of chills

1 19AUG2020 1/1 1 Yes NA R 
(19AUG2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
soreness L arm injection site

2 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1054 
10541003

16-55/
C459100
1 1054 
10541005

3^ NERV Headache/
headache

2 09SEP2020 1/1 1 Yes NA/TC R 
(09SEP2020)

N/N

MUSC Arthralgia/
L shoulder pain

2 04OCT2020 26/7 2 No O NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1054 
10541011

3^ GENRL Fatigue/
fatigue

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

Injection site erythema/
redness at L arm injection site

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

Injection site pain/
soreness at L arm injection site

2 09SEP2020 1/2 2 Yes NA R 
(10SEP2020)

N/N

Injection site swelling/
swelling at L arm injection site

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1054 
10541012

3^ GASTR Diarrhoea/
diarrhea - 1 episode

2 17SEP2020 7/1 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1054 
10541014

3^ GASTR Nausea/
nausea

2 11SEP2020 2/1 1 Yes NA R 
(11SEP2020)

N/N

GENRL Chills/
chills

2 11SEP2020 2/1 1 Yes NA R 
(11SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
muscle ache at injection site, L 

arm

2 11SEP2020 2/1 1 Yes NA/TC R 
(11SEP2020)

N/N

16-55/
C459100
1 1054 
10541018

3^ GENRL Injection site pain/
pain at injection site L arm

2 09SEP2020 1/1 1 Yes NA R 
(09SEP2020)

N/N

16-55/
C459100
1 1054 
10541032

3^ GENRL Injection site pain/
pain L arm at injection site

1 23AUG2020 2/3 1 Yes NA R 
(25AUG2020)

N/N

MUSC Back pain/
low back pain

1 23AUG2020 2/4 1 Yes NA/TC R 
(26AUG2020)

N/N

GENRL Injection site pain/
pain injection site

2 11SEP2020 1/4 1 Yes NA R 
(14SEP2020)

N/N

GASTR Nausea/
nausea

2 12SEP2020 2/1 1 Yes NA R 
(12SEP2020)

N/N

GENRL Fatigue/
fatigue

2 12SEP2020 2/1 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1054 
10541034

3^ GENRL Fatigue/
fatigue

1 23AUG2020 2/13 1 Yes NA R 
(04SEP2020)

N/N

16-55/
C459100
1 1054 
10541035

3^ INFEC Chronic sinusitis/
worsening of chronic sinusitis

2 24SEP2020 15/C 1 No O NA/TC/TCN N N/N

16-55/
C459100

3^ GENRL Injection site pain/
soreness at injection site (LUE)

1 24AUG2020 1/5 1 Yes NA R 
(28AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1054 
10541043

GENRL Chills/
chills

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

Pyrexia/
fever

2 14SEP2020 1/2 1 Yes NA/TC R 
(15SEP2020)

N/N

NERV Headache/
headache

2 14SEP2020 1/3 1 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1054 
10541050

3^ GENRL Injection site pain/
pain at injection site, L deltoid

1 26AUG2020 1/2 1 Yes NA R 
(27AUG2020)

N/N

MUSC Myalgia/
muscle ache L upper arm

1 28AUG2020 3/2 1 Yes NA R 
(29AUG2020)

N/N

NERV Headache/
headache

2 30SEP2020 15/1 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1054 
10541054

3^ GENRL Pyrexia/
subjective fever

1 26AUG2020 1/2 1 Yes NA/TC R 
(27AUG2020)

N/N

GENRL Chest pain/
chest pain with deep inspiration

1 29AUG2020 4/2 1 Yes NA R 
(30AUG2020)

N/N

16-55/
C459100
1 1054 
10541058

3^ GENRL Injection site pain/
soreness L arm injection site

1 26AUG2020 1/3 1 Yes NA R 
(28AUG2020)

N/N

16-55/
C459100

3^ GASTR Vomiting/
vomiting

1 03SEP2020 8/2 1 No O NA R 
(04SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1054 
10541065

16-55/
C459100
1 1054 
10541067

3^ NERV Headache/
Headache

1 28AUG2020 1/2 2 Yes NA/TC/TCN R 
(29AUG2020)

N/N

NERV Headache/
headache

2 18SEP2020 1/2 2 Yes NA/TC R 
(19SEP2020)

N/N

EAR Hypoacusis/
decreased hearing R ear

2 20SEP2020 3/C 2 No O NA/TC RG N/N

Tinnitus/
Tinnitus R ear

2 20SEP2020 3/C 2 No O NA/TC N N/N

Vertigo/
vertigo

2 20SEP2020 3/3 1 No O NA R 
(22SEP2020)

N/N

EAR Ear disorder/
fluid R ear

2 22SEP2020 5/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1054 
10541068

3^ GENRL Pyrexia/
fever

1 17SEP2020 21/1 3 No O NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1054 
10541069

3^ GENRL Chills/
intermittent chills

1 28AUG2020 1/8 1 Yes NA R 
(04SEP2020)

N/N

Pain/
diffuse body aches

1 28AUG2020 1/4 1 Yes NA R 
(31AUG2020)

N/N

GENRL Fatigue/
fatigue

1 29AUG2020 2/2 2 Yes NA R 
(30AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

VASC Hot flush/
hot flashes (worsening)

1 29AUG2020 2/8 1 Yes NA R 
(05SEP2020)

N/N

INV Blood testosterone decreased/
low testosterone

2 16OCT2020 8/C 1 No O NA N N/N

16-55/
C459100
1 1054 
10541070

3^ GENRL Injection site pain/
pain L arm injection site

1 28AUG2020 1/4 1 Yes NA R 
(31AUG2020)

N/N

GENRL Chills/
chills

1 18SEP2020 22/1 1 Yes NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1054 
10541073

3^ SKIN Rash/
rash, L arm

1 11SEP2020 15/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1054 
10541074

3^ SKIN Pruritus/
intermittent itching umbilical 

area

1 04SEP2020 8/16 1 Yes NA R 
(19SEP2020)

N/N

GENRL Chills/
chills

2 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1054 
10541078

3^ GENRL Pain/
body ache

2 22SEP2020 2/2 1 Yes NA/TC R 
(23SEP2020)

N/N

NERV Dizziness/
dizziness - intermittent

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

Headache/
headache

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1054 
10541080

3^ INJ&P Road traffic accident/
road accident

2 19OCT2020 29/1 1 No O NA R 
(19OCT2020)

N/N

MUSC Coccydynia/
pain in tail bone

2 19OCT2020 29/C 1 No O NA N N/N

16-55/
C459100
1 1054 
10541087

3^ GENRL Injection site pain/
site injection pain

1 01SEP2020 1/4 1 Yes NA R 
(04SEP2020)

N/N

16-55/
C459100
1 1054 
10541089

3^ GENRL Asthenia/
low energy

2 23SEP2020 2/2 2 Yes NA R 
(24SEP2020)

N/N

Injection site pain/
soreness L arm injection site

2 23SEP2020 2/5 1 Yes NA R 
(27SEP2020)

N/N

Pain/
diffuse body aches

2 23SEP2020 2/2 2 Yes NA/TC R 
(24SEP2020)

N/N

Pyrexia/
subjective fever

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

NERV Headache/
headache

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1054 
10541090

3^ GENRL Chills/
chills

1 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/N

MUSC Pain in extremity/
soreness R arm

1 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
headache

1 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/N

GENRL Fatigue/
fatigue

2 22SEP2020 1/3 1 Yes NA R 
(24SEP2020)

N/N

Pain/
diffuse soreness

2 22SEP2020 1/3 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1054 
10541096

3^ GENRL Chills/
intermittent chills

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

Fatigue/
fatigue

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

Pyrexia/
fever

2 23SEP2020 1/2 1 Yes NA/TC R 
(24SEP2020)

N/N

MUSC Myalgia/
muscle aches

2 23SEP2020 1/2 2 Yes NA R 
(24SEP2020)

N/N

BLOOD Iron deficiency anaemia/
anemia, iron deficiency

2 08OCT2020 16/C 1 No CD NA/TC N N/N

16-55/
C459100
1 1054 
10541097

3^ GENRL Fatigue/
fatigue

1 14SEP2020 13/34 1 Yes NA R 
(17OCT2020)

N/N

NERV Somnolence/
sleepiness

1 14SEP2020 13/34 1 Yes NA R 
(17OCT2020)

N/N

VASC Hot flush/
hot flashes

1 14SEP2020 13/23 1 Yes NA R 
(06OCT2020)

N/N

NERV Headache/
intermittent headache

1 18SEP2020 17/32 1 Yes NA/TC R 
(19OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

ENDO Hypothyroidism/
hypothyroidism

2 25SEP2020 3/C 1 No O NA N N/N

METAB Dyslipidaemia/
dyslipidemia

2 25SEP2020 3/C 1 No O NA N N/N

INFEC Urinary tract infection/
UTI

2 03OCT2020 11/3 1 No O NA/TC/TCN R 
(05OCT2020)

N/N

INFEC Pyelonephritis/
pyelonephritis

2 05OCT2020 13/13 2 No O NA/TC R 
(17OCT2020)

N/N

GASTR Diverticulum intestinal/
diverticulosis of the colon

2 06OCT2020 14/C 1 No O NA N N/N

RESP Lung infiltration/
nodular interstitial infiltrate, RLL 

of lung

2 06OCT2020 14/C 1 No O NA N N/N

REPRO Nipple pain/
bilateral nipple pain

2 15OCT2020 23/13 1 No O NA R 
(27OCT2020)

N/N

16-55/
C459100
1 1054 
10541098

3^ GENRL Injection site pain/
pain R arm injection site

1 03SEP2020 2/3 1 Yes NA R 
(05SEP2020)

N/N

16-55/
C459100
1 1054 
10541101

3^ GENRL Injection site pain/
pain L arm injection site

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

GENRL Chills/
chills

2 24SEP2020 2/1 1 Yes NA R 
(24SEP2020)

N/N

Pyrexia/
low grade fever

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100

3^ GENRL Pyrexia/
fever - subjective

1 03SEP2020 1/2 1 Yes NA R 
(04SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1054 
10541104

16-55/
C459100
1 1054 
10541108

3^ GENRL Injection site pain/
soreness R arm injection site

1 03SEP2020 1/5 1 Yes NA R 
(07SEP2020)

N/N

16-55/
C459100
1 1054 
10541111

3^ GASTR Diarrhoea/
diarrhea

2 25SEP2020 2/3 2 Yes NA R 
(27SEP2020)

N/N

Nausea/
nausea

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

GENRL Pain/
diffuse body aches

2 25SEP2020 2/2 2 Yes NA/TC R 
(26SEP2020)

N/N

METAB Decreased appetite/
decreased appetite

2 25SEP2020 2/2 2 Yes NA R 
(26SEP2020)

N/N

NERV Dysgeusia/
metallic taste

2 25SEP2020 2/3 1 Yes NA R 
(27SEP2020)

N/N

Migraine/
migraine headache

2 25SEP2020 2/3 2 Yes NA/TC R 
(27SEP2020)

N/N

16-55/
C459100
1 1054 
10541113

3^ GENRL Injection site pain/
site injection pain

1 05SEP2020 3/6 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1054 
10541115

3^ GENRL Injection site pain/
tenderness L arm injection site

1 05SEP2020 2/3 1 Yes NA R 
(07SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pruritus/
itching L arm injection site

1 05SEP2020 2/3 1 Yes NA R 
(07SEP2020)

N/N

MUSC Arthralgia/
joint aches

1 05SEP2020 2/2 1 Yes NA R 
(06SEP2020)

N/N

GENRL Injection site bruising/
bruising L arm injection site

1 06SEP2020 3/6 1 Yes NA R 
(11SEP2020)

N/N

GENRL Chills/
chills

2 26SEP2020 2/1 1 Yes NA R
(26SEP2020)

N/N

Fatigue/
fatigue

2 26SEP2020 2/1 2 Yes NA R 
(26SEP2020)

N/N

Pain/
generalized body aches

2 26SEP2020 2/1 1 Yes NA R 
(26SEP2020)

N/N

Pyrexia/
subjective fever

2 26SEP2020 2/1 1 Yes NA/TC R 
(26SEP2020)

N/N

MUSC Arthralgia/
bilateral hip joint ache

2 26SEP2020 2/1 1 Yes NA R 
(26SEP2020)

N/N

SKIN Night sweats/
night sweats

2 27SEP2020 3/1 1 Yes NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1054 
10541119

3^ NERV Headache/
headache

2 19OCT2020 25/1 1 No O NA/TC R 
(19OCT2020)

N/N

16-55/
C459100
1 1054 
10541121

3^ GASTR Diarrhoea/
diarrhea, single episode

1 08SEP2020 5/1 1 No O NA R 
(08SEP2020)

N/N

GENRL Chills/
chills

1 08SEP2020 5/1 1 No O NA R 
(08SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1054 
10541122

3^ RESP Nasal congestion/
nasal congestion

1 27SEP2020 20/2 1 No O NA/TC R 
(28SEP2020)

N/N

16-55/
C459100
1 1054 
10541135

3^ MUSC Back pain/
low back soreness

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

MUSC Back pain/
low back soreness

2 30SEP2020 2/1 2 Yes NA/TC R 
(30SEP2020)

N/N

16-55/
C459100
1 1054 
10541140

3^ GENRL Injection site bruising/
bruise L arm injection site

1 11SEP2020 2/21 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1054 
10541141

3^ GENRL Injection site pain/
muscle pain at injection site, L 

arm

1 10SEP2020 1/4 1 Yes NA/TC R 
(13SEP2020)

N/N

NERV Headache/
headache*

10SEP2020 1/4 1 No O NA R 
(13SEP2020)

N/N

GENRL Injection site pain/
soreness at injection site

2 30SEP2020 1/5 2 Yes NA/TC R 
(04OCT2020)

N/N

GASTR Nausea/
nausea

2 01OCT2020 2/1 1 Yes NA R 
(01OCT2020)

N/N

GENRL Chills/
chills

2 01OCT2020 2/1 1 Yes NA R 
(01OCT2020)

N/N

Pyrexia/
fever

2 01OCT2020 2/1 1 Yes NA/TC R 
(01OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Back pain/
upper back ache

2 01OCT2020 2/1 2 Yes NA/TC R 
(01OCT2020)

N/N

16-55/
C459100
1 1054 
10541144

3^ GASTR Abdominal pain upper/
epigastric pain

1 12SEP2020 2/5 1 Yes NA/TC R 
(16SEP2020)

N/N

GENRL Fatigue/
fatigue

1 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

MUSC Myalgia/
myalgia

1 12SEP2020 2/2 1 Yes NA/TC R 
(13SEP2020)

N/N

16-55/
C459100
1 1054 
10541148

3^ GENRL Injection site pain/
soreness L arm injection site

1 11SEP2020 1/3 1 Yes NA R 
(13SEP2020)

N/N

NERV Headache/
headache

1 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

GASTR Nausea/
nausea

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

GENRL Chills/
chills

2 02OCT2020 1/2 1 Yes NA/TC R 
(03OCT2020)

N/N

Injection site pain/
soreness at injection site

2 02OCT2020 1/9 1 Yes NA R 
(10OCT2020)

N/N

Pyrexia/
fever

2 02OCT2020 1/3 1 Yes NA/TC R 
(04OCT2020)

N/N

NERV Headache/
headache

2 02OCT2020 1/2 2 Yes NA/TC R 
(03OCT2020)

N/N

SKIN Rash/
rash upper abdomen

2 02OCT2020 1/5 1 Yes NA R 
(06OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GASTR Nausea/
intermittent nausea

2 07OCT2020 6/4 1 Yes NA R 
(10OCT2020)

N/N

Retching/
dry heaves

2 07OCT2020 6/1 1 Yes NA R 
(07OCT2020)

N/N

MUSC Musculoskeletal stiffness/
neck stiffness

2 07OCT2020 6/1 1 Yes NA R 
(07OCT2020)

N/N

2 07OCT2020 6/10 2 Yes NA R 
(16OCT2020)

N/N

NERV Headache/
headache

2 07OCT2020 6/3 1 Yes NA R 
(09OCT2020)

N/N

GENRL Feeling abnormal/
brain fog

2 11OCT2020 10/1 1 No O NA R 
(11OCT2020)

N/N

GENRL Feeling abnormal/
brain fog

2 13OCT2020 12/1 1 No O NA R 
(13OCT2020)

N/N

16-55/
C459100
1 1054 
10541152

3^ GENRL Pyrexia/
fever

1 19SEP2020 6/1 1 Yes NA R 
(19SEP2020)

N/N

NERV Motor dysfunction/
L C7 motor dysfunction

2 OCT2020 1/C 1 No O NA/TCN N N/N

Radiculopathy/
worsening of radiculopathy, both 

upper extremities

2 OCT2020 1/C 2 No O NA/TC/TCN N N/N

EYE Eye irritation/
burning sensation in eyes

2 06OCT2020 2/1 1 Yes NA R 
(06OCT2020)

N/N

GENRL Chills/
chills

2 06OCT2020 2/1 1 Yes NA/TC R 
(06OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
fever

2 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N

Pyrexia/
subjective fever

2 06OCT2020 2/1 1 Yes NA R 
(06OCT2020)

N/N

MUSC Myalgia/
diffuse muscle aches

2 06OCT2020 2/2 1 Yes NA/TC R 
(07OCT2020)

N/N

NERV Headache/
headache

2 06OCT2020 2/2 2 Yes NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1054 
10541157

3^ GENRL Injection site pain/
site injection pain, L arm

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1054 
10541160

3^ GENRL Injection site pain/
soreness at R arm injection site

1 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

GASTR Nausea/
nausea

2 07OCT2020 1/2 1 Yes NA R 
(08OCT2020)

N/N

GENRL Chills/
chills

2 07OCT2020 1/2 2 Yes NA R 
(08OCT2020)

N/N

Fatigue/
fatigue

2 07OCT2020 1/3 1 Yes NA R 
(09OCT2020)

N/N

Injection site pain/
muscle ache at R arm injection 

site

2 07OCT2020 1/3 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1054 
10541174

3^ GENRL Injection site pain/
soreness R arm injection site

1 18SEP2020 1/4 1 Yes NA R 
(21SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
headache

1 18SEP2020 1/1 1 Yes NA R 
(18SEP2020)

N/N

Somnolence/
drowsiness

1 18SEP2020 1/1 1 Yes NA R 
(18SEP2020)

N/N

GENRL Injection site pain/
soreness R arm injection site

2 08OCT2020 1/1 1 Yes NA R 
(08OCT2020)

N/N

2 08OCT2020 1/6 2 Yes NA R 
(13OCT2020)

N/N

GENRL Fatigue/
fatigue

2 09OCT2020 2/2 1 Yes NA R 
(10OCT2020)

N/N

Pain/
generalized body aches

2 09OCT2020 2/2 1 Yes NA R 
(10OCT2020)

N/N

Pyrexia/
intermittent low grade feverw

2 09OCT2020 2/2 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1054 
10541182

3^ BLOOD Anaemia/
anemia

1 06OCT2020 14/C 1 No O NA N N/N

GASTR Dry mouth/
dry mouth

2 19OCT2020 5/6 1 Yes NA/TCN R 
(24OCT2020)

N/N

GENRL Thirst/
increased thirst

2 19OCT2020 5/6 1 Yes NA/TCN R 
(24OCT2020)

N/N

16-55/
C459100
1 1054 
10541184

3^ RESP Epistaxis/
epistaxis R nostril

1 14OCT2020 22/1 1 No O NA R 
(14OCT2020)

N/N

16-55/
C459100

3^ GENRL Injection site pruritus/
Itching at injection site

2 28AUG2020 1/2 1 Yes NA R 
(29AUG2020)

N/Y
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1055 
10551007

16-55/
C459100
1 1055 
10551012

3^ BLOOD Lymphadenopathy/
Left supraclavicular adenopathy

2 02SEP2020 2/2 1 Yes NA R 
(03SEP2020)

N/N

16-55/
C459100
1 1055 
10551034

3^ RESP Oropharyngeal pain/
Sore throat

2 01SEP2020 1/3 1 Yes NA R 
(03SEP2020)

N/N

GENRL Injection site pruritus/
Itching at injection site

2 03SEP2020 3/5 1 Yes NA R 
(07SEP2020)

N/N

16-55/
C459100
1 1055 
10551051

3^ GENRL Chills/
Chills

1 18AUG2020 2/1 1 Yes NA R 
(18AUG2020)

N/N

Injection site pain/
Injection site pain, left

1 18AUG2020 2/1 1 Yes NA R 
(18AUG2020)

N/N

GENRL Chills/
Chills

2 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

Injection site pain/
Injection Site Pain

2 09SEP2020 2/1 1 Yes NA R 
(09SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1055 
10551054

3^ GENRL Fatigue/
Fatigue

1 17AUG2020 1/3 1 Yes NA R 
(19AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

1 17AUG2020 1/2 1 Yes NA/TC R 
(18AUG2020)

N/N

16-55/
C459100
1 1055 
10551057

3^ GENRL Injection site pain/
Injection Site Pain

1 17AUG2020 1/7 2 Yes NA R 
(23AUG2020)

N/N

GENRL Fatigue/
Fatigue

1 18AUG2020 2/1 1 Yes NA R 
(18AUG2020)

N/N

GENRL Chills/
Chills

2 08SEP2020 1/2 2 Yes NA R 
(09SEP2020)

N/N

Fatigue/
Fatigue

2 08SEP2020 1/3 1 Yes NA R 
(10SEP2020)

N/N

Injection site pain/
Injection Site Pain

2 08SEP2020 1/7 1 Yes NA/TC R 
(14SEP2020)

N/N

16-55/
C459100
1 1055 
10551058

3^ GENRL Injection site pain/
Injection Site Pain

1 17AUG2020 1/2 1 Yes NA R 
(18AUG2020)

N/N

GENRL Fatigue/
Fatigue

2 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

Injection site pain/
Injection site pain

2 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

16-55/
C459100
1 1055 
10551067

3^ GENRL Injection site pain/
Injection site pain

1 18AUG2020 1/3 1 Yes NA R 
(20AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
Injection site pain

2 08SEP2020 1/3 1 Yes NA/TC R 
(10SEP2020)

N/N

16-55/
C459100
1 1055 
10551071

3^ GENRL Injection site pain/
Injection site pain

1 19AUG2020 1/3 1 Yes NA R 
(21AUG2020)

N/N

INFEC Urinary tract infection/
Urinary tract infection

1 07SEP2020 20/6 2 No O NA/TC R 
(12SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 14SEP2020 1/3 1 Yes NA R 
(16SEP2020)

N/N

Injection site pain/
Injection Site Pain

2 14SEP2020 1/2 2 Yes NA/TC R 
(15SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 14SEP2020 1/4 1 Yes NA/TC R 
(17SEP2020)

N/N

MUSC Arthralgia/
Joint Pains

2 15SEP2020 2/2 1 Yes NA/TC R 
(16SEP2020)

N/N

NERV Headache/
Headache

2 15SEP2020 2/4 1 Yes NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1055 
10551072

3^ NERV Headache/
Headache

1 20AUG2020 2/3 1 Yes NA/TC R 
(22AUG2020)

N/N

16-55/
C459100
1 1055 
10551075

3^ GENRL Injection site pain/
Injection site pain

1 19AUG2020 1/5 1 Yes NA R 
(23AUG2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 09SEP2020 1/2 1 Yes NA/TC R 
(10SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
Chills

2 10SEP2020 2/1 1 Yes NA/TC R 
(10SEP2020)

N/N

16-55/
C459100
1 1055 
10551076

3^ GENRL Injection site pain/
Injection site pain

1 19AUG2020 1/4 1 Yes NA R 
(22AUG2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

GENRL Chills/
Chills

2 10SEP2020 2/1 1 Yes NA/TC R 
(10SEP2020)

N/N

16-55/
C459100
1 1055 
10551078

3^ GENRL Injection site pain/
Injection site pain

1 20AUG2020 2/3 1 Yes NA R 
(22AUG2020)

N/N

16-55/
C459100
1 1055 
10551080

3^ GENRL Injection site pain/
Injection site pain

1 20AUG2020 1/2 1 Yes NA R 
(21AUG2020)

N/N

GENRL Pyrexia/
Fever

1 21AUG2020 2/2 1 Yes NA R 
(22AUG2020)

N/N

RESP Productive cough/
Productive cough

1 21AUG2020 2/2 1 Yes NA R 
(22AUG2020)

N/N

GENRL Injection site pain/
Injection site pain

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

Pyrexia/
Fever

2 09SEP2020 1/2 1 Yes NA/TC R 
(10SEP2020)

N/N

RESP Productive cough/
Productive cough

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1055 
10551084

3^ GENRL Fatigue/
Fatigue

1 20AUG2020 1/2 1 Yes NA R 
(21AUG2020)

N/N

Feeling hot/
Warm feeling of neck and head

1 20AUG2020 1/2 1 Yes NA/TC R 
(21AUG2020)

N/N

GENRL Fatigue/
Fatigue

2 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

Pyrexia/
Low grade fever

2 08SEP2020 1/2 1 Yes NA/TC R 
(09SEP2020)

N/N

16-55/
C459100
1 1055 
10551086

3^ GENRL Injection site pain/
Injection site pain

1 20AUG2020 1/3 1 Yes NA R 
(22AUG2020)

N/N

GENRL Injection site pain/
Injection site pain

2 09SEP2020 1/3 1 Yes NA R 
(11SEP2020)

N/N

GENRL Pyrexia/
Fever

2 10SEP2020 2/2 2 Yes NA/TC R 
(11SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 10SEP2020 2/2 2 Yes NA/TC R 
(11SEP2020)

N/N

UNC BLEPHARITIS@@/
Blepharitis

2 20SEP2020 12/51 1 No O NA/TC R 
(09NOV2020)

N/N

16-55/
C459100
1 1055 
10551089

3^ GENRL Injection site pain/
Pain at injection site, left

1 21AUG2020 1/5 1 Yes NA R 
(25AUG2020)

N/N

GENRL Injection site erythema/
Erythema at injection site

1 22AUG2020 2/2 1 Yes NA R 
(23AUG2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 744

FDA-CBER-2021-5683-0126770



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site erythema/
Erythema at injection site

2 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N

Injection site pain/
Pain at injection site

2 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N

GENRL Chills/
Chills

2 11SEP2020 2/1 1 Yes NA R 
(11SEP2020)

N/N

Fatigue/
Fatigue

2 11SEP2020 2/1 1 Yes NA R 
(11SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 11SEP2020 2/1 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1055 
10551092

3^ GENRL Injection site pain/
Injection Site Pain

1 24AUG2020 1/3 1 Yes NA R 
(26AUG2020)

N/N

GENRL Injection site pain/
Injection site pain

2 15SEP2020 1/3 1 Yes NA R 
(17SEP2020)

N/N

NERV Headache/
Headache

2 16SEP2020 2/1 1 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1055 
10551103

3^ GENRL Pyrexia/
Fever

1 25AUG2020 1/3 2 Yes NA/TC R 
(27AUG2020)

N/N

NERV Headache/
Headache

1 25AUG2020 1/2 1 Yes NA R 
(26AUG2020)

N/N

GENRL Chills/
Chills

2 15SEP2020 1/3 1 Yes NA/TC R 
(17SEP2020)

N/N

Injection site pain/
Injection Site Pain

2 15SEP2020 1/8 2 Yes NA/TC R 
(22SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever

2 15SEP2020 1/3 1 Yes NA/TC R 
(17SEP2020)

N/N

NERV Headache/
Headache

2 15SEP2020 1/4 1 Yes NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1055 
10551104

3^ GENRL Fatigue/
Fatigue

1 25AUG2020 1/4 2 Yes NA R 
(28AUG2020)

N/N

SKIN Hyperhidrosis/
Diaphoresis

1 26AUG2020 2/1 1 Yes NA R 
(26AUG2020)

N/N

GENRL Fatigue/
Fatigue

2 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

NERV Dizziness/
Dizzy

2 16SEP2020 1/2 2 Yes NA R 
(17SEP2020)

N/N

GASTR Diarrhoea/
Diarrhea

2 18SEP2020 3/3 1 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1055 
10551105

3^ GENRL Fatigue/
Fatigue

2 15SEP2020 1/4 1 Yes NA R 
(18SEP2020)

N/N

Pyrexia/
Fever

2 15SEP2020 1/3 1 Yes NA/TC R 
(17SEP2020)

N/N

NERV Disturbance in attention/
Difficulty concentrating

2 16SEP2020 2/11 2 Yes NA R 
(26SEP2020)

N/N

16-55/
C459100
1 1055 
10551115

3^ GENRL Fatigue/
Fatigue

1 26AUG2020 1/3 1 Yes NA R 
(28AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Pain at injection site

1 26AUG2020 1/6 2 Yes NA/TC R 
(31AUG2020)

N/N

NERV Dizziness/
Dizzy

1 26AUG2020 1/2 1 Yes NA R 
(27AUG2020)

N/Y

Headache/
Headache

1 26AUG2020 1/2 1 Yes NA/TC R 
(27AUG2020)

N/Y

GENRL Fatigue/
Fatigue

2 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

Injection site pain/
Injection site pain

2 16SEP2020 1/5 2 Yes NA R 
(20SEP2020)

N/N

NERV Headache/
Headache

2 16SEP2020 1/1 1 Yes NA/TC R 
(16SEP2020)

N/N

GENRL Chills/
Chills

2 17SEP2020 2/1 2 Yes NA/TC R 
(17SEP2020)

N/N

Injection site erythema/
Injection site redness

2 17SEP2020 2/4 1 Yes NA R 
(20SEP2020)

N/N

Injection site pruritus/
Injection site itching

2 17SEP2020 2/4 1 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1055 
10551116

3^ GENRL Chills/
Chills

1 26AUG2020 1/1 1 Yes NA R 
(26AUG2020)

N/N

SKIN Hyperhidrosis/
Diaphoresis

1 27AUG2020 2/1 1 Yes NA R 
(27AUG2020)

N/N

GENRL Chills/
Chills

2 14SEP2020 1/2 2 Yes NA R 
(15SEP2020)

N/N

Pyrexia/
Fever

2 14SEP2020 1/2 3 Yes NA/TC R 
(15SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Myalgias

2 14SEP2020 1/2 2 Yes NA/TC R 
(15SEP2020)

N/N

NERV Headache/
Headache

2 15SEP2020 2/1 2 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1055 
10551121

3^ GENRL Injection site pain/
Pain at injection site

1 27AUG2020 2/2 1 Yes NA R 
(28AUG2020)

N/N

GENRL Injection site pain/
Injection site pain

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1055 
10551125

3^ GENRL Injection site pain/
Injection Site Pain

1 28AUG2020 2/2 1 Yes NA R 
(29AUG2020)

N/N

SKIN Rash/
Rash on left thigh, left calf, left 

forearm, right foot

1 30AUG2020 4/22 2 Yes NA/TC R 
(20SEP2020)

N/N

GENRL Chills/
Chills

2 28SEP2020 1/2 2 Yes NA R 
(29SEP2020)

N/N

SKIN Pruritus/
Itching on left anterior thigh

2 28SEP2020 1/1 1 Yes NA R 
(28SEP2020)

N/N

16-55/
C459100
1 1055 
10551131

3^ GENRL Pyrexia/
Fever

2 19SEP2020 2/1 1 Yes NA/TC R 
(19SEP2020)

N/N

16-55/
C459100
1 1055 
10551134

3^ GENRL Injection site pain/
Injection Site Pain

1 27AUG2020 1/3 1 Yes NA R 
(29AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
Chills

2 16SEP2020 2/1 2 Yes NA R 
(16SEP2020)

N/N

Injection site pain/
Injection Site Pain

2 16SEP2020 2/3 1 Yes NA R 
(18SEP2020)

N/N

Pyrexia/
Fever

2 16SEP2020 2/1 1 Yes NA/TC R 
(16SEP2020)

N/N

MUSC Myalgia/
Muscle Aches

2 16SEP2020 2/2 2 Yes NA R 
(17SEP2020)

N/N

NERV Headache/
Headache

2 16SEP2020 2/2 2 Yes NA/TC R 
(17SEP2020)

N/N

16-55/
C459100
1 1055 
10551136

3^ GENRL Injection site pain/
Injection site pain

1 28AUG2020 1/4 1 Yes NA R 
(31AUG2020)

N/N

GASTR Oral pain/
Oral Pain

1 14SEP2020 18/9 1 No O NA/TC R 
(22SEP2020)

N/N

INFEC Tooth abscess/
Dental Abscess

1 14SEP2020 18/1 1 No O NA/TC R 
(14SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 16SEP2020 1/4 1 Yes NA R 
(19SEP2020)

N/N

NERV Headache/
Headache

2 16SEP2020 1/1 1 Yes NA/TC R 
(16SEP2020)

N/N

INFEC Tooth abscess/
Dental abscess

2 01OCT2020 16/14 2 No O NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 1055 
10551143

3^ GENRL Injection site pain/
Injection Site Pain

1 28AUG2020 1/3 2 Yes NA R 
(30AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
Injection Site Pain

2 18SEP2020 1/4 2 Yes NA/TC R 
(21SEP2020)

N/N

NERV Headache/
Headache

2 18SEP2020 1/1 1 Yes NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1055 
10551144

3^ GENRL Chills/
Chills

1 29AUG2020 2/3 1 Yes NA R 
(31AUG2020)

N/N

Fatigue/
Fatigue

1 29AUG2020 2/3 1 Yes NA R 
(31AUG2020)

N/N

Injection site pain/
Injection Site Pain

1 29AUG2020 2/3 1 Yes NA R 
(31AUG2020)

N/N

MUSC Myalgia/
Generalized Muscle Pain

1 29AUG2020 2/3 1 Yes NA R 
(31AUG2020)

N/N

GENRL Chills/
Chills

2 18SEP2020 1/3 2 Yes NA R 
(20SEP2020)

N/N

Fatigue/
Fatigue

2 18SEP2020 1/3 2 Yes NA R 
(20SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 18SEP2020 1/3 2 Yes NA/TC R 
(20SEP2020)

N/N

NERV Headache/
Headaches

2 18SEP2020 1/3 1 Yes NA/TC R 
(20SEP2020)

N/N

16-55/
C459100
1 1055 
10551145

3^ GASTR Dysphagia/
Dysphagia

1 AUG2020 1/C 1 No O P N N/N

NERV Cerebral capillary telangiectasia/
Cerebral Capillary telangiectasia

1 26SEP2020 30/C 1 No O NA N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Pain in extremity/
Right upper extremity pain

1 10OCT2020 44/C 1 No O NA N N/N

16-55/
C459100
1 1055 
10551146

3^ GASTR Diarrhoea/
Diarrhea

1 29AUG2020 2/1 1 Yes NA R 
(29AUG2020)

N/N

GENRL Fatigue/
Fatigue

1 29AUG2020 2/2 1 Yes NA R 
(30AUG2020)

N/N

Injection site pain/
Injection Site Pain

1 29AUG2020 2/2 1 Yes NA R 
(30AUG2020)

N/N

MUSC Myalgia/
Myalgias

1 29AUG2020 2/2 1 Yes NA R 
(30AUG2020)

N/N

GENRL Fatigue/
Fatigue

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1055
10551151

3^ GENRL Injection site pain/
Injection Site Pain

1 31AUG2020 1/5 2 Yes NA R 
(04SEP2020)

N/N

NEOPL Lipoma/
Lipoma

1 14SEP2020 15/C 1 No O NA N N/N

GENRL Injection site pain/
Injection Site Pain

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1055 
10551161

3^ GENRL Injection site pain/
Injection site pain

1 02SEP2020 2/3 2 Yes NA R 
(04SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GASTR Nausea/
Nausea

2 22SEP2020 1/2 2 Yes NA R 
(23SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 22SEP2020 1/4 2 Yes NA R 
(25SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 22SEP2020 1/2 2 Yes NA/TC R 
(23SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1055 
10551162

3^ GENRL Fatigue/
Fatigue

2 28SEP2020 5/2 2 Yes NA R 
(29SEP2020)

N/N

16-55/
C459100
1 1055 
10551165

3^ GENRL Pyrexia/
Fever

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 03SEP2020 2/1 2 Yes NA R 
(03SEP2020)

N/N

MUSC Myalgia/
Generalized Myalgias

1 03SEP2020 2/1 2 Yes NA R 
(03SEP2020)

N/N

GENRL Pyrexia/
Fever

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

Injection site pain/
Injection site pain

2 24SEP2020 2/3 1 Yes NA R 
(26SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
Injection site pain

1 02SEP2020 1/3 1 Yes NA/TC R 
(04SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1055 
10551168

GENRL Chills/
Chills

1 03SEP2020 2/2 1 Yes NA/TC R 
(04SEP2020)

N/N

MUSC Myalgia/
Myalgias

1 03SEP2020 2/2 1 Yes NA/TC R 
(04SEP2020)

N/N

GENRL Chills/
Chills

2 23SEP2020 1/2 1 Yes NA/TC R 
(24SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 23SEP2020 1/2 1 Yes NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1055 
10551169

3^ GENRL Injection site pain/
Injection Site Pain

1 02SEP2020 1/3 1 Yes NA R 
(04SEP2020)

N/N

16-55/
C459100
1 1055 
10551171

3^ GENRL Injection site pain/
Injection Site Pain

1 02SEP2020 1/4 2 Yes NA/TC R 
(05SEP2020)

N/N

MUSC Myalgia/
Generalized Myalgias

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

GASTR Nausea/
Nausea

2 25SEP2020 2/1 1 Yes NA R 
(25SEP2020)

N/N

GENRL Chills/
Chills

2 25SEP2020 2/1 2 Yes NA/TC R 
(25SEP2020)

N/N

Pyrexia/
Fever

2 25SEP2020 2/1 2 Yes NA/TC R 
(25SEP2020)

N/N

NERV Headache/
Headache

2 25SEP2020 2/1 1 Yes NA/TC R 
(25SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1055 
10551173

3^ GENRL Injection site pain/
Injection site pain

1 03SEP2020 1/1 1 Yes NA R 
(03SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 04SEP2020 2/2 1 Yes NA R 
(05SEP2020)

N/N

NERV Dizziness/
Lightheaded

1 04SEP2020 2/2 2 Yes NA R 
(05SEP2020)

N/N

Headache/
Headache

1 04SEP2020 2/2 1 Yes NA R 
(05SEP2020)

N/N

16-55/
C459100
1 1055 
10551175

3^ GENRL Injection site pain/
Injection site pain

1 04SEP2020 2/3 2 Yes NA R 
(06SEP2020)

N/N

Pyrexia/
Fever

1 04SEP2020 2/2 1 Yes NA/TC R 
(05SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 23SEP2020 1/2 2 Yes NA R 
(24SEP2020)

N/N

Injection site pain/
Injection site pain

2 23SEP2020 1/2 2 Yes NA/TC R 
(24SEP2020)

N/N

Pyrexia/
Fever

2 23SEP2020 1/2 1 Yes NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1055 
10551176

3^ CARD Arteriospasm coronary/
Coronary vasospasm

2 25SEP2020 3/2 3 No O NA R 
(26SEP2020)

Y/N

16-55/
C459100

3^ GENRL Injection site pain/
Injection Site Tenderness

1 03SEP2020 1/5 2 Yes NA/TC R 
(07SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1055 
10551177

GENRL Injection site pain/
Injection Site Pain

2 24SEP2020 1/8 1 Yes NA/TC R 
(01OCT2020)

N/N

16-55/
C459100
1 1055 
10551179

3^ MUSC Myalgia/
Generalized Muscle Aches

1 04SEP2020 2/2 1 Yes NA/TC R 
(05SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 23SEP2020 2/2 1 Yes NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1055 
10551184

3^ NERV Headache/
Headache

2 24SEP2020 1/1 1 Yes NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1055 
10551186

3^ GENRL Fatigue/
Fatigue

1 05SEP2020 2/2 1 Yes NA R 
(06SEP2020)

N/N

16-55/
C459100
1 1055 
10551190

3^ GENRL Injection site pain/
Injection Site Pain

1 04SEP2020 1/3 2 Yes NA/TC R 
(06SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 25SEP2020 1/2 1 Yes NA/TC R 
(26SEP2020)

N/N

16-55/
C459100
1 1055 
10551195

3^ GENRL Fatigue/
Fatigue

1 04SEP2020 1/2 1 Yes NA R 
(05SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Dizziness/
Lightheaded

2 23SEP2020 1/1 1 Yes NA R 
(23SEP2020)

N/Y

16-55/
C459100
1 1055 
10551198

3^ GENRL Injection site pain/
Pain at injection site

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

GENRL Injection site pain/
Pain at injection site

2 29SEP2020 1/3 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1055 
10551200

3^ GENRL Chest discomfort/
Chest tightness

1 09SEP2020 2/3 1 Yes NA R 
(11SEP2020)

N/N

Fatigue/
Fatigue

1 09SEP2020 2/3 1 Yes NA R 
(11SEP2020)

N/N

MUSC Myalgia/
Myalgias

1 09SEP2020 2/3 1 Yes NA/TC R 
(11SEP2020)

N/N

GENRL Chills/
Chills

2 30SEP2020 2/3 1 Yes NA/TC R 
(02OCT2020)

N/N

MUSC Myalgia/
Myalgias

2 30SEP2020 2/3 1 Yes NA/TC R 
(02OCT2020)

N/N

GENRL Chest discomfort/
Chest tightness

2 01OCT2020 3/2 1 Yes NA R 
(02OCT2020)

N/N

EAR Vertigo/
Vertigo

2 23OCT2020 25/C 1 No O NA N N/N

16-55/
C459100
1 1055 
10551204

3^ GENRL Injection site pain/
Injection Site Pain

1 09SEP2020 1/6 1 Yes NA R 
(14SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
Chills

1 13SEP2020 5/1 2 Yes NA R 
(13SEP2020)

N/N

Pyrexia/
Fever

1 13SEP2020 5/1 2 Yes NA/TC R 
(13SEP2020)

N/N

MUSC Myalgia/
Myalgias

1 13SEP2020 5/1 2 Yes NA R 
(13SEP2020)

N/N

MUSC Costochondritis/
costochondritis

2 02OCT2020 3/4 2 Yes NA/TC R 
(05OCT2020)

N/N

16-55/
C459100
1 1055 
10551207

3^ SKIN Rash maculo-papular/
Maculopapular rash

1 20SEP2020 12/48 1 No CD NA/TC R 
(06NOV2020)

N/N

GENRL Pyrexia/
Fever

2 03OCT2020 2/2 1 Yes NA/TC R 
(04OCT2020)

N/N

MUSC Myalgia/
Generalized Myalgias

2 03OCT2020 2/2 1 Yes NA/TC R 
(04OCT2020)

N/N

16-55/
C459100
1 1055 
10551208

3^ GENRL Injection site pain/
Injection site pain

1 10SEP2020 2/3 1 Yes NA R 
(12SEP2020)

N/N

MUSC Arthralgia/
Arthralgias

2 29SEP2020 2/2 1 Yes NA/TC R 
(30SEP2020)

N/N

16-55/
C459100
1 1055 
10551215

3^ NERV Headache/
Headache

1 11SEP2020 2/4 2 Yes NA/TC R 
(14SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
Injection Site Pain

1 11SEP2020 1/4 1 Yes NA R 
(14SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1055 
10551219

GENRL Fatigue/
Fatigue

1 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 01OCT2020 1/3 2 Yes NA/TC R 
(03OCT2020)

N/N

GENRL Chills/
Chills

2 02OCT2020 2/1 2 Yes NA R 
(02OCT2020)

N/N

Fatigue/
Fatigue

2 02OCT2020 2/4 2 Yes NA R 
(05OCT2020)

N/N

Pyrexia/
Fever

2 02OCT2020 2/2 1 Yes NA/TC R 
(03OCT2020)

N/N

MUSC Arthralgia/
Generalized Joint aches

2 02OCT2020 2/2 2 Yes NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1055 
10551221

3^ GENRL Injection site pain/
Injection Site Pain

1 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1055 
10551222

3^ NERV Headache/
Headache

1 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1055 
10551223

3^ MUSC Muscle fatigue/
Muscle fatigue

1 12SEP2020 2/11 1 Yes NA R 
(22SEP2020)

N/N

GASTR Gastrointestinal disorder/
Gastrointestinal frequency

1 13SEP2020 3/11 1 Yes NA R 
(23SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1055 
10551224

3^ GENRL Fatigue/
Fatigue

2 30SEP2020 1/3 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1055 
10551225

3^ NERV Hyperaesthesia/
Hyperaesthesia

2 01OCT2020 2/1 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1055 
10551226

3^ GENRL Injection site pain/
Injection Site Pain

1 11SEP2020 1/1 1 Yes NA R 
(11SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 02OCT2020 1/2 2 Yes NA R 
(03OCT2020)

N/N

MUSC Myalgia/
Myalgias

2 02OCT2020 1/2 2 Yes NA R 
(03OCT2020)

N/N

NERV Headache/
Headache

2 02OCT2020 1/2 2 Yes NA R 
(03OCT2020)

N/N

INJ&P Facial bones fracture/
Fractured nose

2 26OCT2020 25/C 2 No O NA/TC N N/N

16-55/
C459100
1 1055 
10551229

3^ GENRL Injection site pain/
Injection Site Pain

1 14SEP2020 1/5 2 Yes NA/TC R 
(18SEP2020)

N/N

GENRL Malaise/
Malaise

1 15SEP2020 2/3 1 Yes NA R 
(17SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 06OCT2020 2/3 2 Yes NA/TC R 
(08OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Malaise/
Malaise

2 06OCT2020 2/3 2 Yes NA R 
(08OCT2020)

N/N

MUSC Arthralgia/
Generalized joint pain

2 06OCT2020 2/3 2 Yes NA/TC R 
(08OCT2020)

N/N

16-55/
C459100
1 1055 
10551230

3^ GENRL Injection site pain/
Injection site pain

1 14SEP2020 1/2 1 Yes NA/TC R 
(15SEP2020)

N/N

GENRL Chills/
Chills

2 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N

Fatigue/
Fatigue

2 06OCT2020 2/2 2 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1055 
10551232

3^ GENRL Injection site pain/
Injection site pain

1 15SEP2020 1/3 1 Yes NA R 
(17SEP2020)

N/N

GENRL Chills/
Chills

1 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

GENRL Chills/
Chills

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N

Injection site pain/
Injection site pain

2 06OCT2020 1/4 2 Yes NA R 
(09OCT2020)

N/N

Pyrexia/
Fever

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N

MUSC Myalgia/
Generalized myalgias

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100

3^ GENRL Fatigue/
Fatigue

2 08OCT2020 1/1 1 Yes NA R 
(08OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1055 
10551233

MUSC Myalgia/
Generalized myalgias

2 08OCT2020 1/1 1 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1055 
10551235

3^ GENRL Pyrexia/
Fever

1 15SEP2020 1/3 1 Yes NA/TC R 
(17SEP2020)

N/N

MUSC Myalgia/
Muscle Aches

1 15SEP2020 1/6 2 Yes NA R 
(20SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 05OCT2020 1/3 2 Yes NA R 
(07OCT2020)

N/N

Pyrexia/
Fever

2 05OCT2020 1/3 1 Yes NA/TC R 
(07OCT2020)

N/N

MUSC Myalgia/
Generalized myalgias

2 05OCT2020 1/3 1 Yes NA/TC R 
(07OCT2020)

N/N

GASTR Nausea/
Nausea

2 06OCT2020 2/1 1 Yes NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1055 
10551237

3^ GENRL Chills/
Chills

1 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

Fatigue/
Fatigue

1 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

Injection site pain/
Injection site pain

1 16SEP2020 1/5 1 Yes NA R 
(20SEP2020)

N/N

Pyrexia/
Fever

1 16SEP2020 1/2 2 Yes NA/TC R 
(17SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
Fatigue

2 05OCT2020 1/2 2 Yes NA R 
(06OCT2020)

N/N

Injection site pain/
Injection site pain

2 05OCT2020 1/2 2 Yes NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1055 
10551238

3^ GENRL Injection site pain/
Injection Site Pain

1 17SEP2020 1/1 1 Yes NA R 
(17SEP2020)

N/Y

16-55/
C459100
1 1055 
10551239

3^ GENRL Pyrexia/
Fever

1 18SEP2020 2/3 1 Yes NA/TC R 
(20SEP2020)

N/N

16-55/
C459100
1 1055 
10551240

3^ GENRL Injection site pain/
Injection site pain

1 17SEP2020 1/2 1 Yes NA/TC R 
(18SEP2020)

N/N

NERV Headache/
Headache

2 09OCT2020 1/2 2 Yes NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1056 
10561013

3^ GENRL Chills/
CHILLS

2 05SEP2020 2/1 1 Yes NA/TC R 
(05SEP2020)

N/N

16-55/
C459100
1 1056 
10561016

3^ INJ&P Contusion/
MULTIPLE CONTUSION

2 26SEP2020 18/34 2 No O NA/TC R 
(29OCT2020)

N/N

Road traffic accident/
CAR ACCIDENT

2 26SEP2020 18/1 2 No O NA/TC R 
(26SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1056 
10561022

3^ BLOOD Lymphadenopathy/
SWOLLEN LEFT AXILLARY 

LYMPH NODES

2 11SEP2020 1/3 1 Yes NA R 
(13SEP2020)

N/N

GENRL Injection site erythema/
INJECTION SITE ERYTHEMA

2 11SEP2020 1/3 1 Yes NA R 
(13SEP2020)

N/N

Injection site pain/
PAIN AT INJECTION SITE

2 11SEP2020 1/4 1 Yes NA R 
(14SEP2020)

N/N

16-55/
C459100
1 1056 
10561039

3^ GENRL Pyrexia/
FEVER

2 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1056 
10561058

3^ GENRL Pyrexia/
FEVER

2 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1056 
10561059

3^ GASTR Diarrhoea/
DIARRHEA

2 15SEP2020 1/3 1 Yes NA R 
(17SEP2020)

N/N

GENRL Injection site pain/
LEFT ARM INJECTION SITE 

MUSCLE PAIN

2 15SEP2020 1/3 1 Yes NA R 
(17SEP2020)

N/N

Pyrexia/
FEVER

2 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1056 
10561089

3^ GENRL Injection site pain/
LEFT ARM INJECTION SITE 

MUSCLE PAIN

2 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
FEVER

2 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1056 
10561108

3^ GENRL Injection site swelling/
INJECTION SITE SWELLING

1 04SEP2020 4/2 1 Yes NA R 
(05SEP2020)

N/N

16-55/
C459100
1 1056 
10561146

3^ GENRL Pyrexia/
FEVER

2 21OCT2020 2/2 1 Yes NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1056 
10561177

3^ GENRL Chills/
CHILLS

2 28SEP2020 1/3 1 Yes NA R 
(30SEP2020)

N/N

Fatigue/
FATIGUE

2 28SEP2020 1/2 1 Yes NA R 
(29SEP2020)

N/N

Injection site pain/
INJECTION SITE MUSCLE 

PAIN

2 28SEP2020 1/3 1 Yes NA R 
(30SEP2020)

N/N

Pyrexia/
FEVER

2 28SEP2020 1/2 1 Yes NA R 
(29SEP2020)

N/N

NERV Headache/
HEADACHE

2 28SEP2020 1/2 1 Yes NA R 
(29SEP2020)

N/N

16-55/
C459100
1 1056 
10561187

3^ GENRL Injection site pain/
RIGHT ARM INJECTION SITE 

MUSCLE PAIN

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100

3^ GENRL Fatigue/
TIREDNESS

2 01OCT2020 2/3 1 Yes NA R 
(03OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1056 
10561213

16-55/
C459100
1 1056 
10561219

3^ MUSC Myalgia/
GENERALIZED MUSCLE 

PAIN

2 01OCT2020 2/1 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1056 
10561251

3^ GENRL Fatigue/
TIREDNESS

1 16SEP2020 1/4 1 Yes NA R 
(19SEP2020)

N/N

Pyrexia/
FEVER

1 16SEP2020 1/1 1 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1056 
10561252

3^ GENRL Injection site pain/
PAIN AR THE INJECTION 

SITE

1 17SEP2020 2/3 1 Yes NA R 
(19SEP2020)

N/N

GENRL Chills/
CHILLS

1 01OCT2020 16/1 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1056
10561262

3^ GENRL Pyrexia/
FEVER

2 05OCT2020 1/2 1 Yes NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1056 
10561277

3^ GENRL Injection site pain/
MUSCLE PAIN (INJECTION 

SITE LEFT)

2 07OCT2020 1/3 1 Yes NA R 
(09OCT2020)

N/N

Pyrexia/
FEVER

2 07OCT2020 1/3 1 Yes NA R 
(09OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1056 
10561315

3^ RESP Nasal congestion/
NASAL CONGESTION

1 30SEP2020 9/4 1 No O NA R 
(03OCT2020)

N/N

GENRL Pyrexia/
FEVER

2 12OCT2020 1/3 1 Yes NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1056 
10561327

3^ GENRL Chills/
CHILLS

1 27SEP2020 4/4 1 Yes NA/TC R 
(30SEP2020)

N/N

MUSC Arthralgia/
GENERALIZED JOINT PAIN

1 27SEP2020 4/4 1 Yes NA/TC R 
(30SEP2020)

N/N

NERV Headache/
HEADACHE

1 27SEP2020 4/4 1 Yes NA/TC R 
(30SEP2020)

N/N

GENRL Injection site pain/
PAIN AT INJECTION SITE

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1056 
10561360

3^ GENRL Pyrexia/
FEVER

2 19OCT2020 1/2 1 Yes NA R 
(20OCT2020)

N/N

GENRL Pyrexia/
FEVER

2 21OCT2020 3/2 1 Yes NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1056 
10561375

3^ GENRL Chills/
CHILLS

1 01OCT2020 2/1 1 Yes NA/TC R 
(01OCT2020)

N/N

MUSC Myalgia/
GENERALIZED MUSCLE 

PAIN

1 01OCT2020 2/1 1 Yes NA/TC R 
(01OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
HEADACHE

1 01OCT2020 2/1 1 Yes NA/TC R 
(01OCT2020)

N/N

GENRL Chills/
CHILLS

2 20OCT2020 2/3 1 Yes NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1056 
10561396

3^ MUSC Myalgia/
GENERALIZED MUSCLE 

PAIN

1 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N

NERV Headache/
HEADACHE

1 11OCT2020 7/2 1 Yes NA R 
(12OCT2020)

N/N

GENRL Chills/
CHILLS

1 12OCT2020 8/2 1 Yes NA R 
(13OCT2020)

N/N

16-55/
C459100
1 1056 
10561442

3^ GENRL Pyrexia/
FEVER

2 28OCT2020 2/2 1 Yes NA R 
(29OCT2020)

N/N

16-55/
C459100
1 1056 
10561444

3^ GENRL Pyrexia/
FEVER

1 09OCT2020 2/7 1 Yes NA R 
(15OCT2020)

N/N

MUSC Myalgia/
GENERALIZED MUSCLE 

PAIN

1 09OCT2020 2/8 1 Yes NA R 
(16OCT2020)

N/N

GENRL Pyrexia/
FEVER

2 28OCT2020 2/2 1 Yes NA R 
(29OCT2020)

N/N

16-55/
C459100
1 1056 
10561453

3^ GENRL Chills/
CHILLS

2 29OCT2020 2/2 1 Yes NA R 
(30OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
FEVER

2 29OCT2020 2/2 1 Yes NA R 
(30OCT2020)

N/N

MUSC Myalgia/
GENERALIZED MUSCLE 

PAIN

2 29OCT2020 2/9 1 Yes NA R 
(06NOV2020)

N/N

16-55/
C459100
1 1057 
10571083

3^ GASTR Nausea/
NAUSEA

1 25AUG2020 1/2 1 Yes NA R 
(26AUG2020)

N/N

Vomiting/
VOMITTING

1 25AUG2020 1/2 1 Yes NA R 
(26AUG2020)

N/N

INV Blood pressure increased/
INCREASED BLOOD 

PRESSURE

1 25AUG2020 1/2 1 Yes NA R 
(26AUG2020)

N/N

NERV Headache/
HEADACHE

1 25AUG2020 1/2 1 Yes NA R 
(26AUG2020)

N/N

GASTR Vomiting/
VOMITING

2 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

GENRL Chills/
CHILLS

2 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

Injection site pain/
PAIN AT INJECTION SITE

2 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

INV Blood pressure increased/
INCREASED BLOOD 

PRESSURE

2 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

NERV Headache/
HEADACHE

2 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100

3^ RESP Throat irritation/
THROAT IRRITATION

2 19SEP2020 4/1 1 Yes NA R 
(19SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1057 
10571122

16-55/
C459100
1 1057 
10571132

3^ GASTR Vomiting/
Vomiting

1 08SEP2020 8/2 1 No O NA R 
(09SEP2020)

N/N

16-55/
C459100
1 1057 
10571137

3^ NEOPL Uterine leiomyoma/
WORSENING OF UTERINE 

FIBROIDS

1 14SEP2020 14/6 2 No O NA/TCN R 
(19SEP2020)

Y/N

16-55/
C459100
1 1057 
10571165

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 08SEP2020 1/3 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1057 
10571173

3^ GASTR Diarrhoea/
DIARRHEA

1 12SEP2020 3/2 1 Yes NA R 
(13SEP2020)

N/N

16-55/
C459100
1 1057 
10571239

3^ INFEC Urinary tract infection/
Urinary Tract Infection

2 15OCT2020 2/8 2 No O NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1057 
10571241

3^ GENRL Injection site pain/
SORENESS INJECTION SITE 

LEFT ARM

1 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

Pain/
BODY ACHES

1 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1057 
10571246

3^ GENRL Injection site pain/
LEFT ARM PAIN AT 

INJECTION SITE

1 25SEP2020 1/6 2 Yes NA R 
(30SEP2020)

N/N

Pain/
BODY ACHES

1 25SEP2020 1/6 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1057 
10571263

3^ RESP Nasal congestion/
Nasal Congestion

1 02OCT2020 1/3 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1057 
10571273

3^ GENRL Injection site pruritus/
Itchiness on Left Arm at 

Injection Site

1 08OCT2020 2/5 1 Yes NA R 
(12OCT2020)

N/N

16-55/
C459100
1 1057 
10571278

3^ GENRL Injection site pain/
Pain at Injection Site

1 08OCT2020 1/4 1 Yes NA R 
(11OCT2020)

N/N

GASTR Diarrhoea/
Diarrhea

1 09OCT2020 2/3 1 Yes NA R 
(11OCT2020)

N/N

16-55/
C459100
1 1066 
10661019

3^ GENRL Fatigue/
fatigue

1 18AUG2020 7/2 1 Yes NA R 
(19AUG2020)

N/N

16-55/
C459100
1 1066 
10661020

3^ GENRL Fatigue/
fatigue

1 13AUG2020 2/2 1 Yes NA R 
(14AUG2020)

N/N

Injection site pain/
pain at injection site

1 13AUG2020 2/3 1 Yes NA R 
(15AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1066 
10661026

3^ GENRL Fatigue/
fatigue

1 16AUG2020 4/2 1 Yes NA R 
(17AUG2020)

N/N

NERV Headache/
headache

1 16AUG2020 4/2 1 Yes NA R 
(17AUG2020)

N/N

GENRL Fatigue/
fatigue

1 18AUG2020 6/2 1 Yes NA R 
(19AUG2020)

N/N

16-55/
C459100
1 1066 
10661027

3^ GENRL Fatigue/
fatigue

1 16AUG2020 4/5 2 Yes NA R 
(20AUG2020)

N/N

GENRL Chills/
chills

1 17AUG2020 5/4 2 Yes NA R 
(20AUG2020)

N/N

NERV Headache/
headache

1 17AUG2020 5/4 2 Yes NA/TC R 
(20AUG2020)

N/N

16-55/
C459100
1 1066 
10661095

3^ MUSC Back pain/
lower back pain

2 06OCT2020 23/3 2 No O NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1066 
10661106

3^ GENRL Pain/
body aches

1 27AUG2020 2/3 1 Yes NA R 
(29AUG2020)

N/N

16-55/
C459100
1 1066 
10661182

3^ GENRL Fatigue/
fatigue

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pain/
body aches

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1066 
10661192

3^ INFEC Diverticulitis/
diverticulitis

2 07NOV2020 44/C 2 No O NA/TC N N/N

16-55/
C459100
1 1066 
10661226

3^ VASC Hot flush/
hot flashes

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

GENRL Fatigue/
fatigue

2 03OCT2020 2/2 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1066 
10661235

3^ GASTR Diarrhoea/
diarrhea

2 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N

GENRL Pain/
body aches

2 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N

Pyrexia/
fever

2 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1066 
10661264

3^ GENRL Chills/
chills

2 09OCT2020 1/2 1 Yes NA R 
(10OCT2020)

N/N

GENRL Fatigue/
fatigue

2 10OCT2020 2/2 1 Yes NA R 
(11OCT2020)

N/N

16-55/
C459100

3^ INFEC Herpes zoster/
Herpes zoster

2 24OCT2020 16/C 2 No O NA/TC N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1066 
10661275

16-55/
C459100
1 1066 
10661279

3^ GASTR Nausea/
nausea

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

GENRL Fatigue/
fatigue

2 13OCT2020 1/3 1 Yes NA R 
(15OCT2020)

N/N

Pain/
body aches

2 13OCT2020 1/4 1 Yes NA R
(16OCT2020)

N/N

GENRL Injection site pain/
pain at injection site

2 14OCT2020 2/3 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1066 
10661294

3^ GENRL Pain/
body aches

2 12OCT2020 1/2 1 Yes NA R 
(13OCT2020)

N/N

Pyrexia/
fever

2 12OCT2020 1/2 1 Yes NA R 
(13OCT2020)

N/N

16-55/
C459100
1 1066 
10661308

3^ GENRL Injection site pain/
pain at injection site

1 02OCT2020 2/3 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1066 
10661315

3^ GENRL Injection site pain/
pain at injection site

1 06OCT2020 2/4 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
pain at injection site

1 19AUG2020 2/4 2 Yes NA/TC/TCN R 
(22AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1068 
10681002

NERV Dizziness/
lightheadedness

1 19AUG2020 2/4 1 Yes NA/TC/TCN R 
(22AUG2020)

N/N

Headache/
Headache

1 19AUG2020 2/4 2 Yes NA/TC/TCN R 
(22AUG2020)

N/N

GASTR Nausea/
Nausea

2 10SEP2020 2/1 1 Yes NA R 
(10SEP2020)

N/N

GENRL Chills/
Chills

2 10SEP2020 2/2 2 Yes NA R 
(11SEP2020)

N/N

MUSC Arthralgia/
Joint Aches

2 10SEP2020 2/2 2 Yes NA/TC/TCN R 
(11SEP2020)

N/N

Myalgia/
Muscle Aches

2 10SEP2020 2/2 2 Yes NA/TC R 
(11SEP2020)

N/N

NERV Headache/
Headache

2 10SEP2020 2/2 2 Yes NA/TC R 
(11SEP2020)

N/N

16-55/
C459100
1 1068 
10681021

3^ GENRL Fatigue/
Fatigue

1 22AUG2020 2/2 1 Yes NA R 
(23AUG2020)

N/N

Pyrexia/
Fever

1 22AUG2020 2/2 1 Yes NA R 
(23AUG2020)

N/N

GENRL Chills/
chills

2 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

Injection site pain/
pain at injection site

2 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

Pyrexia/
fever

2 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1068 
10681024

3^ GENRL Pyrexia/
Fever

2 10SEP2020 2/2 1 Yes NA/TC/TCN R 
(11SEP2020)

N/N

MUSC Myalgia/
Muscle Aches

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

NERV Headache/
Headache

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1068 
10681026

3^ GENRL Injection site pain/
Injection Site pain

1 21AUG2020 1/3 1 Yes NA R 
(23AUG2020)

N/N

GENRL Fatigue/
Fatigue

1 22AUG2020 2/2 1 Yes NA R 
(23AUG2020)

N/N

MUSC Myalgia/
Generalized myalgia

1 22AUG2020 2/2 1 Yes NA R 
(23AUG2020)

N/N

16-55/
C459100
1 1068 
10681027

3^ GENRL Injection site pain/
Pain at the injection site

1 21AUG2020 1/2 1 Yes NA/TC R 
(22AUG2020)

N/N

NERV Headache/
Headache

1 22AUG2020 2/1 1 Yes NA/TC R 
(22AUG2020)

N/N

GENRL Injection site pain/
pain at injection site

2 11SEP2020 1/2 1 Yes NA/TC R 
(12SEP2020)

N/N

GENRL Fatigue/
fatigue

2 12SEP2020 2/1 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
Injection Site Pain

1 14SEP2020 22/4 1 Yes NA R 
(17SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1068 
10681035

MUSC Arthralgia/
Joint Aches

2 15SEP2020 2/3 2 Yes NA R 
(17SEP2020)

N/N

Myalgia/
Muscle Aches

2 15SEP2020 2/3 2 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1068 
10681037

3^ RESP Dyspnoea/
shortness of breath

1 31AUG2020 8/17 2 No O NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1068 
10681042

3^ GASTR Nausea/
Nausea

2 17SEP2020 2/2 2 Yes NA R
(18SEP2020)

N/N

GENRL Chills/
Chills

2 17SEP2020 2/2 2 Yes NA R 
(18SEP2020)

N/N

Pyrexia/
Fever

2 17SEP2020 2/2 2 Yes NA/TC R 
(18SEP2020)

N/N

MUSC Myalgia/
Muscle aches

2 17SEP2020 2/2 2 Yes NA/TC R 
(18SEP2020)

N/N

NERV Headache/
Headache

2 17SEP2020 2/2 2 Yes NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1068 
10681046

3^ GENRL Chills/
Chills

2 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

Injection site pain/
Injection Site Pain

1 16SEP2020 22/1 1 Yes NA R 
(16SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever

1 16SEP2020 22/3 1 Yes NA R 
(18SEP2020)

N/N

MUSC Myalgia/
Muscle Aches

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

EYE Eye pruritus/
Right Eye Itching

2 17OCT2020 32/2 1 No O NA R 
(18OCT2020)

N/N

16-55/
C459100
1 1068 
10681052

3^ MUSC Tendonitis/
Tendonitis of the right forearm

1 15SEP2020 20/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1068 
10681053

3^ GENRL Injection site pain/
Injection site pain

1 27AUG2020 1/3 1 Yes NA R 
(29AUG2020)

N/N

MUSC Joint range of motion decreased/
Decreased left shoulder mobility

1 27AUG2020 1/3 2 Yes NA R 
(29AUG2020)

N/N

GENRL Injection site pain/
injection Site Pain

1 05SEP2020 10/2 1 Yes NA R 
(06SEP2020)

N/N

16-55/
C459100
1 1068 
10681058

3^ GENRL Injection site pain/
Injection site pain

2 17SEP2020 1/1 1 Yes NA/TC R 
(17SEP2020)

N/N

GENRL Pain/
Body aches

2 18SEP2020 2/2 1 Yes NA/TC R 
(19SEP2020)

N/N

16-55/
C459100
1 1068 
10681060

3^ GENRL Injection site pain/
Injection Site Pain

1 28AUG2020 1/3 2 Yes NA/TC/TCN R 
(30AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
Injection site pain

2 17SEP2020 1/3 1 Yes NA/TC R 
(19SEP2020)

N/N

GENRL Chills/
Chills

2 18SEP2020 2/2 2 Yes NA/TC R 
(19SEP2020)

N/N

Pain/
Body aches

2 18SEP2020 2/2 1 Yes NA/TC R 
(19SEP2020)

N/N

Pyrexia/
Fever

2 18SEP2020 2/2 1 Yes NA/TC R 
(19SEP2020)

N/N

16-55/
C459100
1 1068 
10681064

3^ GASTR Nausea/
Nausea

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1068 
10681066

3^ BLOOD Lymphadenopathy/
Left swollen cervical lymph node

1 28AUG2020 1/3 1 Yes NA R 
(30AUG2020)

N/N

GASTR Gingival swelling/
Gum Swelling

1 28AUG2020 1/3 1 Yes NA R 
(30AUG2020)

N/N

16-55/
C459100
1 1068 
10681077

3^ GENRL Chills/
Chills

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

MUSC Myalgia/
Muscle Aches

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

NERV Headache/
headache

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1068 
10681086

3^ GENRL Injection site pain/
Injection Site Pain

1 01SEP2020 1/3 1 Yes NA R 
(03SEP2020)

N/N

GENRL Pain/
body aches

2 21SEP2020 1/3 1 Yes NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1068 
10681098

3^ GENRL Injection site pain/
Pain at injection site

1 03SEP2020 1/5 2 Yes NA R 
(07SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 04SEP2020 2/1 1 Yes NA R 
(04SEP2020)

N/N

Pain/
Body Aches

1 04SEP2020 2/1 2 Yes NA/TC R 
(04SEP2020)

N/N

16-55/
C459100
1 1068 
10681100

3^ GENRL Fatigue/
Fatigue

1 06SEP2020 4/9 1 Yes NA/TC R 
(14SEP2020)

N/N

MUSC Myalgia/
Muscle Aches

1 06SEP2020 4/3 1 Yes NA R 
(08SEP2020)

N/N

NERV Headache/
headache

1 06SEP2020 4/3 1 Yes NA R 
(08SEP2020)

N/N

16-55/
C459100
1 1068 
10681106

3^ GENRL Chills/
Chills

2 25SEP2020 1/2 1 Yes NA/TC R 
(26SEP2020)

N/N

Injection site pain/
injection site pain

2 25SEP2020 1/2 1 Yes NA/TC R 
(26SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever

2 25SEP2020 1/2 1 Yes NA/TC R 
(26SEP2020)

N/N

GASTR Nausea/
Nausea

2 26SEP2020 2/1 1 Yes NA/TC R 
(26SEP2020)

N/N

NERV Headache/
Headache

2 26SEP2020 2/2 1 Yes NA/TC R 
(27SEP2020)

N/N

16-55/
C459100
1 1068 
10681109

3^ GENRL Injection site pain/
Injection site pain

1 04SEP2020 1/3 2 Yes NA/TC R 
(06SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 25SEP2020 1/5 1 Yes NA R 
(29SEP2020)

N/N

GENRL Chills/
Chills

2 26SEP2020 2/1 1 Yes NA R 
(26SEP2020)

N/N

Pyrexia/
Fever

2 26SEP2020 2/1 1 Yes NA R 
(26SEP2020)

N/N

16-55/
C459100
1 1068 
10681110

3^ UNC LEFT FOREARM HIVES@@/
Left forearm hives

1 04SEP2020 1/4 1 Yes NA R 
(07SEP2020)

N/N

16-55/
C459100
1 1068 
10681113

3^ SKIN Rash/
Rash on arm

1 11SEP2020 4/3 1 Yes NA R 
(13SEP2020)

N/N

GASTR Nausea/
nausea

2 29SEP2020 2/2 1 Yes NA/TC R 
(30SEP2020)

N/N

NERV Presyncope/
near syncope

2 29SEP2020 2/1 1 Yes NA R 
(29SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1068 
10681119

3^ GENRL Chills/
chills

2 02OCT2020 2/3 1 Yes NA/TC R 
(04OCT2020)

N/N

Fatigue/
fatigue

2 02OCT2020 2/3 1 Yes NA/TC R 
(04OCT2020)

N/N

Pyrexia/
fever

2 02OCT2020 2/3 1 Yes NA/TC R 
(04OCT2020)

N/N

NERV Headache/
headache

2 02OCT2020 2/3 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1068 
10681121

3^ MUSC Myalgia/
muscle aches in back

2 27OCT2020 1/2 1 Yes NA R 
(28OCT2020)

N/N

Pain in extremity/
pain in left arm

2 27OCT2020 1/2 1 Yes NA R 
(28OCT2020)

N/N

NERV Headache/
headache

2 27OCT2020 1/2 1 Yes NA R 
(28OCT2020)

N/N

MUSC Musculoskeletal chest pain/
chest tightness consistent with 

skeletal pain

2 28OCT2020 2/1 1 Yes NA R 
(28OCT2020)

N/N

16-55/
C459100
1 1071 
10711004

3^ RESP Oropharyngeal pain/
SORE THROAT

2 23SEP2020 21/1 1 No O NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1071 
10711019

3^ NERV Headache/
HEADACHE

2 07SEP2020 6/4 2 Yes NA R 
(10SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1071 
10711027

3^ PSYCH Irritability/
IRRITABILITY

1 12AUG2020 1/8 1 No O NA R 
(19AUG2020)

N/N

GENRL Fatigue/
FATIGUE

1 13AUG2020 2/7 1 No O NA R 
(19AUG2020)

N/N

16-55/
C459100
1 1071 
10711039

3^ GENRL Fatigue/
FATIGUE

2 09SEP2020 6/13 2 Yes NA R 
(21SEP2020)

N/N

NERV Headache/
HEADACHE

2 09SEP2020 6/13 1 Yes NA R 
(21SEP2020)

N/N

16-55/
C459100
1 1071 
10711056

3^ MUSC Arthralgia/
RIGHT SHOULDER PAIN

2 17SEP2020 10/C 1 No O NA N N/N

16-55/
C459100
1 1071 
10711061

3^ GENRL Injection site pain/
INJECTION SITE SORENESS

2 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

Pain/
GENERALIZED BODY PAIN

2 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

NERV Headache/
HEADACHE

2 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1071 
10711065

3^ NERV Headache/
HEADACHE

2 15SEP2020 7/2 1 Yes NA R 
(16SEP2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 782

FDA-CBER-2021-5683-0126808



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1071 
10711080

3^ MUSC Neck pain/
NECK PAIN

1 04SEP2020 14/2 1 No O NA R 
(05SEP2020)

N/N

16-55/
C459100
1 1071 
10711083

3^ GASTR Diarrhoea/
DIARRHEA

1 25AUG2020 2/1 1 Yes NA R 
(25AUG2020)

N/N

Vomiting/
VOMITTING

1 25AUG2020 2/1 1 Yes NA R 
(25AUG2020)

N/N

GENRL Chills/
CHILLS

1 25AUG2020 2/1 1 Yes NA R 
(25AUG2020)

N/N

MUSC Back pain/
WORSENING OF BACK PAIN

1 28AUG2020 5/3 1 Yes NA R 
(30AUG2020)

N/N

16-55/
C459100
1 1071 
10711119

3^ MUSC Myalgia/
GENERAL MUSCLE PAIN

2 22SEP2020 2/3 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1071 
10711125

3^ GENRL Chills/
CHILLS

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

Pain/
GENERAL BODY ACHES

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

NERV Headache/
HEADACHE

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
PAIN AT INJECTION SITE

1 05SEP2020 2/1 1 Yes NA R 
(05SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1071 
10711133

GENRL Fatigue/
FATIGUE

2 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

Pyrexia/
FEVER AFTER INJECTION

2 26SEP2020 2/2 1 Yes NA/TC R 
(27SEP2020)

N/N

16-55/
C459100
1 1071 
10711138

3^ GENRL Pyrexia/
FEVER AFTER INJECTION

2 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N

SKIN Night sweats/
NIGHT SWEATS

2 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1071 
10711151

3^ GENRL Injection site pain/
PAIN AT INJECTION SITE

1 11SEP2020 2/2 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1071 
10711153

3^ GENRL Injection site erythema/
REDNESS AT INJECTION 

SITE

2 01OCT2020 3/4 1 Yes NA R 
(04OCT2020)

N/N

Injection site pain/
PAIN AT INJECTION SITE

2 01OCT2020 3/4 1 Yes NA R 
(04OCT2020)

N/N

Injection site swelling/
SWELLING AT INJECTION 

SITE

2 01OCT2020 3/4 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1071 
10711159

3^ GENRL Fatigue/
FATIGUE

2 03OCT2020 2/2 1 Yes NA R 
(04OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
MUSCLE ACHES

2 03OCT2020 2/2 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1071 
10711160

3^ NEOPL Lipoma/
BENIGN LIPOMA LEFT ARM

1 28SEP2020 18/5 1 No O NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1071 
10711167

3^ INJ&P Contusion/
BRUISING LEFT ARM

1 18SEP2020 4/13 2 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1071 
10711171

3^ BLOOD Lymphadenopathy/
SWOLLEN LYMPH NODE 

UNDER LEFT ARMPIT

2 07OCT2020 3/6 2 Yes NA R 
(12OCT2020)

N/N

16-55/
C459100
1 1071 
10711176

3^ GENRL Injection site pain/
MUSCLE PAIN AT 
INJECTION SITE

1 18SEP2020 2/4 1 Yes NA R 
(21SEP2020)

N/N

16-55/
C459100
1 1071 
10711183

3^ NERV Headache/
HEADACHE

1 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1071 
10711193

3^ GENRL Injection site pain/
PAIN AT INJECTION SITE

1 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/Y

16-55/
C459100
1 1071 
10711199

3^ GENRL Injection site pain/
PAIN AT INJECTION SITE

1 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1071 
10711200

3^ GENRL Injection site pain/
PAIN AT INJECTION SITE

1 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1071 
10711206

3^ GENRL Injection site pain/
PAIN AT INJECTION SITE

1 28SEP2020 3/1 1 Yes NA R 
(28SEP2020)

N/N

16-55/
C459100
1 1071 
10711213

3^ GENRL Pyrexia/
FEVER

1 08OCT2020 2/2 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1071 
10711215

3^ GENRL Injection site pain/
PAIN AT INJECTION SITE

1 09OCT2020 1/2 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1072 
10721001

3^ GASTR Nausea/
Nausea

1 22AUG2020 6/2 1 No O NA R 
(23AUG2020)

N/N

GENRL Malaise/
General Malaise

1 22AUG2020 6/2 1 No O NA/TC R 
(23AUG2020)

N/N

16-55/
C459100
1 1072 
10721035

3^ GENRL Injection site pain/
Injection Site Pain Left Arm

1 24AUG2020 1/3 1 Yes NA R 
(26AUG2020)

N/N

16-55/
C459100
1 1077 
10771004

3^ MUSC Pain in extremity/
BILATERAL HAND PAIN

2 07SEP2020 8/6 1 No O NA/TC R 
(12SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INFEC Diverticulitis/
FLARE OF DIVERTICULITIS

2 02OCT2020 33/6 1 No O NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1077 
10771007

3^ GENRL Pyrexia/
FEVER OF 101.0

1 17AUG2020 8/2 1 Yes NA/TC R 
(18AUG2020)

N/N

RESP Sinus congestion/
SINUS CONGESTION

1 17AUG2020 8/3 2 Yes NA R 
(19AUG2020)

N/N

NERV Dizziness/
DIZZINESS

2 02OCT2020 29/1 2 No O NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1077 
10771013

3^ PSYCH Depression/
WORSENING DEPRESSION

1 21AUG2020 12/C 2 No O NA/TC N N/N

INFEC Vulvovaginal mycotic infection/
VAGINAL YEAST 

INFECTION

2 26SEP2020 27/47 1 No O NA/TC R 
(11NOV2020)

N/N

16-55/
C459100
1 1077 
10771038

3^ VASC Haematoma/
HEMATOMA LEFT ARM

2 01OCT2020 30/18 2 No O NA R 
(18OCT2020)

N/N

16-55/
C459100
1 1077 
10771044

3^ INFEC Herpes zoster/
ZOSTER WITHOUT 
COMPLICATIONS

2 26SEP2020 19/12 2 No O NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1077 
10771045

3^ METAB Type 2 diabetes mellitus/
TYPE II DIABETES

2 09OCT2020 30/C 2 No O NA/TC N N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 787

FDA-CBER-2021-5683-0126813



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1077 
10771054

3^ INFEC Nasopharyngitis/
COMMON COLD

1 29AUG2020 13/7 1 No O NA R 
(04SEP2020)

N/N

INFEC Urinary tract infection/
URINARY TRACT 

INFECTION

1 06SEP2020 21/11 2 No O NA/TC R 
(16SEP2020)

N/N

REPRO Polycystic ovaries/
POLYCYSTIC OVARIAN 

SYNDROME

2 01OCT2020 23/C 1 No O NA N N/N

16-55/
C459100
1 1077 
10771058

3^ GASTR Nausea/
NAUSEA

1 21AUG2020 5/15 2 No CD NA R 
(04SEP2020)

N/N

Vomiting/
INTERMITTENT VOMITING

1 21AUG2020 5/15 2 No CD NA R 
(04SEP2020)

N/N

16-55/
C459100
1 1077 
10771089

3^ NERV Dizziness/
DIZZINESS

2 12OCT2020 29/1 1 No O NA R 
(12OCT2020)

N/N

16-55/
C459100
1 1077 
10771126

3^ PSYCH Anxiety/
WORSENING ANXIETY

1 09SEP2020 15/C 2 No O NA/TC N N/N

16-55/
C459100
1 1077 
10771169

3^ METAB Hyperlipidaemia/
HYPERLIPIDEMIA

2 07OCT2020 17/C 1 No O NA/TC N N/N

16-55/
C459100

3^ PSYCH Anxiety/
WORSENING ANXIETY

2 02OCT2020 10/C 1 No O NA/TC N N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 788

FDA-CBER-2021-5683-0126814



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1077 
10771171

16-55/
C459100
1 1077 
10771178

3^ SKIN Dermatitis contact/
POISON IVY RASH

2 10OCT2020 17/C 1 No O NA/TC N N/N

16-55/
C459100
1 1077 
10771184

3^ METAB Hyperlipidaemia/
HYPERLIPIDEMIA

2 22OCT2020 28/C 1 No O NA/TC N N/N

16-55/
C459100
1 1077 
10771189

3^ SKIN Urticaria/
URTICARIA

1 08SEP2020 6/2 2 No O NA/TC R 
(09SEP2020)

N/N

INFEC Lyme disease/
LYME'S DISEASE

2 19OCT2020 28/C 1 No O NA/TC N N/N

16-55/
C459100
1 1077 
10771238

3^ INFEC Ear infection/
LEFT EAR INFECTION

1 02OCT2020 15/10 1 No O NA/TC R 
(11OCT2020)

N/N

16-55/
C459100
1 1079 
10791004

2^ NEOPL Adenocarcinoma gastric/
INFILTRATING, POORLY 

DIFFERENTIATED 
ADENOCARCINOMA -

STOMACH

1 20AUG2020 23/C 3 No O P/W N Y/N

16-55/
C459100
1 1079 
10791010

2^ RESP Productive cough/
Wet Cough

1 30JUL2020 1/1 1 No O NA R 
(30JUL2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Rhinorrhoea/
Runny Nose

1 30JUL2020 1/1 1 No O NA R 
(30JUL2020)

N/N

16-55/
C459100
1 1079 
10791143

3^ SKIN Dermatitis contact/
Poison Ivy RASH (Arms and 

Legs)

1 08SEP2020 22/11 2 No O NA/TC/TCN R 
(18SEP2020)

N/N

16-55/
C459100
1 1079 
10791245

3^ GENRL Non-cardiac chest pain/
NON CARDIAC CHEST PAIN

2 05OCT2020 13/3 1 No O NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1080 
10801002

3^ GASTR Gastric ulcer haemorrhage/
Bleeding Ulcers (Stomach)

1 11AUG2020 2/C 2 No O NA/TC N N/N

16-55/
C459100
1 1080 
10801045

3^ GASTR Diarrhoea/
diarrhea

2 08SEP2020 1/1 1 Yes NA/TC R 
(08SEP2020)

N/N

Nausea/
Nausea

2 08SEP2020 1/2 1 Yes NA/TC R 
(09SEP2020)

N/N

MUSC Pain in extremity/
Soreness - Right Arm

2 08SEP2020 1/3 1 Yes NA/TC R 
(10SEP2020)

N/N

SKIN Erythema/
Redness in Right arm

2 09SEP2020 2/5 1 Yes NA/TC R 
(13SEP2020)

N/N

16-55/
C459100
1 1080 
10801051

3^ GENRL Chest discomfort/
Chest Pressure

1 22AUG2020 6/2 2 No O NA/TC R 
(23AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1080 
10801057

3^ GENRL Injection site erythema/
Redness at injection site

2 09SEP2020 1/6 1 Yes NA R 
(14SEP2020)

N/N

Injection site pain/
Soreness at injection site

2 09SEP2020 1/7 1 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1080 
10801068

3^ GASTR Nausea/
Nausea

2 10SEP2020 1/6 1 Yes NA R 
(15SEP2020)

N/N

GENRL Chills/
Chills

2 10SEP2020 1/6 2 Yes NA R 
(15SEP2020)

N/N

NERV Headache/
Headache

2 10SEP2020 1/6 2 Yes NA R 
(15SEP2020)

N/N

RESP Cough/
Cough

2 12SEP2020 3/4 1 No O NA R 
(15SEP2020)

N/N

GASTR Noninfective gingivitis/
Inflamed Gums

2 14SEP2020 5/2 1 No O NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1080 
10801096

3^ GENRL Chills/
Chills

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1080 
10801109

3^ UNC FEVER@@/
Fever

2 19SEP2020 2/2 1 Yes R 
(20SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
Soreness at injection site

1 28AUG2020 1/4 2 Yes NA R 
(31AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1080 
10801117

16-55/
C459100
1 1080 
10801159

3^ GASTR Diarrhoea/
Diarrhea

2 01OCT2020 7/1 1 No O NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1081 
10811023

3^ SKIN Dermatitis atopic/
Atopic Dermatitis

1 27AUG2020 16/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1081 
10811036

3^ INFEC Appendicitis/
Appendicitis

1 21AUG2020 9/3 3 No O NA/TC/TCN R 
(23AUG2020)

Y/N

16-55/
C459100
1 1081 
10811046

3^ METAB Hyperglycaemia/
Hyperglycemic episode

2 17SEP2020 9/2 3 No O NA R 
(18SEP2020)

Y/N

16-55/
C459100
1 1081 
10811075

3^ RESP Paranasal sinus discomfort/
sinus nasal pressure

2 03OCT2020 24/2 1 No O NA/TC R 
(04OCT2020)

N/N

16-55/
C459100
1 1081 
10811085

3^ GENRL Fatigue/
fatigue

2 15SEP2020 1/1 1 Yes NA R 
(15SEP2020)

N/N

NERV Headache/
headache

2 15SEP2020 1/1 1 Yes NA R 
(15SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1081 
10811096

3^ RENAL Nephrolithiasis/
Kidney Stone

1 06SEP2020 13/1 2 No O NA R 
(06SEP2020)

N/N

16-55/
C459100
1 1081 
10811119

3^ NERV Syncope/
Episode of Syncopy

2 29SEP2020 15/1 1 No O NA R 
(29SEP2020)

N/N

16-55/
C459100
1 1081 
10811133

3^ INJ&P Foreign body in eye/
Foreign body eye

2 04OCT2020 13/1 1 No O NA/TC R 
(04OCT2020)

N/N

16-55/
C459100
1 1081 
10811134

3^ NERV Headache/
Headache

2 12OCT2020 21/2 1 No O NA R 
(13OCT2020)

N/N

RESP Oropharyngeal pain/
Sore throat

2 12OCT2020 21/2 1 No O NA R 
(13OCT2020)

N/N

16-55/
C459100
1 1081 
10811135

3^ CARD Myocardial infarction/
Myocardial Infarction

2 21OCT2020 30/C 4 No O NA/TC/TCN RG Y/N

METAB Type 2 diabetes mellitus/
New Onset Type II Diabetes 

Mellitus

2 21OCT2020 30/C 3 No O NA/TC RG Y/N

16-55/
C459100
1 1081 
10811194

3^ GENRL Death/
Death

2 01NOV2020 34/1 4 No O NA/W F 
(01NOV2020)

Y/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 793

FDA-CBER-2021-5683-0126819



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1081 
10811196

3^ INFEC Hordeolum/
left eye lower lid stye

2 03OCT2020 3/11 1 No O NA/TC R 
(13OCT2020)

N/N

16-55/
C459100
1 1081 
10811198

3^ GENRL Chills/
Chills

2 06OCT2020 2/2 2 Yes NA R 
(07OCT2020)

N/N

Pain/
Body Aches

2 06OCT2020 2/2 2 Yes NA R 
(07OCT2020)

N/N

Pyrexia/
Fever

2 06OCT2020 2/2 2 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1081 
10811206

3^ GENRL Pyrexia/
Fever

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

NERV Headache/
Headache

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1082 
10821163

3^ CARD Ventricular tachycardia/
paroxysmal ventricular 

tachycardia

2 06NOV2020 26/2 2 No O NA R 
(07NOV2020)

N/N

16-55/
C459100
1 1082 
10821195

3^ INFEC Tooth abscess/
dentoalveolar abscess tooth #15

1 20OCT2020 12/C 1 No O NA/TC N N/N

16-55/
C459100
1 1083 
10831001

2^ INJ&P Fall/
Fall

2 26AUG2020 6/1 2 No O NA R 
(26AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Fibula fracture/
Fibula fracture

2 26AUG2020 6/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1083 
10831004

2^ SKIN Hangnail/
Hang Nail

1 31JUL2020 3/8 1 No O NA/TC R 
(07AUG2020)

N/N

16-55/
C459100
1 1083 
10831013

3^ INV Heart rate increased/
Rapid Heart Beat

1 31JUL2020 2/1 1 No O NA R 
(31JUL2020)

N/N

MUSC Scoliosis/
Increased Back Pain secondary 

to Scoliosis

2 06OCT2020 48/11 2 No O NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 1083 
10831029

3^ CARD Atrial fibrillation/
Paroxysmal Atrial fibrillation 

with rapid ventricular response

1 23AUG2020 20/17 3 No O P/TC/TCN R 
(08SEP2020)

Y/N

CARD Left ventricular hypertrophy/
Left Ventricular Hypertrophy

1 24AUG2020 21/C 1 No O NA/TC N N/N

VASC Hypertension/
Hypertension

1 24AUG2020 21/C 1 No O NA/TC N N/N

INJ&P Skin laceration/
Laceration-Left Index Finger

1 01SEP2020 29/15 2 No O NA/TCN R 
(15SEP2020)

N/N

CARD Atrial flutter/
Atrial Flutter

1 02SEP2020 30/7 3 No O NA/TC/TCN R 
(08SEP2020)

N/N

CARD Myocardial infarction/
Prior Septual Myocardinal 

Infarction

1 08SEP2020 36/1 1 No O NA R 
(08SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

CARD Left atrial enlargement/
Left Atrial Enlargement

1 09SEP2020 37/C 1 No O NA N N/N

Mitral valve incompetence/
Mitral Regurgitation

1 09SEP2020 37/C 1 No O NA RG N/N

Mitral valve prolapse/
Bileaflet mitral valve prolapse

1 09SEP2020 37/C 1 No O NA N N/N

16-55/
C459100
1 1083 
10831040

3^ PSYCH Anxiety/
Situational Anxiety

2 27AUG2020 3/C 1 No O NA/TC N N/N

NEOPL Uterine leiomyoma/
Worsening of Uterine Fibroids

2 16SEP2020 23/C 1 No O NA N N/N

16-55/
C459100
1 1083 
10831057

3^ INFEC Diverticulitis/
Diverticulitis Flare

1 09AUG2020 5/11 2 No O NA R 
(19AUG2020)

N/N

16-55/
C459100
1 1083 
10831060

3^ GASTR Abdominal pain/
Worsening of Abdominal Pain

1 14AUG2020 9/11 4 No O NA/TC R 
(24AUG2020)

N/N

Diverticular perforation/
Ruptured diverticulum

1 14AUG2020 9/11 4 No O P/TC/TCN R 
(24AUG2020)

Y/N

INJ&P Postoperative ileus/
Post Operative Ileus

1 18AUG2020 13/6 2 No O NA/TC R 
(23AUG2020)

N/N

GASTR Small intestinal obstruction/
Small Bowel Obstruction

1 20AUG2020 15/1 3 No O NA/TC/TCN R 
(20AUG2020)

N/N

INFEC Cellulitis/
Phlegmon Formation

1 20AUG2020 15/1 3 No O NA/TC/TCN R 
(20AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Diverticulitis/
Diverticulitis

1 20AUG2020 15/C 4 No O NA/TC/TCN RG N/N

16-55/
C459100
1 1083 
10831074

3^ GASTR Diarrhoea/
Diarrhea

1 16AUG2020 7/46 2 No O NA/TC R 
(30SEP2020)

N/N

GASTR Toothache/
Toothache

1 18AUG2020 9/32 2 No O NA/TC R 
(18SEP2020)

N/N

IMMU
N

Drug hypersensitivity/
Oral Penicillin Reaction

1 25AUG2020 16/3 1 No O NA R 
(27AUG2020)

N/N

16-55/
C459100
1 1083 
10831084

3^ INJ&P Meniscus injury/
Bruised Right Meniscus

1 17AUG2020 7/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1083 
10831086

3^ MUSC Arthralgia/
Wrist Pain

1 29AUG2020 19/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1083 
10831098

3^ MUSC Neck pain/
Neck Pain

1 17AUG2020 5/4 2 No O NA/TC R 
(20AUG2020)

N/N

NERV Headache/
Headache

1 18AUG2020 6/3 2 No O NA/TC R 
(20AUG2020)

N/N

16-55/
C459100
1 1083 
10831101

3^ INV Body temperature increased/
Elevated Temperature

1 14AUG2020 2/1 1 Yes NA R 
(14AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GASTR Abdominal pain upper/
Intermittent Pain-Left Upper 

Quadrant

1 19AUG2020 7/C 2 No O NA/TC RG N/N

INFEC Upper respiratory tract infection/
Upper Respiratory Infection

1 19AUG2020 7/42 2 No O NA/TC R 
(29SEP2020)

N/N

GASTR Constipation/
Constipation

2 29SEP2020 29/C 1 No O NA RG N/N

Gastrointestinal disorder/
Gastrointestinal Issue

2 29SEP2020 29/C 1 No O NA RG N/N

16-55/
C459100
1 1083 
10831113

3^ NERV Syncope/
Syncope*

18AUG2020 1/1 1 No O NA R 
(18AUG2020)

N/N

16-55/
C459100
1 1083 
10831119

3^ GASTR Toothache/
Toothache -Lower Left Side 

Wisdom tooth

1 04SEP2020 18/C 2 No O NA/TC N N/N

16-55/
C459100
1 1083 
10831124

3^ VASC Varicose vein/
pain secondary to varicose vein 

in left thigh

2 06OCT2020 28/C 1 No O NA/TC N N/N

16-55/
C459100
1 1083 
10831142

3^ PSYCH Panic attack/
Worsening of Panic Attacks

1 31AUG2020 8/C 2 No O NA/TC N N/N

SURG Dental implantation/
Upper Dental Implant Surgery-

Cosmetic

2 01OCT2020 18/1 1 No O NA/TC R 
(01OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1083 
10831152

3^ SKIN Dermatitis acneiform/
Acneiform Rash-

Torso,Thighs,Upper Arms

1 03SEP2020 10/38 1 No O NA/TC R 
(10OCT2020)

N/N

SKIN Eczema/
eczema

1 01OCT2020 38/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1083 
10831162

3^ GASTR Abdominal pain upper/
Worsening of Right Upper 

Quadrant Pain

1 14SEP2020 20/C 1 No O NA RG N/N

GASTR Diarrhoea/
Diahrrhea-Intermittent

2 18SEP2020 3/C 2 No O NA RG N/N

Nausea/
Intermittent Nausea

2 18SEP2020 3/C 2 No O NA RG N/N

Vomiting/
Vomiting

2 18SEP2020 3/3 2 No O NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1083 
10831179

3^ GASTR Diarrhoea/
Diarrhea-Intermittent

1 01SEP2020 2/3 1 Yes NA R 
(03SEP2020)

N/N

MUSC Back pain/
Worsening of Lumbar Back Pain

1 18SEP2020 19/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1083 
10831181

3^ INFEC Urinary tract infection/
Urinary tract infection

1 01SEP2020 2/7 1 No O NA/TC R 
(07SEP2020)

N/N

RESP Oropharyngeal pain/
Sore Throat-Intermittent

2 03OCT2020 13/2 1 No O NA R 
(04OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1083 
10831194

3^ CARD Atrial fibrillation/
New Onset Atrial Fibrillation 

with rapid ventricular response

2 26OCT2020 34/C 2 No O NA/TC RG Y/N

Mitral valve incompetence/
Trivial Mitral Regurgitation

2 26OCT2020 34/C 1 No O NA/TC N N/N

Palpitations/
Heart Palpitations

2 26OCT2020 34/3 2 No O NA/TC R 
(28OCT2020)

N/N

GENRL Chest pain/
Chest Pain

2 26OCT2020 34/3 2 No O NA/TC R 
(28OCT2020)

N/N

16-55/
C459100
1 1083 
10831197

3^ BLOOD Lymphadenitis/
Inflamed lymph nodes left breast

1 22SEP2020 19/C 1 No O NA N N/N

INV Mammogram abnormal/
Abnormal breast tissue on 
mammogram-left breast

1 22SEP2020 19/C 1 No O NA N N/N

GENRL Fatigue/
Fatigue

1 22OCT2020 49/2 1 Yes NA R 
(23OCT2020)

N/N

Pyrexia/
Low Grade Temperature

1 22OCT2020 49/2 1 Yes NA R 
(23OCT2020)

N/N

16-55/
C459100
1 1083 
10831205

3^ RENAL Pollakiuria/
Urinary Frequency

1 29SEP2020 21/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1083 
10831268

3^ MUSC Arthralgia/
Knee Pain-Right

2 02NOV2020 19/C 1 No O NA/TC N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1084 
10841004

3^ SKIN Rash/
rash all over body

1 14AUG2020 8/13 2 No O NA/TC R 
(26AUG2020)

N/N

16-55/
C459100
1 1084 
10841056

3^ GENRL Fatigue/
Fatigue

2 26AUG2020 1/8 1 Yes NA R 
(02SEP2020)

N/N

16-55/
C459100
1 1084 
10841058

3^ INFEC Eye infection/
Right Eye Infection

2 29AUG2020 4/C 2 No O NA/TC N N/N

16-55/
C459100
1 1084 
10841062

3^ INJ&P Fall/
Fall

1 28AUG2020 22/1 1 No O NA R 
(28AUG2020)

N/N

MUSC Arthralgia/
BILATERAL ANKLE PAIN

1 28AUG2020 22/30 2 No O NA R 
(26SEP2020)

N/N

16-55/
C459100
1 1084 
10841090

3^ INFEC Tooth infection/
Left Upper Tooth Infection

2 28SEP2020 32/15 1 No O NA/TC R 
(12OCT2020)

N/N

16-55/
C459100
1 1084 
10841102

3^ MUSC Osteoarthritis/
OSTEO ARTHRITIS

2 15SEP2020 16/C 1 No O NA N N/N

NERV Radiculopathy/
radiculopathy (femoral nerve)

2 15SEP2020 16/C 2 No O NA N N/N

16-55/
C459100

3^ INFEC Sinusitis/
Sinusitis

2 28SEP2020 29/C 2 No O NA/TC N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1084 
10841107

16-55/
C459100
1 1084 
10841117

3^ INFEC Cellulitis/
Cellulitis FRONT OF 

ABDOMEN

1 24AUG2020 15/3 2 No O NA R 
(26AUG2020)

N/N

GASTR Diarrhoea/
Diarrhea

2 13SEP2020 14/7 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1084 
10841118

3^ INV Weight decreased/
Weight-Loss

2 01SEP2020 5/C 1 No O NA RG N/N

16-55/
C459100
1 1084 
10841121

3^ NERV Ageusia/
LOSS OF TASTE

2 05SEP2020 2/7 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1084 
10841136

3^ MUSC Pain in jaw/
Right Jaw Pain

1 12AUG2020 1/2 2 Yes NA R 
(13AUG2020)

N/N

16-55/
C459100
1 1084 
10841209

3^ INFEC Pharyngitis streptococcal/
Strep Throat

2 16SEP2020 8/8 2 No O NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1084 
10841228

3^ GASTR Diarrhoea/
Diarrhea

1 11SEP2020 24/4 1 No O NA/TC R 
(14SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1084 
10841269

3^ INFEC Urinary tract infection/
Urinary Tract Infection

2 29SEP2020 19/9 2 No O NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1084 
10841283

3^ MUSC Pain in extremity/
right hand and foot pain

2 23OCT2020 29/4 2 No O NA/TC R 
(26OCT2020)

N/N

16-55/
C459100
1 1084 
10841294

3^ INJ&P Ligament sprain/
Left Ankle Sprain

1 04SEP2020 10/C 1 No O NA/TC N N/N

16-55/
C459100
1 1084 
10841301

3^ INJ&P Ligament sprain/
Right Ankle Sprain

2 14OCT2020 29/C 2 No O NA N N/N

16-55/
C459100
1 1084 
10841306

3^ NERV Headache/
Headache in Frontal Lobe

2 12OCT2020 27/1 1 No O NA R 
(12OCT2020)

N/N

16-55/
C459100
1 1084 
10841307

3^ GENRL Peripheral swelling/
Bilateral Leg Swelling

1 29AUG2020 4/8 1 No O NA R 
(05SEP2020)

N/N

16-55/
C459100
1 1084 
10841309

3^ NERV Headache/
Headache

1 29AUG2020 2/1 1 No O NA R 
(29AUG2020)

N/N

16-55/
C459100

3^ RESP Cough/
Increased Cough

1 03SEP2020 7/C 2 No O NA/TC RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1084 
10841312

16-55/
C459100
1 1084 
10841315

3^ MUSC Back pain/
Back pain

2 15OCT2020 28/2 1 No O NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1084 
10841316

3^ INFEC Sinusitis/
Sinus Infection

1 01SEP2020 5/23 2 No O NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1084 
10841317

3^ INFEC Cellulitis/
Cellulitis in Left leg

1 08SEP2020 12/9 2 No O NA/TC/TCN R 
(16SEP2020)

Y/N

16-55/
C459100
1 1084 
10841327

3^ RESP Nasal congestion/
Worsening of Nasal Congestion

2 22SEP2020 2/21 1 No O NA R 
(12OCT2020)

N/N

16-55/
C459100
1 1084 
10841376

3^ NERV Parosmia/
olfactory hallucinations 

(phantosmia)

1 12SEP2020 2/35 1 No O NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1084 
10841391

3^ GASTR Gastrooesophageal reflux 
disease/

Gerd

1 17SEP2020 4/C 2 No O NA/TC N N/N

16-55/
C459100
1 1084 
10841393

3^ RENAL Haematuria/
haematuria

2 08OCT2020 2/C 1 No O NA RG N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1084 
10841404

3^ INFEC Ear infection/
left ear infection

1 01OCT2020 18/4 2 No O NA/TC R 
(04OCT2020)

N/N

16-55/
C459100
1 1084 
10841422

3^ INJ&P Ligament rupture/
Torn Ligament in Right Arm

1 07OCT2020 20/C 2 No O NA N N/N

16-55/
C459100
1 1084 
10841428

3^ INJ&P Arthropod sting/
Wasp Sting on right forearm

1 25SEP2020 8/2 1 No O NA/TC R 
(26SEP2020)

N/N

16-55/
C459100
1 1084 
10841429

3^ MUSC Back pain/
WORSERING BACK PAIN

2 12NOV2020 30/C 1 No O NA/TC/TCN N N/N

16-55/
C459100
1 1084 
10841449

3^ GENRL Injection site pain/
injection site tenderness left arm

2 15OCT2020 2/C 1 Yes NA N N/N

16-55/
C459100
1 1084 
10841454

3^ GASTR Nausea/
Post dose Nausea

2 16OCT2020 1/1 1 No O NA R 
(16OCT2020)

N/Y

INFEC Bronchitis/
Bronchitis

2 13NOV2020 29/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1085 
10851142

3^ GENRL Fatigue/
FATIGUE

2 21SEP2020 6/2 1 Yes NA R 
(22SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
low grade fever

2 21SEP2020 6/2 1 Yes NA/TC R 
(22SEP2020)

N/N

MUSC Myalgia/
MUSCLE ACHES

2 21SEP2020 6/2 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1085 
10851225

3^ GENRL Injection site pain/
Injection Site Pain

2 26SEP2020 3/2 2 Yes NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1085 
10851248

3^ GENRL Chills/
Chills

2 22SEP2020 2/6 1 Yes NA R 
(27SEP2020)

N/N

GASTR Nausea/
Nausea

2 26SEP2020 6/2 1 Yes NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1085 
10851250

3^ INFEC Conjunctivitis/
conjunctivitis

1 16SEP2020 14/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1085 
10851253

3^ GASTR Diarrhoea/
Diarrhea

2 28OCT2020 35/1 1 No CND NA R 
(28OCT2020)

N/N

GASTR Diarrhoea/
Diarrhea

2 05NOV2020 43/1 1 No CND NA R 
(05NOV2020)

N/N

16-55/
C459100
1 1085 
10851280

3^ GENRL Chills/
CHILLS

2 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pain/
BODY ACHES

2 02OCT2020 2/2 1 Yes NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1085 
10851304

3^ GENRL Pyrexia/
Fever

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1085 
10851337

3^ GENRL Chills/
Chills

2 08OCT2020 1/C 1 Yes NA RG N/N

16-55/
C459100
1 1085 
10851361

3^ GENRL Injection site pain/
Injection site tenderness

1 10OCT2020 6/4 1 Yes NA R 
(13OCT2020)

N/N

16-55/
C459100
1 1087 
10871045

3^ IMMU
N

Food allergy/
Egg White/Yolk Allergy -

Allergy Test Finding

1 28AUG2020 19/C 1 No O NA N N/N

Food allergy/
Kidney Bean Allergy - Allergy 

Test Findings

1 28AUG2020 19/C 1 No O NA N N/N

Milk allergy/
Dairy Allergy - Allergy Test 

Findings

1 28AUG2020 19/C 1 No O NA N N/N

16-55/
C459100
1 1087 
10871046

3^ GASTR Toothache/
TOOTH ACHE

2 02SEP2020 3/27 2 No O NA/TC/TCN R 
(28SEP2020)

N/N

16-55/
C459100

3^ CARD Tachycardia/
TACHYCARDIA

1 24SEP2020 39/7 2 No O NA/TC R 
(30SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1087 
10871089

16-55/
C459100
1 1087 
10871094

3^ INFEC Cellulitis/
CELLULITIS LEFT KNEE

1 03SEP2020 17/11 2 No O NA/TC R 
(13SEP2020)

N/N

16-55/
C459100
1 1087 
10871109

3^ RESP Nasal congestion/
NASAL CONGESTION

1 22AUG2020 5/2 1 No O NA R 
(23AUG2020)

N/N

16-55/
C459100
1 1087 
10871114

3^ IMMU
N

Seasonal allergy/
WORSENING OF SEASONAL 

ALLERGIES

2 27SEP2020 19/8 1 No O NA/TC R
(04OCT2020)

N/N

GASTR Nausea/
NAUSEA

2 08OCT2020 30/2 1 No O NA R 
(09OCT2020)

N/N

Vomiting/
VOMITING

2 08OCT2020 30/2 1 No O NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1087 
10871146

3^ PSYCH Anxiety/
ANXIETY

1 09SEP2020 21/C 1 No O NA/TC/TCN N N/N

16-55/
C459100
1 1087 
10871148

3^ GENRL Pain/
Aches (generalized body)

2 14SEP2020 5/2 1 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100

3^ INJ&P Muscle rupture/
LEFT BICEP TEAR

2 29SEP2020 19/1 2 No O NA/TCN R 
(29SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1087 
10871149

16-55/
C459100
1 1087 
10871152

3^ BLOOD Lymphadenopathy/
SWOLLEN LYMPH NODES IN 

LEFT AXILLA

2 12SEP2020 2/23 2 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1087 
10871172

3^ GENRL Injection site pain/
INJECTION SITE PAIN

2 15SEP2020 2/5 1 Yes NA R 
(19SEP2020)

N/N

Pyrexia/
FEVER

2 15SEP2020 2/3 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1087 
10871181

3^ MUSC Myalgia/
generalized muscle Soreness

2 15SEP2020 2/3 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1087 
10871186

3^ INJ&P Muscle strain/
RIGHT FOOT PAIN DUE TO 

STRAINING FOOT

1 05SEP2020 12/7 2 No O NA/TC R 
(11SEP2020)

N/N

16-55/
C459100
1 1087 
10871239

3^ GENRL Pyrexia/
FEVER

2 17SEP2020 2/3 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1087 
10871252

3^ EAR Vertigo/
VERTIGO

2 22SEP2020 5/C 2 No O NA/TC RG N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 809

FDA-CBER-2021-5683-0126835



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1087 
10871299

3^ GENRL Chills/
chills

2 24SEP2020 2/8 1 Yes NA R 
(01OCT2020)

N/N

Fatigue/
fatigue

2 24SEP2020 2/8 1 Yes NA R 
(01OCT2020)

N/N

Pyrexia/
fever

2 24SEP2020 2/8 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1087 
10871343

3^ GENRL Chills/
Chills

2 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N

Pyrexia/
Fever

2 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1087 
10871348

3^ RESP Asthma/
ASTHMA EXACERBATION

1 30SEP2020 23/2 2 No O NA/TC R 
(01OCT2020)

N/N

16-55/
C459100
1 1087 
10871355

3^ BLOOD Lymphadenopathy/
Swollen Right Cervical Lymph 

Node

2 05OCT2020 1/5 1 Yes NA/TC R 
(09OCT2020)

N/N

16-55/
C459100
1 1087 
10871361

3^ GASTR Nausea/
Nausea

2 30SEP2020 2/3 1 Yes NA/TC R 
(02OCT2020)

N/N

GENRL Chills/
Chills

2 30SEP2020 2/3 1 Yes NA/TC R 
(02OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pain/
Body Ache

2 30SEP2020 2/3 1 Yes NA/TC R 
(02OCT2020)

N/N

Pyrexia/
Fever

2 30SEP2020 2/3 1 Yes NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 1087 
10871372

3^ GENRL Fatigue/
Fatigue

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

MUSC Myalgia/
Generalized Muscle Soreness

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1087 
10871471

3^ GENRL Chills/
Chills

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

Pyrexia/
Fever

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1087 
10871487

3^ GENRL Chills/
Chills

2 10OCT2020 2/3 2 Yes NA R 
(12OCT2020)

N/N

Fatigue/
Fatigue

2 10OCT2020 2/3 2 Yes NA R 
(12OCT2020)

N/N

Pyrexia/
Fever

2 10OCT2020 2/3 2 Yes NA R 
(12OCT2020)

N/N

16-55/
C459100
1 1087 
10871491

3^ PSYCH Insomnia/
Worsening of Insomnia

2 26OCT2020 20/C 2 No O NA/TC N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1088 
10881213

3^ MUSC Myalgia/
MUSCLE PAIN/ACHE

2 07OCT2020 2/1 1 Yes NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1088 
10881220

3^ NEOPL Meningioma/
right frontal meningioma

1 23SEP2020 6/C 2 No O NA N Y/N

16-55/
C459100
1 1089 
10891015

2^ INFEC Tonsillitis/
Tonsillitis

2 14SEP2020 28/1 2 No O NA/TCN R 
(14SEP2020)

N/N

16-55/
C459100
1 1089 
10891025

3^ GENRL Chills/
chills

2 29SEP2020 41/C 1 No O NA N N/N

Pyrexia/
fever

2 29SEP2020 41/C 1 No O NA N N/N

16-55/
C459100
1 1089 
10891067

3^ MUSC Muscle spasms/
back spasms

1 15AUG2020 10/10 2 No O NA/TC R 
(24AUG2020)

N/N

16-55/
C459100
1 1089 
10891103

3^ INFEC Skin infection/
right knee superficial infection of 

the skin

1 28AUG2020 18/14 2 No O NA/TC R 
(10SEP2020)

N/N

16-55/
C459100
1 1089 
10891182

3^ RESP Chronic obstructive pulmonary 
disease/

worsening of COPD

1 26AUG2020 2/2 2 No O NA/TC R 
(27AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INJ&P Fall/
Fall

1 09SEP2020 16/1 2 No O NA R 
(09SEP2020)

N/N

Hip fracture/
Left Hip Closed Fracture

1 09SEP2020 16/17 3 No O NA/TC R 
(25SEP2020)

Y/N

GASTR Nausea/
nausea

1 27SEP2020 34/2 2 No O NA R
(28SEP2020)

N/N

PSYCH Psychotic disorder/
Psychosis

1 27SEP2020 34/C 3 No O NA/TC/TCN N Y/N

Substance abuse/
worsening of polysubstance 

abuse

1 27SEP2020 34/2 2 No O NA R 
(28SEP2020)

N/N

16-55/
C459100
1 1089 
10891193

3^ IMMU
N

Hypersensitivity/
worsening of allergies

1 08SEP2020 14/3 1 No O NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1089 
10891207

3^ GENRL Oedema peripheral/
bilateral edema legs

2 05NOV2020 49/C 1 No O NA N N/N

16-55/
C459100
1 1089 
10891253

3^ INFEC Cellulitis/
left side facial cellulitis

1 11SEP2020 8/13 2 No O NA/TC R 
(23SEP2020)

N/N

GASTR Swollen tongue/
swollen tounge

1 12SEP2020 9/4 1 No O NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1089 
10891261

3^ INFEC Herpes zoster/
worsening shingles right bottom

1 19SEP2020 12/4 1 No O NA/TC R 
(22SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1090 
10901015

3^ GASTR Diarrhoea/
diarrhea, single episode

2 04OCT2020 42/1 1 No O NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1090 
10901020

3^ RESP Oropharyngeal pain/
sore throat, intermittent

1 14AUG2020 12/5 1 No O NA R 
(18AUG2020)

N/N

16-55/
C459100
1 1090 
10901038

3^ RESP Oropharyngeal pain/
sore throat

1 20AUG2020 17/4 2 No O NA R 
(23AUG2020)

N/N

16-55/
C459100
1 1090 
10901065

3^ NERV Headache/
headaches, daily in afternoon

2 28AUG2020 1/47 2 Yes NA/TC R 
(13OCT2020)

N/N

16-55/
C459100
1 1090 
10901094

3^ NERV Burning sensation/
burning sensations, legs

1 18AUG2020 12/18 2 Yes NA R 
(04SEP2020)

N/N

MUSC Tendonitis/
tendonitis. right wrist

2 30SEP2020 34/C 2 No O NA/TC N N/N

16-55/
C459100
1 1090 
10901147

3^ INFEC Ear infection/
ear infection, both ears

2 01OCT2020 32/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1090 
10901174

3^ MUSC Muscle spasms/
muscle spasms, injection arm

2 04SEP2020 2/3 2 Yes NA R 
(06SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1090 
10901187

3^ NERV Facial paralysis/
Bell's Palsy right face

2 10SEP2020 3/3 1 Yes NA/TC RS 
(12SEP2020)

N/N

16-55/
C459100
1 1090 
10901226

3^ GENRL Chills/
Chills

2 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

Pain/
Body aches

2 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

NERV Headache/
Headache

2 11SEP2020 2/1 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1090 
10901251

3^ RESP Oropharyngeal pain/
sore throat

1 24AUG2020 6/5 2 No O NA R 
(28AUG2020)

N/N

16-55/
C459100
1 1090 
10901253

3^ GENRL Chills/
Chills

2 10SEP2020 2/1 2 Yes NA R 
(10SEP2020)

N/N

Pyrexia/
Fever

2 10SEP2020 2/1 2 Yes NA R 
(10SEP2020)

N/N

VASC Hypertension/
High Blood pressure

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1090 
10901277

3^ GENRL Injection site pain/
Injection site pain

1 01SEP2020 1/4 2 Yes NA R 
(04SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

EAR Ear pain/
Otalgia

1 02SEP2020 2/6 1 Yes NA R 
(07SEP2020)

N/N

NERV Headache/
Headache

1 03SEP2020 3/3 3 Yes NA R 
(05SEP2020)

N/N

16-55/
C459100
1 1090 
10901291

3^ EAR Ear pain/
otalgia, left ear

1 06SEP2020 5/3 1 Yes NA R 
(08SEP2020)

N/N

16-55/
C459100
1 1090 
10901294

3^ GENRL Fatigue/
Fatigue

2 23SEP2020 1/2 3 Yes NA R 
(24SEP2020)

N/N

Pyrexia/
Fever

2 23SEP2020 1/2 1 Yes NA/TC R 
(24SEP2020)

N/N

MUSC Myalgia/
Muscle aches

2 23SEP2020 1/2 3 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1090 
10901295

3^ GENRL Chills/
Chills

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

Pain/
Body aches

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

Pyrexia/
Fever

2 23SEP2020 1/1 2 Yes NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1090 
10901316

3^ MUSC Spinal stenosis/
Spinal Stenosis

2 29SEP2020 6/C 1 No O NA/TC N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1090 
10901325

3^ GENRL Chills/
Chills

1 23SEP2020 21/2 1 Yes NA R 
(24SEP2020)

N/N

Fatigue/
Fatigue

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

Pyrexia/
fever

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

MUSC Myalgia/
Muscle aches

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1090 
10901326

3^ GENRL Injection site pain/
Left arm injection site pain

2 24SEP2020 1/2 2 Yes NA/TC R 
(25SEP2020)

N/N

GENRL Chills/
Chills

2 25SEP2020 2/2 2 Yes NA R 
(26SEP2020)

N/N

Pyrexia/
Fever

2 25SEP2020 2/3 1 Yes NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1090 
10901355

3^ PSYCH Anxiety/
worsening anxiety

1 23SEP2020 15/33 1 No O NA/TC R 
(25OCT2020)

N/N

16-55/
C459100
1 1090 
10901360

3^ GENRL Chills/
Chills

2 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N

Pyrexia/
Fever

2 02OCT2020 2/2 1 Yes NA/TC R 
(03OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1090 
10901366

3^ GENRL Chills/
Chills

2 29SEP2020 1/2 3 Yes NA R 
(30SEP2020)

N/N

MUSC Arthralgia/
Generalized joint pains

2 29SEP2020 1/4 2 Yes NA/TC R 
(02OCT2020)

N/N

Myalgia/
Generalized muscle aches

2 29SEP2020 1/4 2 Yes NA/TC R 
(02OCT2020)

N/N

NERV Headache/
Headache

2 29SEP2020 1/4 2 Yes NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 1090 
10901369

3^ MUSC Arthralgia/
left shoulder pain

1 17SEP2020 8/8 2 Yes NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1090 
10901373

3^ GENRL Chills/
Chills

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

Injection site pain/
Injection site pain-Left arm

1 10SEP2020 1/4 1 Yes NA/TC R 
(13SEP2020)

N/N

Pain/
Generalized body aches

1 10SEP2020 1/2 1 Yes NA/TC R 
(11SEP2020)

N/N

NERV Headache/
Headache

1 10SEP2020 1/2 2 Yes NA/TC R 
(11SEP2020)

N/N

GENRL Pyrexia/
Low grade fever

1 11SEP2020 2/1 1 Yes NA/TC R 
(11SEP2020)

N/N

16-55/
C459100

3^ GENRL Fatigue/
Fatigue

2 02OCT2020 2/1 1 Yes NA R 
(02OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1090 
10901380

MUSC Myalgia/
Muscle aches

2 02OCT2020 2/1 1 Yes NA R 
(02OCT2020)

N/N

INJ&P Fall/
Fall

2 12OCT2020 12/1 1 No O NA/TCN R 
(12OCT2020)

N/N

Skin laceration/
Forehead laceration

2 12OCT2020 12/C 2 No O NA/TCN RG N/N

16-55/
C459100
1 1090 
10901383

3^ GENRL Chills/
chills

2 07OCT2020 1/1 1 Yes NA R 
(07OCT2020)

N/Y

Injection site pain/
Injection site pain

2 07OCT2020 1/4 2 Yes NA/TC R 
(10OCT2020)

N/Y

NERV Headache/
headache

2 08OCT2020 2/6 1 Yes NA/TC R 
(13OCT2020)

N/N

16-55/
C459100
1 1090 
10901392

3^ GASTR Nausea/
Nausea

1 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

GENRL Chills/
Chills

1 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

Injection site pain/
Left arm injection site pain

1 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

Pyrexia/
Fever

1 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

NERV Headache/
Headache

1 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1090 
10901394

3^ GENRL Pyrexia/
fever

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N

BLOOD Lymphadenopathy/
Swollen lymph nodes-left axilla

2 07OCT2020 2/28 3 Yes NA R 
(03NOV2020)

N/N

GENRL Fatigue/
fatigue

2 07OCT2020 2/4 2 Yes NA R 
(10OCT2020)

N/N

MUSC Myalgia/
Muscle aches

2 07OCT2020 2/3 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1090 
10901397

3^ GENRL Injection site pain/
Injection site pain

1 15SEP2020 1/5 1 Yes NA/TC R 
(19SEP2020)

N/N

MUSC Myalgia/
Muscle aches

1 17SEP2020 3/1 1 Yes NA/TC R 
(17SEP2020)

N/N

NERV Headache/
Headache

1 17SEP2020 3/1 1 Yes NA/TC R 
(17SEP2020)

N/N

16-55/
C459100
1 1090 
10901398

3^ MUSC Exostosis/
Bone spur-right knee

2 06NOV2020 31/C 1 No O NA N N/N

16-55/
C459100
1 1090 
10901407

3^ GENRL Injection site pain/
injection side pain, left arm

1 17SEP2020 2/8 2 Yes NA R 
(24SEP2020)

N/N

GENRL Injection site pain/
left arm injection pain

1 25SEP2020 10/C 1 Yes NA N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1090 
10901410

3^ GENRL Fatigue/
Fatigue

1 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

MUSC Myalgia/
muscle aches

1 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

GENRL Fatigue/
fatigue

2 09OCT2020 1/1 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1090 
10901417

3^ GENRL Injection site pain/
Injection site pain-left arm

1 18SEP2020 2/8 2 Yes NA/TC R 
(25SEP2020)

N/N

NERV Headache/
Headache

1 18SEP2020 2/3 1 Yes NA R 
(20SEP2020)

N/N

GENRL Injection site pain/
Injection site pain-Left arm

2 08OCT2020 2/7 2 Yes NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1090 
10901422

3^ GENRL Injection site pain/
Injection site pain

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1090 
10901429

3^ GENRL Injection site pain/
Injection site pain-left arm

2 12OCT2020 1/2 1 Yes NA/TC R 
(13OCT2020)

N/N

16-55/
C459100
1 1090 
10901432

3^ GENRL Pyrexia/
Fever

1 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Muscle aches

1 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 13OCT2020 2/4 2 Yes NA R 
(16OCT2020)

N/N

Pyrexia/
Fever

2 13OCT2020 2/3 1 Yes NA R 
(15OCT2020)

N/N

MUSC Myalgia/
Muscle aches

2 13OCT2020 2/3 2 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1090 
10901441

3^ GENRL Chills/
Chills

2 16OCT2020 2/1 1 Yes NA R 
(16OCT2020)

N/N

Fatigue/
Fatigue

2 16OCT2020 2/1 1 Yes NA R 
(16OCT2020)

N/N

Pyrexia/
Fever

2 16OCT2020 2/1 1 Yes NA R 
(16OCT2020)

N/N

NERV Headache/
Headache

2 16OCT2020 2/1 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1090 
10901443

3^ GENRL Pain/
Body aches

2 16OCT2020 2/2 1 Yes NA/TC R 
(17OCT2020)

N/N

16-55/
C459100
1 1090 
10901452

3^ INJ&P Arthropod bite/
Insect bite-Hornet

1 29SEP2020 7/10 1 No O NA/TC R 
(08OCT2020)

N/N

16-55/
C459100

3^ GENRL Fatigue/
Fatigue

2 15OCT2020 2/2 1 Yes NA R 
(16OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1090 
10901457

Injection site pain/
Injection site pain-left arm

2 15OCT2020 2/5 2 Yes NA/TC R 
(19OCT2020)

N/N

Pyrexia/
Fever

2 15OCT2020 2/2 1 Yes NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 1090 
10901461

3^ GENRL Injection site pain/
Injection site pain-left arm

2 16OCT2020 1/4 1 Yes NA R 
(19OCT2020)

N/Y

GENRL Pain/
Body aches

2 17OCT2020 2/4 2 Yes NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1090 
10901465

3^ GENRL Injection site pain/
Injection site pain-left arm

2 13OCT2020 1/3 2 Yes NA RS 
(15OCT2020)

N/N

GENRL Fatigue/
Fatigue

2 14OCT2020 2/4 1 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100
1 1090 
10901477

3^ GENRL Chills/
chills

1 26SEP2020 2/1 1 Yes NA R 
(26SEP2020)

N/N

Fatigue/
Fatigue

1 26SEP2020 2/1 2 Yes NA R 
(26SEP2020)

N/N

Pain/
Body aches

1 26SEP2020 2/1 1 Yes NA R 
(26SEP2020)

N/N

16-55/
C459100

3^ GENRL Pain/
Body aches

2 14OCT2020 1/4 1 Yes NA/TC R 
(17OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1090 
10901480

MUSC Myalgia/
Muscle aches

2 14OCT2020 1/4 1 Yes NA/TC R 
(17OCT2020)

N/N

16-55/
C459100
1 1090 
10901482

3^ MUSC Myalgia/
Cervical myalgia

2 14OCT2020 1/3 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1091 
10911008

3^ METAB Hypercholesterolaemia/
hypercholesterolemia

2 02SEP2020 14/C 1 No O NA N N/N

VASC Hypertension/
hypertension

2 02SEP2020 14/C 1 No O NA/TC N N/N

16-55/
C459100
1 1091 
10911032

3^ INFEC Otitis media/
otitis media

2 07SEP2020 15/9 2 No O NA/TC R 
(15SEP2020)

N/N

16-55/
C459100
1 1091 
10911123

3^ GENRL Injection site pain/
injection site tenderness

1 17AUG2020 1/3 1 Yes NA R 
(19AUG2020)

N/N

GENRL Fatigue/
fatigue

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1091 
10911134

3^ GENRL Fatigue/
fatigue

1 18AUG2020 1/2 1 Yes NA R 
(19AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
injection site soreness

1 18AUG2020 1/4 1 Yes NA/TC R 
(21AUG2020)

N/N

MUSC Myalgia/
muscle aches

1 18AUG2020 1/2 1 Yes NA R 
(19AUG2020)

N/N

GENRL Injection site bruising/
injection site bruising

1 19AUG2020 2/4 1 Yes NA R 
(22AUG2020)

N/N

GENRL Fatigue/
fatigue

2 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N

Injection site bruising/
injection site bruising

2 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N

Injection site pain/
injection site soreness

2 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

MUSC Myalgia/
muscle aches

2 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1091 
10911144

3^ MUSC Myalgia/
myalgia

2 10SEP2020 2/2 1 Yes NA/TC R 
(11SEP2020)

N/N

16-55/
C459100
1 1091 
10911146

3^ NERV Headache/
intermittent headaches

1 20AUG2020 2/11 1 Yes NA/TC R 
(30AUG2020)

N/N

GENRL Chills/
chills

2 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

Malaise/
malaise

2 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100

3^ GENRL Pain/
body aches

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1091 
10911156

16-55/
C459100
1 1091 
10911162

3^ GENRL Injection site pain/
soreness at injection site

2 15SEP2020 2/3 1 Yes NA R 
(17SEP2020)

N/N

Pain/
body aches

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

INJ&P Muscle strain/
Right bicep muscle strain

2 16OCT2020 33/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1091 
10911169

3^ PSYCH Anxiety/
anxiety

2 26SEP2020 12/C 1 No O NA/TC N N/N

16-55/
C459100
1 1091 
10911174

3^ GENRL Injection site pain/
soreness at injection site

1 25AUG2020 1/3 1 Yes NA R 
(27AUG2020)

N/N

16-55/
C459100
1 1091 
10911182

3^ GENRL Injection site pain/
injection site pain

1 27AUG2020 2/2 1 Yes NA R 
(28AUG2020)

N/N

GENRL Chills/
chills

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

Injection site pain/
injection site pain

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

Pyrexia/
fever

2 16SEP2020 1/2 1 Yes NA/TC R 
(17SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
worsening myalgias

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

NERV Headache/
worsening headache

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1091 
10911189

3^ MUSC Tendonitis/
left bicep tendonitis

2 15SEP2020 1/C 1 Yes NA N N/N

16-55/
C459100
1 1091 
10911196

3^ GENRL Fatigue/
fatigue

2 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

MUSC Myalgia/
generalized muscle pain

2 17SEP2020 1/2 1 Yes NA/TC R 
(18SEP2020)

N/N

NERV Headache/
headaches

2 08OCT2020 22/C 1 No O NA N N/N

16-55/
C459100
1 1091 
10911197

3^ GASTR Diarrhoea/
Diarrhea

2 17SEP2020 1/17 1 Yes NA R 
(03OCT2020)

N/N

INJ&P Toxicity to various agents/
poisoning by cocaine

2 26SEP2020 10/2 4 No O NA/TC/TCN R 
(27SEP2020)

Y/N

RESP Hypoxia/
hypoxia

2 26SEP2020 10/2 3 No O NA/TC/TCN R 
(27SEP2020)

Y/N

Pneumonia aspiration/
Aspiration Pneumonia

2 26SEP2020 10/11 3 No O NA/TC R 
(06OCT2020)

Y/N

RESP Nasal congestion/
nasal congestion

2 10OCT2020 24/8 1 No O NA R 
(17OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1091 
10911202

3^ GENRL Chills/
Chills

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

GENRL Pyrexia/
fever

2 22SEP2020 2/1 2 Yes NA R 
(22SEP2020)

N/N

NERV Headache/
headache

2 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1091 
10911207

3^ GENRL Injection site pain/
soreness at injection site

1 01SEP2020 2/2 1 Yes NA R 
(02SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1091 
10911208

3^ GENRL Fatigue/
Fatigue

1 31AUG2020 1/1 1 Yes NA R 
(31AUG2020)

N/N

Injection site pain/
Injection site pain

1 31AUG2020 1/3 1 Yes NA R 
(02SEP2020)

N/N

MUSC Arthralgia/
Joint pain

1 31AUG2020 1/1 1 Yes NA R 
(31AUG2020)

N/N

NERV Headache/
Headache

1 31AUG2020 1/1 1 Yes NA R 
(31AUG2020)

N/N

16-55/
C459100
1 1091 
10911219

3^ GENRL Injection site pain/
L arm injection site pain

2 21SEP2020 1/5 1 Yes NA R 
(25SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
Chills

2 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

Pyrexia/
Fever

2 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1091 
10911220

3^ GENRL Fatigue/
Fatigue

1 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/N

16-55/
C459100
1 1091 
10911226

3^ GENRL Injection site pain/
injection site soreness

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N

16-55/
C459100
1 1091 
10911232

3^ GENRL Injection site pain/
left injection-site pain

1 03SEP2020 2/3 1 Yes NA R 
(05SEP2020)

N/N

GENRL Injection site pain/
L injection site pain

2 17SEP2020 1/3 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1091 
10911237

3^ GENRL Injection site pain/
L arm injection site pain

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

GENRL Chills/
Chills

2 24SEP2020 2/1 1 Yes NA R 
(24SEP2020)

N/N

Fatigue/
Fatigue

2 24SEP2020 2/1 1 Yes NA R 
(24SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 24SEP2020 2/1 1 Yes NA/TC R 
(24SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1091 
10911239

3^ GENRL Injection site pain/
soreness at injection site

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

RESP Epistaxis/
epistaxis

1 23SEP2020 22/1 1 No O NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1091 
10911250

3^ GENRL Injection site pain/
soreness at injection site

1 03SEP2020 1/3 1 Yes NA R 
(05SEP2020)

N/N

MUSC Myalgia/
generalized muscle aches

2 24SEP2020 2/2 2 Yes NA/TC R 
(25SEP2020)

N/N

16-55/
C459100
1 1091 
10911252

3^ GENRL Injection site pain/
Injection site pain

2 29SEP2020 1/4 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1091 
10911256

3^ INJ&P Muscle strain/
worsening back strain

1 09SEP2020 2/C 1 No O NA/TC RG N/N

GENRL Injection site pain/
site injection pain

2 15OCT2020 2/C 1 Yes NA RG N/N

MUSC Myalgia/
Myalgia

2 15OCT2020 2/C 1 Yes NA RG N/N

NERV Headache/
Headache

2 15OCT2020 2/C 1 Yes NA RG N/N

16-55/
C459100

3^ GENRL Injection site pain/
injection site soreness

1 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1091 
10911270

16-55/
C459100
1 1091 
10911277

3^ GENRL Chills/
chills (without fever)

1 10SEP2020 1/4 1 Yes NA R 
(13SEP2020)

N/N

16-55/
C459100
1 1091 
10911279

3^ GENRL Injection site pain/
Injection Site Pain

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

Malaise/
Malaise

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

Pyrexia/
Fever

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1091 
10911283

3^ GENRL Injection site pain/
Injection Site Soreness

2 01OCT2020 1/3 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1091 
10911289

3^ NERV Headache/
headache

2 01OCT2020 1/3 1 Yes NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1091 
10911290

3^ GENRL Injection site pain/
injection site soreness

1 11SEP2020 1/3 1 Yes NA R 
(13SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1091 
10911291

3^ MUSC Metatarsalgia/
worsening of metatarsalgia

1 21SEP2020 11/16 1 No O NA/TC R 
(06OCT2020)

N/N

16-55/
C459100
1 1091 
10911293

3^ INJ&P Muscle rupture/
R Deltoid Tear

1 20SEP2020 7/C 2 No O NA/TCN RG N/N

NEOPL Lipoma/
Right deltoid lipoma

1 20SEP2020 7/C 1 No O NA RG N/N

16-55/
C459100
1 1091 
10911297

3^ INFEC Vulvovaginal mycotic infection/
vaginal yeast infection

1 02OCT2020 19/4 1 No O NA/TC R 
(05OCT2020)

N/N

16-55/
C459100
1 1091 
10911300

3^ GENRL Injection site pain/
soreness at injection site

1 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

GENRL Chills/
Chills

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N

Injection site pain/
Injection Site Pain

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N

INFEC Appendicitis/
Appendicitis

2 22OCT2020 17/2 4 No O NA/TCN R 
(23OCT2020)

Y/N

16-55/
C459100
1 1091 
10911301

3^ GENRL Chills/
Chills

2 08OCT2020 1/3 1 Yes NA R 
(10OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Fatigue/
Fatigue

2 08OCT2020 1/3 1 Yes NA R 
(10OCT2020)

N/N

Malaise/
Maliase

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

PSYCH Insomnia/
Insomnia

2 08OCT2020 1/2 1 No O NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1091 
10911306

3^ GENRL Injection site pain/
pain at injection site

2 07OCT2020 1/3 1 Yes NA R 
(09OCT2020)

N/N

GENRL Fatigue/
Fatigue

2 08OCT2020 2/2 1 Yes NA R 
(09OCT2020)

N/N

Pyrexia/
Fever

2 08OCT2020 2/2 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1091 
10911310

3^ GENRL Chills/
Chills

2 06OCT2020 1/2 1 Yes NA/TC R 
(07OCT2020)

N/N

Fatigue/
Fatigue

2 06OCT2020 1/2 1 Yes NA/TC R 
(07OCT2020)

N/N

Injection site pain/
Injection Site Pain

2 06OCT2020 1/2 1 Yes NA/TC R 
(07OCT2020)

N/N

MUSC Myalgia/
Muscle Pain

2 06OCT2020 1/2 1 Yes NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1091 
10911313

3^ INFEC Otitis media/
Serous Otitis Media, R ear

2 29OCT2020 23/4 1 No O NA R 
(01NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1091 
10911315

3^ INJ&P Tendon rupture/
Tear of bicep tendon

1 23SEP2020 7/C 1 No O NA RG N/N

16-55/
C459100
1 1091 
10911320

3^ GENRL Chills/
chills

2 11OCT2020 4/3 2 Yes NA R 
(13OCT2020)

N/N

Fatigue/
fatigue

2 11OCT2020 4/3 2 Yes NA R 
(13OCT2020)

N/N

NERV Headache/
headache

2 11OCT2020 4/3 2 Yes NA R 
(13OCT2020)

N/N

16-55/
C459100
1 1091 
10911321

3^ INJ&P Spinal compression fracture/
worsening of compression 

fracture in spine

2 OCT2020 1/C 1 No O NA RG N/N

GENRL Fatigue/
fatigue

2 08OCT2020 2/2 1 Yes NA R 
(09OCT2020)

N/N

MUSC Arthralgia/
Generalized joint pain

2 08OCT2020 2/2 1 Yes NA R 
(09OCT2020)

N/N

Myalgia/
muscle pain

2 08OCT2020 2/2 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1091 
10911336

3^ GASTR Nausea/
Nausea

2 13OCT2020 2/3 1 Yes NA R 
(15OCT2020)

N/N

GENRL Fatigue/
Fatigue

2 13OCT2020 2/3 1 Yes NA R 
(15OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever

2 13OCT2020 2/3 1 Yes NA/TC R 
(15OCT2020)

N/N

MUSC Myalgia/
Myalgias

2 13OCT2020 2/3 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1091 
10911340

3^ GENRL Injection site pain/
left arm injection site pain

1 25SEP2020 1/3 1 Yes NA R 
(27SEP2020)

N/Y

16-55/
C459100
1 1091 
10911341

3^ GENRL Chills/
chills

2 16OCT2020 2/2 1 Yes NA R 
(17OCT2020)

N/N

Fatigue/
fatigue

2 16OCT2020 2/2 1 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100
1 1091 
10911342

3^ GENRL Pyrexia/
fever

1 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

GENRL Pyrexia/
Fever

2 14OCT2020 1/3 2 Yes NA/TC R 
(16OCT2020)

N/N

MUSC Myalgia/
Myalgias

2 14OCT2020 1/3 1 Yes NA R 
(16OCT2020)

N/N

NERV Headache/
Headache

2 14OCT2020 1/3 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1091 
10911343

3^ GENRL Injection site pain/
injection site soreness

1 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1091 
10911344

3^ NERV Headache/
Headache

1 29SEP2020 1/1 1 Yes NA R 
(29SEP2020)

N/N

GASTR Nausea/
nausea

1 17OCT2020 19/1 1 No O NA R 
(17OCT2020)

N/N

GASTR Diarrhoea/
Diarrhea

2 21OCT2020 3/2 1 Yes NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1091 
10911348

3^ GENRL Injection site pain/
L arm injection site pain

1 02OCT2020 2/3 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1091 
10911351

3^ GENRL Injection site pain/
pain at injection site

1 05OCT2020 1/3 1 Yes NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1091 
10911356

3^ NERV Headache/
headache

2 29OCT2020 2/1 1 Yes NA R 
(29OCT2020)

N/N

16-55/
C459100
1 1092 
10921033

3^ INJ&P Muscle strain/
muscle strain lower back

2 03OCT2020 26/14 2 No O NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 1092 
10921035

3^ GENRL Pyrexia/
Fever

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100

3^ INFEC Otitis media/
left otitis media

1 01SEP2020 9/11 1 No O NA/TC R 
(11SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1092 
10921045

Sinusitis/
sinus infection

1 01SEP2020 9/11 1 No O NA/TC R 
(11SEP2020)

N/N

16-55/
C459100
1 1092 
10921065

3^ GENRL Injection site erythema/
Injection site redness

1 25AUG2020 1/5 1 Yes NA R 
(29AUG2020)

N/N

GENRL Injection site pain/
injection site tenderness

2 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

Pyrexia/
fever

2 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

MUSC Myalgia/
myalgia

2 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1092 
10921081

3^ EAR Ear pain/
Earache

2 18SEP2020 3/10 1 No O NA/TC R 
(27SEP2020)

N/N

16-55/
C459100
1 1092 
10921098

3^ INFEC Rhinitis/
Coryza

2 20SEP2020 4/12 1 No O NA/TC R 
(01OCT2020)

N/N

16-55/
C459100
1 1092 
10921099

3^ GENRL Chills/
Chills

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

Pain/
Body Aches

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever

2 18SEP2020 2/2 1 Yes NA/TC R 
(19SEP2020)

N/N

16-55/
C459100
1 1092 
10921106

3^ INFEC Urinary tract infection/
urinary tract infection

2 08OCT2020 18/9 1 No O NA/TC R 
(16OCT2020)

N/N

SKIN Rash/
scattered Rash

2 15OCT2020 25/3 1 No O NA R 
(17OCT2020)

N/N

16-55/
C459100
1 1092 
10921122

3^ GENRL Fatigue/
Fatigue

1 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/N

Injection site pain/
Injection site soreness

1 01SEP2020 1/3 1 Yes NA R 
(03SEP2020)

N/N

Pyrexia/
fever

1 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/N

16-55/
C459100
1 1092 
10921130

3^ RESP Epistaxis/
intermittent bilateral nose bleed

2 12OCT2020 21/29 1 No O NA R 
(09NOV2020)

N/N

16-55/
C459100
1 1092 
10921132

3^ GENRL Fatigue/
fatigue

1 01SEP2020 1/1 1 Yes NA R 
(01SEP2020)

N/Y

16-55/
C459100
1 1092 
10921139

3^ NERV Sciatica/
Sciatica

2 28SEP2020 6/C 1 No O NA/TC RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1092 
10921142

3^ GENRL Chills/
Chills

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

INV Blood pressure increased/
Elevated Blood Pressure

2 24SEP2020 1/2 1 No O NA R 
(25SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

NERV Lethargy/
Lethargy

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1092 
10921143

3^ GENRL Injection site pain/
injection site soreness

1 03SEP2020 2/2 1 Yes NA/TC R 
(04SEP2020)

N/N

Injection site papule/
Injection site popule

1 03SEP2020 2/C 1 Yes NA RG N/N

Pyrexia/
fever

1 03SEP2020 2/2 1 Yes NA/TC R 
(04SEP2020)

N/N

16-55/
C459100
1 1092 
10921146

3^ GENRL Injection site pain/
injection site pain

1 03SEP2020 2/3 1 Yes NA/TC R 
(05SEP2020)

N/N

Pyrexia/
fever

1 03SEP2020 2/3 1 Yes NA/TC R 
(05SEP2020)

N/N

MUSC Back pain/
back ache

1 03SEP2020 2/3 1 Yes NA/TC R 
(05SEP2020)

N/N

Myalgia/
myalgia

1 03SEP2020 2/3 1 Yes NA/TC R 
(05SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1092 
10921153

3^ GENRL Chills/
Chills

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

Pyrexia/
Fever

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1092 
10921168

3^ GENRL Chills/
Chills

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

Injection site pain/
Injection site tenderness

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

Malaise/
Malaise

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

Pyrexia/
Fever

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

NERV Headache/
Headache

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

GENRL Chills/
Chills

2 29SEP2020 1/1 1 Yes NA R 
(29SEP2020)

N/N

Fatigue/
Fatigue

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

Pyrexia/
Fever

2 29SEP2020 1/1 1 Yes NA/TC R 
(29SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 29SEP2020 1/2 1 Yes NA/TC R 
(30SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1092 
10921186

3^ MUSC Osteoarthritis/
worsening osteoarthritis

2 02NOV2020 29/C 2 No O NA N N/N

16-55/
C459100
1 1093 
10931058

3^ INJ&P Exposure during pregnancy/
EXPOSURE DURING 

PREGNANCY

1 28AUG2020 4/C No O P UNK N/N

16-55/
C459100
1 1093 
10931111

3^ RESP Rhinorrhoea/
RUNNY NOSE

1 16SEP2020 9/5 1 No O NA/TC R 
(20SEP2020)

N/N

16-55/
C459100
1 1093 
10931134

3^ METAB Glucose tolerance impaired/
PRE-DIABETES

2 30OCT2020 17/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1094 
10941070

3^ MUSC Back pain/
Back pain

1 21SEP2020 25/5 2 No O NA/TC R 
(25SEP2020)

N/N

16-55/
C459100
1 1094 
10941098

3^ MUSC Back pain/
Back Pain

2 30SEP2020 3/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1094 
10941132

3^ SKIN Hyperhidrosis/
sweat

1 19SEP2020 5/3 2 No O NA R 
(21SEP2020)

N/N

16-55/
C459100

3^ INJ&P Colon injury/
colon injury

1 16OCT2020 22/8 3 No O NA/TC/TCN RS 
(23OCT2020)

Y/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 841

FDA-CBER-2021-5683-0126867



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1094 
10941155

Road traffic accident/
motor vehicle accident

1 16OCT2020 22/1 3 No O NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1095 
10951001

2^ MUSC Arthralgia/
left knee pain

1 17AUG2020 19/1 1 No O NA/TC R 
(17AUG2020)

N/N

16-55/
C459100
1 1095 
10951005

2^ MUSC Arthralgia/
polyarthralgias

1 06AUG2020 8/C 1 No O NA N N/N

INFEC Gastroenteritis viral/
viral gastroenteritis

2 01SEP2020 15/1 1 No O NA R 
(01SEP2020)

N/N

16-55/
C459100
1 1095 
10951023

3^ INFEC Diverticulitis/
Diverticulitis flare

1 20AUG2020 18/5 1 No O NA/TC R 
(24AUG2020)

N/N

16-55/
C459100
1 1095 
10951026

3^ METAB Decreased appetite/
Loss of appetite

1 13AUG2020 11/C 1 No O NA RG N/N

INJ&P Fall/
Fall

1 23AUG2020 21/1 1 No O NA R 
(23AUG2020)

N/N

Skin abrasion/
Left arm abrasions

1 23AUG2020 21/8 1 No O NA R 
(30AUG2020)

N/N

16-55/
C459100

3^ RESP Rhinitis allergic/
allergic rhinitis

2 03SEP2020 11/2 1 No O NA R 
(04SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1095 
10951029

GASTR Diarrhoea/
diarrhea

2 04SEP2020 12/2 1 No O NA R 
(05SEP2020)

N/N

16-55/
C459100
1 1095 
10951047

3^ INJ&P Rib fracture/
Rib fracture

2 30AUG2020 6/33 1 No O NA/TC R 
(01OCT2020)

N/N

GENRL Malaise/
idiopathic malaise

2 31AUG2020 7/2 1 No O NA R 
(01SEP2020)

N/N

16-55/
C459100
1 1095 
10951055

3^ REPRO Cervical dysplasia/
ASCUS of cervix

1 10AUG2020 7/18 1 No O NA/TC R 
(27AUG2020)

N/N

16-55/
C459100
1 1095 
10951062

3^ INJ&P Arthropod bite/
nonvenomous insect bite of right 

elbow

1 17AUG2020 13/1 1 No O NA/TC R 
(17AUG2020)

N/N

IMMU
N

Seasonal allergy/
seasonal allergies

2 14SEP2020 20/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1095 
10951087

3^ GENRL Fatigue/
Fatigue

1 12AUG2020 7/2 1 No O NA R 
(13AUG2020)

N/N

16-55/
C459100
1 1095 
10951095

3^ RESP Rhinitis allergic/
allergic rhinitis

1 17AUG2020 11/5 1 No O NA R 
(21AUG2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 843

FDA-CBER-2021-5683-0126869



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1095 
10951106

3^ MUSC Arthralgia/
polyarthralgia

2 03SEP2020 7/2 1 No O NA R 
(04SEP2020)

N/N

16-55/
C459100
1 1095 
10951112

3^ GASTR Nausea/
Nausea

1 25AUG2020 1/1 1 Yes NA R 
(25AUG2020)

N/N

GENRL Fatigue/
Fatigue

1 25AUG2020 1/4 1 Yes NA R 
(28AUG2020)

N/N

MUSC Myalgia/
Myalgia

1 25AUG2020 1/4 1 Yes NA R 
(28AUG2020)

N/N

NERV Headache/
Headache

1 25AUG2020 1/1 1 Yes NA R 
(25AUG2020)

N/N

GENRL Injection site pain/
Injection Site Tenderness

2 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

NERV Headache/
Headache

2 17SEP2020 2/3 1 Yes NA/TC R 
(19SEP2020)

N/N

VASC Hot flush/
Hot Flashes

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

NERV Sinus headache/
Sinus Headache

2 25SEP2020 10/2 1 No O NA/TC R 
(26SEP2020)

N/N

16-55/
C459100
1 1095 
10951116

3^ GENRL Fatigue/
fatigue

2 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

MUSC Myalgia/
Generalized myalgias

2 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

2 10SEP2020 1/2 1 Yes NA/TC R 
(11SEP2020)

N/N

16-55/
C459100
1 1095 
10951124

3^ SKIN Dermatitis contact/
Dermatitis-poison ivy

1 12SEP2020 20/5 1 No O NA/TC R 
(16SEP2020)

N/N

16-55/
C459100
1 1095 
10951129

3^ MUSC Myalgia/
Myalgia post vaccine

2 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1095 
10951132

3^ INV Body temperature increased/
Elevated Body Temperature

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

MUSC Myalgia/
Myalgia post vaccination

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

NERV Headache/
Headache post vaccination

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

16-55/
C459100
1 1095 
10951138

3^ GENRL Injection site pain/
left arm (deltoid) injection site 

pain

1 26AUG2020 1/2 1 Yes NA R 
(27AUG2020)

N/N

16-55/
C459100
1 1095 
10951141

3^ SKIN Diabetic foot/
Diabetic Foot Ulcer R Foot

1 14SEP2020 20/C 1 No O NA/TCN/W N N/N

16-55/
C459100
1 1095 
10951144

3^ GENRL Injection site pain/
pain right shoulder injection site 

(serapin)

1 09SEP2020 15/5 1 No O NA/TC R 
(13SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1095 
10951148

3^ GENRL Chills/
Chills post vaccination

2 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

GENRL Fatigue/
Fatigue post vaccination

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1095 
10951149

3^ INV Body temperature increased/
elevated temperature

1 13SEP2020 18/2 1 Yes NA/TC R 
(14SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

Pyrexia/
Fever

2 18SEP2020 2/2 1 Yes NA/TC R 
(19SEP2020)

N/N

NERV Headache/
Headache

2 18SEP2020 2/2 1 Yes NA/TC R 
(19SEP2020)

N/N

16-55/
C459100
1 1095 
10951150

3^ INFEC Soft tissue infection/
soft tissue infection left leg*

JUN2020 1 No O NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1095 
10951153

3^ GENRL Injection site pain/
injection site pain left arm

2 22SEP2020 1/6 1 Yes NA/TC R 
(27SEP2020)

N/N

Pyrexia/
fever post vaccination

2 22SEP2020 1/2 1 Yes NA/TC R 
(23SEP2020)

N/N

MUSC Myalgia/
myalgia post vaccination

2 22SEP2020 1/2 1 Yes NA/TC R 
(23SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
headache post vaccination

2 22SEP2020 1/2 1 Yes NA/TC R 
(23SEP2020)

N/N

GASTR Nausea/
nausea post vaccination

2 23SEP2020 2/1 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1095 
10951154

3^ GENRL Injection site pain/
injection site pain left arm

2 17SEP2020 1/1 1 Yes NA R 
(17SEP2020)

N/Y

16-55/
C459100
1 1095 
10951156

3^ GENRL Injection site pain/
Injection site pain left arm

1 29AUG2020 2/4 1 Yes NA R 
(01SEP2020)

N/N

GENRL Chills/
Post vaccine chills

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

Fatigue/
Post vaccine fatigue

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

Pyrexia/
Post vaccine fever

2 16SEP2020 1/2 3 Yes NA/TC R 
(17SEP2020)

N/N

NERV Headache/
Post vaccine headache

2 16SEP2020 1/2 1 Yes NA/TC R 
(17SEP2020)

N/N

16-55/
C459100
1 1095 
10951159

3^ GENRL Injection site pain/
Injection site pain right arm

1 29AUG2020 1/4 1 Yes NA R 
(01SEP2020)

N/Y

GENRL Chills/
Chills

2 18SEP2020 1/2 1 Yes NA/TC R 
(19SEP2020)

N/N

Fatigue/
fatigue

2 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 847

FDA-CBER-2021-5683-0126873



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1095 
10951160

3^ GENRL Injection site warmth/
Warmth at injection site

2 17SEP2020 1/1 1 Yes NA R 
(17SEP2020)

N/N

Vaccination site pain/
Pain at injection site post 

vaccination

2 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

GENRL Fatigue/
Fatigue post vaccination

2 18SEP2020 2/2 1 Yes NA R
(19SEP2020)

N/N

16-55/
C459100
1 1095 
10951161

3^ GENRL Injection site pain/
injection site reaction left arm 

myalgia

1 29AUG2020 1/3 1 Yes NA R 
(31AUG2020)

N/N

GENRL Injection site pain/
injection site pain left arm

2 18SEP2020 1/3 1 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1095 
10951168

3^ MUSC Arthralgia/
Arthralgia post vaccine

1 29AUG2020 1/3 2 Yes NA/TC R 
(31AUG2020)

N/N

SOCCI Menopause/
Perimenopausal

1 14SEP2020 17/C 1 No O NA/TC N N/N

16-55/
C459100
1 1095 
10951170

3^ NERV Headache/
Headache

1 29AUG2020 1/3 1 Yes NA/TC R 
(31AUG2020)

N/N

GENRL Injection site pain/
Injection site pain left arm

1 30AUG2020 2/3 1 Yes NA/TC R 
(01SEP2020)

N/N

GENRL Pyrexia/
Fever

2 18SEP2020 2/2 1 Yes NA/TC R 
(19SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Myalgias

2 18SEP2020 2/2 1 Yes NA/TC R 
(19SEP2020)

N/N

NERV Headache/
Headache

2 18SEP2020 2/2 1 Yes NA/TC R 
(19SEP2020)

N/N

16-55/
C459100
1 1095 
10951171

3^ SKIN Dermatitis contact/
Contact Dermatitis Left Arm

1 29AUG2020 1/2 1 Yes NA R 
(30AUG2020)

N/N

16-55/
C459100
1 1095 
10951173

3^ CARD Acute myocardial infarction/
STEMI: ST elevation 
Myocardial Infarction

1 05SEP2020 8/5 4 No O P/TC/TCN R 
(09SEP2020)

Y/N

UNC CORONARY ARTERY 
DISEASE@@/

Coronary Artery Disease

1 05SEP2020 8/C 2 No O NA N N/N

16-55/
C459100
1 1095 
10951174

3^ MUSC Myalgia/
Myalgia

1 09SEP2020 10/2 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1095 
10951176

3^ GENRL Injection site pain/
injection site pain right arm

2 21SEP2020 1/1 1 Yes NA R 
(21SEP2020)

N/N

MUSC Myalgia/
post vaccination myalgia

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

NERV Headache/
post vaccination headache

2 22SEP2020 2/1 1 Yes NA/TC R 
(22SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
injection site myalgia left arm

1 03SEP2020 1/7 1 Yes NA R 
(09SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1095 
10951177

16-55/
C459100
1 1095 
10951178

3^ GENRL Injection site pain/
Pain at injection site left arm

2 23SEP2020 2/2 1 Yes NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1095 
10951182

3^ GENRL Injection site pain/
Injection site pain

1 01SEP2020 2/3 1 Yes NA R 
(03SEP2020)

N/N

GENRL Chills/
Generalized Rigors

2 23SEP2020 2/1 1 Yes NA R 
(23SEP2020)

N/N

INV Body temperature increased/
elevated temperature

2 23SEP2020 2/1 1 Yes NA/TC R 
(23SEP2020)

N/N

MUSC Myalgia/
generalized myalgia

2 23SEP2020 2/1 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1095 
10951183

3^ GENRL Chills/
chills without fever

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

Fatigue/
fatigue

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 23SEP2020 1/2 1 Yes NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1095 
10951186

3^ INJ&P Tendon injury/
left finger tendon injury

2 26SEP2020 6/C 1 No O NA RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1095 
10951188

3^ GENRL Pyrexia/
fever

2 22SEP2020 1/3 1 Yes NA/TC R 
(24SEP2020)

N/N

MUSC Myalgia/
myalgia post vaccination

2 22SEP2020 1/3 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1095 
10951196

3^ INJ&P Ligament sprain/
Right wrist sprain

1 08SEP2020 8/29 1 No O NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1095 
10951197

3^ SKIN Drug eruption/
Fixed drug erruption on feet 

bilaterally

2 26OCT2020 8/C 2 Yes NA N N/N

16-55/
C459100
1 1095 
10951198

3^ MUSC Myalgia/
post vaccination myalgia

1 02SEP2020 2/1 1 Yes NA/TC R 
(02SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

Injection site pain/
Injection Site pain Left Arm

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/Y

MUSC Myalgia/
Myalgia

2 22SEP2020 1/2 1 Yes NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1095 
10951199

3^ GENRL Injection site pain/
injection site reaction myalgia

1 01SEP2020 1/3 1 Yes NA R 
(03SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1095 
10951208

3^ GENRL Injection site pain/
myalgia due to intramuscular 
injection into deltoid muscle

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

INFEC Tooth infection/
tooth infection

1 23SEP2020 22/16 1 No O NA/TC R 
(08OCT2020)

N/N

ENDO Hypothyroidism/
worsening of hypothyroidism

1 08OCT2020 37/C 1 No O NA/TC UNK N/N

16-55/
C459100
1 1095 
10951218

3^ GENRL Pyrexia/
Fever

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

SKIN Hyperhidrosis/
Diaphoresis

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

16-55/
C459100
1 1095 
10951225

3^ GENRL Injection site pain/
injection site left deltoid muscle 

pain

1 04SEP2020 1/4 1 Yes NA R 
(07SEP2020)

N/N

MUSC Myalgia/
myalgia

1 05SEP2020 2/1 1 Yes NA/TC R 
(05SEP2020)

N/N

INV Body temperature increased/
elevated temperature

2 25SEP2020 1/2 1 Yes NA/TC R 
(26SEP2020)

N/N

16-55/
C459100
1 1095 
10951233

3^ GENRL Pyrexia/
Fever

2 15OCT2020 2/1 2 Yes NA/TC R 
(15OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1095 
10951241

3^ GENRL Injection site pain/
Injection site myalgia left arm

1 01OCT2020 2/3 1 Yes NA R 
(03OCT2020)

N/N

GENRL Fatigue/
generalized fatigue

1 20OCT2020 21/2 1 No O NA R 
(21OCT2020)

N/N

GENRL Fatigue/
generalized fatigue

1 30OCT2020 31/2 2 No O NA R 
(31OCT2020)

N/N

16-55/
C459100
1 1095
10951250

3^ GENRL Injection site pain/
injection site pain

2 20OCT2020 1/C 1 Yes NA N N/Y

16-55/
C459100
1 1095 
10951251

3^ GENRL Fatigue/
Fatigue

1 28SEP2020 1/3 1 Yes NA R 
(30SEP2020)

N/N

MUSC Myalgia/
Myalgia post vaccination

1 28SEP2020 1/3 1 Yes NA/TC R 
(30SEP2020)

N/N

GENRL Fatigue/
fatigue

2 20OCT2020 1/3 1 Yes NA/TC R 
(22OCT2020)

N/N

Injection site pain/
pain at injection site left arm

2 20OCT2020 1/6 1 Yes NA R 
(25OCT2020)

N/N

Injection site swelling/
swelling at injection site left arm

2 20OCT2020 1/6 1 Yes NA R 
(25OCT2020)

N/N

Injection site warmth/
warmth at injection site left arm

2 20OCT2020 1/6 1 Yes NA R 
(25OCT2020)

N/N

MUSC Myalgia/
myalgia

2 20OCT2020 1/3 1 Yes NA/TC R 
(22OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
worsening headache

2 20OCT2020 1/3 1 Yes NA/TC R 
(22OCT2020)

N/N

16-55/
C459100
1 1095 
10951255

3^ GENRL Vaccination site pain/
pain at injection site left arm post 

vaccine

1 29SEP2020 1/2 1 Yes NA/TC R 
(30SEP2020)

N/N

UNC INJECTION SITE PAIN LEFT 
ARM@@/

Injection Site Pain Left Arm

2 19OCT2020 1/2 1 Yes NA/TC R 
(20OCT2020)

N/N

16-55/
C459100
1 1095 
10951257

3^ GENRL Fatigue/
fatigue

1 30SEP2020 1/3 1 Yes NA R 
(02OCT2020)

N/N

Injection site pain/
injection site pain left arm

1 30SEP2020 1/3 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1095 
10951266

3^ GENRL Injection site pain/
left arm pain at injection site

1 08OCT2020 1/5 1 Yes NA/TC R 
(12OCT2020)

N/N

GENRL Injection site pain/
injection site pain left arm

2 28OCT2020 1/2 1 Yes NA/TC R 
(29OCT2020)

N/N

GENRL Fatigue/
fatigue

2 29OCT2020 2/2 1 Yes NA R 
(30OCT2020)

N/N

MUSC Myalgia/
myalgia

2 29OCT2020 2/2 1 Yes NA/TC R 
(30OCT2020)

N/N

16-55/
C459100
1 1095 
10951267

3^ GENRL Chills/
chills

2 28OCT2020 2/2 1 Yes NA/TC R 
(29OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever

2 28OCT2020 2/2 1 Yes NA/TC R 
(29OCT2020)

N/N

MUSC Myalgia/
myalgias

2 28OCT2020 2/2 1 Yes NA/TC R 
(29OCT2020)

N/N

NERV Headache/
mild headache

2 28OCT2020 2/2 1 Yes NA/TC R 
(29OCT2020)

N/N

16-55/
C459100
1 1096 
10961027

3^ GENRL Fatigue/
Fatigue

2 10SEP2020 7/1 2 Yes NA R 
(10SEP2020)

N/N

MUSC Arthralgia/
Joint pain

2 10SEP2020 7/1 1 Yes NA R 
(10SEP2020)

N/N

Myalgia/
Generalized muscle pain

2 10SEP2020 7/1 1 Yes NA R 
(10SEP2020)

N/N

NERV Headache/
Headache

2 10SEP2020 7/1 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1096 
10961031

3^ INJ&P Exposure during pregnancy/
EXPOSURE DURING 

PREGNANCY

1 14AUG2020 1/40 No O P R 
(22SEP2020)

N/N

RESP Nasal congestion/
Nasal congestion

1 05OCT2020 53/C 1 No O NA N N/N

Oropharyngeal pain/
Sore throat

1 05OCT2020 53/3 1 No O NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1096 
10961042

3^ GENRL Pyrexia/
Fever

2 12SEP2020 2/2 1 Yes NA/TC R 
(13SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1096 
10961059

3^ GASTR Diarrhoea/
DIARRHEA

1 25AUG2020 7/4 2 Yes NA/TC R 
(28AUG2020)

N/N

16-55/
C459100
1 1096 
10961062

3^ METAB Hypokalaemia/
HYPOKALEMIA

2 SEP2020 1/ 3 No O NA/TC R Y/N

VASC Hypertension/
worsening of hypertension

2 14SEP2020 6/C 1 No O NA/TC N N/N

NERV Diplegia/
Bilateral Lower extremity 

paralysis

2 04OCT2020 26/2 3 No O NA R 
(05OCT2020)

Y/N

16-55/
C459100
1 1096 
10961063

3^ MUSC Muscle spasms/
left upper arm Muscle spasms

1 22AUG2020 4/2 1 Yes NA R 
(23AUG2020)

N/N

16-55/
C459100
1 1096 
10961078

3^ RESP Cough/
Cough

1 01SEP2020 13/4 1 No O NA R 
(04SEP2020)

N/N

16-55/
C459100
1 1096 
10961088

3^ GASTR Dyspepsia/
Indigestion

2 12SEP2020 2/3 2 Yes NA/TC R 
(14SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

MUSC Arthralgia/
Joint pain in both elbows and 

knees

2 12SEP2020 2/2 2 Yes NA R 
(13SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1096 
10961090

3^ INJ&P Limb injury/
Right arm injury

2 19SEP2020 9/1 2 No O NA/TC R 
(19SEP2020)

N/N

Road traffic accident/
motor vehicle accident

2 19SEP2020 9/1 2 No O NA/TC R 
(19SEP2020)

N/N

MUSC Pain in extremity/
Right arm pain

2 19SEP2020 9/C 2 No O NA N N/N

16-55/
C459100
1 1096 
10961097

3^ NERV Headache/
Intermittent headaches

2 13SEP2020 2/3 1 Yes NA/TC R 
(15SEP2020)

N/N

UNC GENERALIZED RASH ON 
BODY@@/

generalized rash on body

2 13SEP2020 2/6 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1096 
10961098

3^ PSYCH Insomnia/
Insomnia

2 06OCT2020 25/C 2 No O NA/TC N N/N

16-55/
C459100
1 1096 
10961115

3^ RESP Oropharyngeal pain/
Sore throat

1 12SEP2020 20/8 1 No O NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1096 
10961130

3^ NERV Tension headache/
stress headaches

1 26AUG2020 2/23 1 No O NA/TC R 
(17SEP2020)

N/N

16-55/
C459100

3^ INJ&P Concussion/
concussion

1 13SEP2020 19/5 2 No O NA/TC R 
(17SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1096 
10961137

16-55/
C459100
1 1096 
10961138

3^ METAB Vitamin D deficiency/
VITAMIN D DEFICIENCY

2 06OCT2020 21/C 1 No O NA/TC N N/N

PSYCH Anxiety/
worsening of anxiety

2 06OCT2020 21/C 1 No O NA/TC N N/N

16-55/
C459100
1 1096 
10961141

3^ GENRL Fatigue/
Fatigue

1 27AUG2020 2/4 1 Yes NA R 
(30AUG2020)

N/N

16-55/
C459100
1 1096 
10961150

3^ INFEC Ear infection/
Right ear infection

1 13SEP2020 18/5 1 No O NA/TC R 
(17SEP2020)

N/N

16-55/
C459100
1 1096 
10961169

3^ GASTR Flatulence/
gassiness

1 28AUG2020 1/2 1 Yes NA R 
(29AUG2020)

N/N

GENRL Chills/
chills

1 28AUG2020 1/2 1 Yes NA R 
(29AUG2020)

N/N

Fatigue/
fatigue

1 28AUG2020 1/2 1 Yes NA R 
(29AUG2020)

N/N

Injection site pain/
injection site tenderness

1 28AUG2020 1/2 1 Yes NA R 
(29AUG2020)

N/N

Pyrexia/
fever

1 28AUG2020 1/2 1 Yes NA R 
(29AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
headache

1 28AUG2020 1/2 1 Yes NA R 
(29AUG2020)

N/N

16-55/
C459100
1 1096 
10961186

3^ GENRL Injection site pain/
injection site soreness*

29AUG2020 1/3 2 Yes NA R 
(31AUG2020)

N/N

16-55/
C459100
1 1096 
10961206

3^ NERV Headache/
Intermittent Headaches

1 02SEP2020 2/38 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1096 
10961207

3^ INJ&P Epicondylitis/
lateral epicondylitis of the left 

elbow

1 09SEP2020 9/C 1 No O NA N N/N

SKIN Dermatitis contact/
Contact dermatitis on left arm

1 19SEP2020 19/17 1 No O NA/TC R 
(05OCT2020)

N/N

16-55/
C459100
1 1096 
10961208

3^ SKIN Hyperhidrosis/
Sweating

1 02SEP2020 2/1 1 Yes NA R 
(02SEP2020)

N/N

16-55/
C459100
1 1096 
10961209

3^ RESP Nasal congestion/
Nasal congestion

1 16SEP2020 16/5 1 No O NA R 
(20SEP2020)

N/N

Oropharyngeal pain/
Sore throat

1 16SEP2020 16/3 1 No O NA R 
(18SEP2020)

N/N

GENRL Injection site pain/
Injection site soreness

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1096 
10961213

3^ GENRL Fatigue/
Fatigue

1 02SEP2020 1/3 2 Yes NA R 
(04SEP2020)

N/N

Injection site pain/
Injection site soreness

1 02SEP2020 1/3 2 Yes NA R 
(04SEP2020)

N/N

MUSC Myalgia/
Generalized muscle pain

1 02SEP2020 1/3 2 Yes NA/TC R 
(04SEP2020)

N/N

GENRL Injection site pain/
Injection site soreness

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

Pyrexia/
Fever

2 24SEP2020 1/2 2 Yes NA/TC R 
(25SEP2020)

N/N

MUSC Myalgia/
Generalized muscle pain

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1096 
10961215

3^ GASTR Nausea/
Nausea

1 07SEP2020 6/9 1 No CND NA/TC R 
(15SEP2020)

N/N

16-55/
C459100
1 1096 
10961219

3^ GENRL Chills/
CHILLS

1 03SEP2020 2/1 1 Yes NA/TC R 
(03SEP2020)

N/N

Pain/
BODY ACHES

1 03SEP2020 2/2 1 Yes NA/TC R 
(04SEP2020)

N/N

Pyrexia/
FEVER

1 03SEP2020 2/1 1 Yes NA/TC R 
(03SEP2020)

N/N

GENRL Injection site pain/
INJECTION SITE SORENESS

1 04SEP2020 3/3 1 Yes NA/TC R 
(06SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1096 
10961226

3^ GENRL Injection site pain/
Injection site soreness*

03SEP2020 1/4 1 Yes NA R 
(06SEP2020)

N/N

GENRL Injection site pain/
Injection site soreness

2 22SEP2020 1/4 1 Yes NA R 
(25SEP2020)

N/N

GENRL Chills/
Chills

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

Pyrexia/
Fever

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1096 
10961236

3^ GENRL Chills/
Chills

2 26SEP2020 1/2 1 Yes NA R 
(27SEP2020)

N/N

Pyrexia/
Fever (102F max)

2 26SEP2020 1/2 2 Yes NA R 
(27SEP2020)

N/N

MUSC Myalgia/
Generalized muscle aches

2 26SEP2020 1/2 1 Yes NA R 
(27SEP2020)

N/N

NERV Headache/
Headache

2 27SEP2020 2/2 1 Yes NA R 
(28SEP2020)

N/N

16-55/
C459100
1 1096 
10961240

3^ NERV Presyncope/
presyncope

1 04SEP2020 1/1 1 Yes NA R 
(04SEP2020)

N/Y

GASTR Nausea/
Nausea

2 30SEP2020 8/3 1 No O NA R 
(02OCT2020)

N/N

Vomiting/
Vomiting

2 30SEP2020 8/3 1 No O NA R 
(02OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

2 30SEP2020 8/3 1 No O NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1096 
10961244

3^ INFEC Conjunctivitis/
left eye conjunctivitis

2 17OCT2020 25/8 1 No O NA/TC R 
(24OCT2020)

N/N

16-55/
C459100
1 1096 
10961255

3^ GENRL Injection site pain/
Injection site pain

1 23SEP2020 20/2 1 Yes NA R 
(24SEP2020)

N/N

PSYCH Anxiety/
Worsening of anxiety

2 08OCT2020 16/C 1 No O NA/TC N N/N

16-55/
C459100
1 1096 
10961256

3^ NERV Dizziness/
Lightheaded*

04SEP2020 1/1 1 No O NA R 
(04SEP2020)

N/N

16-55/
C459100
1 1096 
10961262

3^ GENRL Injection site erythema/
Injection site redness on left arm 

(3 units on sponsor's caliper)

1 05SEP2020 1/1 1 Yes NA R 
(05SEP2020)

N/Y

GENRL Fatigue/
Fatigue

1 06SEP2020 2/1 1 Yes NA R 
(06SEP2020)

N/N

Injection site pain/
Injection site pain

1 06SEP2020 2/1 1 Yes NA R 
(06SEP2020)

N/N

MUSC Myalgia/
Generalized muscle aches

1 06SEP2020 2/1 1 Yes NA R 
(06SEP2020)

N/N

16-55/
C459100

3^ INJ&P Road traffic accident/
motor vehicle accident

2 24OCT2020 30/1 1 No O NA R 
(24OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1096 
10961264

GENRL Pain/
generalized body aches

2 26OCT2020 32/C 1 No O NA/TC N N/N

16-55/
C459100
1 1096 
10961265

3^ GENRL Injection site erythema/
injection site redness left upper 

arm

2 24SEP2020 1/4 1 Yes NA R 
(27SEP2020)

N/N

Injection site pain/
Injection site pain left upper arm

2 24SEP2020 1/5 2 Yes NA R 
(28SEP2020)

N/N

MUSC Myalgia/
General muscle aches

2 24SEP2020 1/2 2 Yes NA R 
(25SEP2020)

N/N

NERV Headache/
Headache

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1096 
10961267

3^ GENRL Injection site pain/
Injection site soreness (left arm)

1 06SEP2020 2/2 1 Yes NA R 
(07SEP2020)

N/N

16-55/
C459100
1 1096 
10961271

3^ GASTR Nausea/
NAUSEA

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

GENRL Chills/
CHILLS

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

Pain/
BODY ACHE

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

VASC Hot flush/
INTERMITTENT HOT 

FLAHES

2 25SEP2020 2/C 1 No O NA N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1096 
10961275

3^ GENRL Injection site pain/
Injection site soreness

1 05SEP2020 1/3 1 Yes NA R 
(07SEP2020)

N/N

16-55/
C459100
1 1096 
10961277

3^ GENRL Injection site pain/
Injection site pain

1 05SEP2020 1/3 1 Yes NA R 
(07SEP2020)

N/N

16-55/
C459100
1 1096 
10961278

3^ BLOOD Lymphadenopathy/
Right swollen lymph node under 

jaw

1 13SEP2020 9/4 1 No O NA R 
(16SEP2020)

N/N

INFEC Sialoadenitis/
Sialadenitis

1 13SEP2020 9/4 1 No O NA R
(16SEP2020)

N/N

RESP Oropharyngeal pain/
Sore throat

1 13SEP2020 9/2 1 No O NA/TC R 
(14SEP2020)

N/N

MUSC Myalgia/
Generalized muscle aches due to 

exercise

1 22SEP2020 18/C 1 No O NA N N/N

16-55/
C459100
1 1096 
10961280

3^ GENRL Chills/
Chills

1 06SEP2020 2/1 1 Yes NA R 
(06SEP2020)

N/N

Injection site pain/
Injection site soreness

1 06SEP2020 2/1 1 Yes NA R 
(06SEP2020)

N/N

16-55/
C459100
1 1096 
10961299

3^ GENRL Injection site swelling/
Injection site swelling

1 08SEP2020 1/3 1 Yes NA R 
(10SEP2020)

N/Y
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1096 
10961301

3^ INFEC Tooth infection/
tooth infection

1 15SEP2020 8/C 1 No O NA/TC N N/N

16-55/
C459100
1 1096 
10961307

3^ GENRL Fatigue/
fatigue

2 07OCT2020 6/C 1 No O NA N N/N

16-55/
C459100
1 1096 
10961348

3^ GENRL Injection site pain/
Injection site soreness

1 17SEP2020 2/2 2 Yes NA/TC R 
(18SEP2020)

N/N

MUSC Myalgia/
Generalized muscle aches

1 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1096 
10961350

3^ INFEC Sinusitis/
sinus infection

1 01OCT2020 15/3 1 No O NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1096 
10961362

3^ INJ&P Meniscus injury/
left meniscus tear

1 19SEP2020 3/C 2 No O NA N N/N

16-55/
C459100
1 1096 
10961375

3^ GENRL Injection site pain/
Site injection pain

1 08OCT2020 2/2 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1096 
10961376

3^ GENRL Injection site pain/
Injection site soreness

1 07OCT2020 1/2 2 Yes NA/TC R 
(08OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pruritus/
Injection site pruritus

1 07OCT2020 1/2 1 Yes NA R 
(08OCT2020)

N/N

Injection site swelling/
Injection site swelling

1 07OCT2020 1/2 1 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1096 
10961378

3^ GENRL Injection site pain/
Injection site soreness

1 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

GENRL Fatigue/
Fatigue

1 09OCT2020 2/1 1 Yes NA R 
(09OCT2020)

N/N

GENRL Fatigue/
FATIGUE

2 30OCT2020 1/3 2 Yes NA R 
(01NOV2020)

N/N

Injection site pain/
INJECTION SITE PAIN IN 

LEFT ARM

2 30OCT2020 1/C 2 Yes NA N N/N

GENRL Pyrexia/
FEVER

2 31OCT2020 2/2 1 Yes NA R 
(01NOV2020)

N/N

MUSC Myalgia/
GENERALIZED MUSCLE 

ACHES

2 31OCT2020 2/2 1 Yes NA R 
(01NOV2020)

N/N

GASTR Diarrhoea/
DIARRHEA

2 01NOV2020 3/C 1 Yes NA N N/N

16-55/
C459100
1 1096 
10961382

3^ GENRL Injection site pain/
Injection site soreness

1 09OCT2020 1/1 1 Yes NA R 
(09OCT2020)

N/Y

16-55/
C459100

3^ GENRL Chills/
CHILLS

1 09OCT2020 1/2 1 Yes NA R 
(10OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1096 
10961385

Fatigue/
FATIGUE

1 09OCT2020 1/3 1 Yes NA R 
(11OCT2020)

N/N

Injection site pain/
INJECTION SITE PAIN

1 09OCT2020 1/3 1 Yes NA R 
(11OCT2020)

N/N

Pain/
BODY ACHES

1 09OCT2020 1/3 1 Yes NA R 
(11OCT2020)

N/N

Pyrexia/
FEVER

1 09OCT2020 1/2 1 Yes NA/TC R 
(10OCT2020)

N/N

GENRL Fatigue/
FATIGUE

2 31OCT2020 2/C 2 Yes NA N N/N

Pyrexia/
FEVER

2 31OCT2020 2/C 1 Yes NA N N/N

16-55/
C459100
1 1098 
10981025

3^ RESP Dry throat/
Dry Throat

1 29AUG2020 9/1 1 No O NA R 
(29AUG2020)

N/N

16-55/
C459100
1 1098 
10981054

3^ GASTR Diarrhoea/
Diarrhea

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1098 
10981101

3^ GENRL Pyrexia/
Fever

2 30SEP2020 2/2 1 Yes NA/TC R 
(01OCT2020)

N/N

16-55/
C459100

3^ GENRL Chills/
Chills

1 11SEP2020 2/1 1 Yes NA R 
(11SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1098 
10981137

GENRL Asthenia/
Weakness

1 12SEP2020 3/1 1 Yes NA/TC R 
(12SEP2020)

N/N

16-55/
C459100
1 1098 
10981140

3^ GENRL Pain/
Bodyache

2 01OCT2020 2/1 1 Yes NA/TC R 
(01OCT2020)

N/N

16-55/
C459100
1 1098 
10981141

3^ GENRL Pain/
Bodyache

2 01OCT2020 2/1 1 Yes NA/TC R 
(01OCT2020)

N/N

16-55/
C459100
1 1098 
10981152

3^ GENRL Chills/
Chills

2 02OCT2020 2/1 1 Yes NA/TC R 
(02OCT2020)

N/N

Pain/
Bodyache

2 02OCT2020 2/1 1 Yes NA/TC R 
(02OCT2020)

N/N

Pyrexia/
Fever

2 02OCT2020 2/1 1 Yes NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 1098 
10981161

3^ MUSC Back pain/
BackPain

1 20SEP2020 7/1 1 No O NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1098 
10981163

3^ GENRL Chills/
Chills

2 06OCT2020 2/1 1 Yes NA R 
(06OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever

2 06OCT2020 2/1 1 Yes NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1098 
10981176

3^ GASTR Nausea/
Nausea

1 30SEP2020 15/1 1 Yes NA/TC R 
(30SEP2020)

N/N

MUSC Myalgia/
Muscle Pain

1 30SEP2020 15/1 1 Yes NA/TC R 
(30SEP2020)

N/N

16-55/
C459100
1 1098 
10981177

3^ INV Body temperature increased/
Elevated Temperature

1 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1098 
10981180

3^ GENRL Chills/
Chills

1 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1098 
10981183

3^ GENRL Pyrexia/
Fever

1 16SEP2020 1/4 1 Yes NA/TC R 
(19SEP2020)

N/N

16-55/
C459100
1 1098 
10981188

3^ GENRL Pyrexia/
Fever

1 24SEP2020 1/4 1 Yes NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1098 
10981207

3^ GENRL Injection site pain/
Left injection site pain

1 23SEP2020 2/3 1 Yes NA/TC R 
(25SEP2020)

N/N

Pyrexia/
Fever

1 23SEP2020 2/1 1 Yes NA/TC R 
(23SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
Chills

2 13OCT2020 2/1 1 Yes NA/TC R 
(13OCT2020)

N/N

Injection site pain/
Left arm injection site pain

2 13OCT2020 2/1 1 Yes NA/TC R 
(13OCT2020)

N/N

INV Body temperature increased/
Elevated Temperature

2 13OCT2020 2/1 1 Yes NA/TC R 
(13OCT2020)

N/N

GENRL Pyrexia/
Fever

2 14OCT2020 3/1 2 Yes NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 1098 
10981217

3^ GENRL Pyrexia/
Fever

1 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

GENRL Pain/
Bodyache

2 15OCT2020 2/1 1 Yes NA/TC R 
(15OCT2020)

N/N

Pyrexia/
Fever

2 15OCT2020 2/1 1 Yes NA/TC R 
(15OCT2020)

N/N

16-55/
C459100
1 1098 
10981229

3^ GENRL Chills/
Chills

1 26SEP2020 2/2 1 Yes NA/TC R 
(27SEP2020)

N/N

Injection site pain/
Injection site Pain

1 26SEP2020 2/2 1 Yes NA/TC R 
(27SEP2020)

N/N

Pain/
Bodyaches

1 26SEP2020 2/2 1 Yes NA/TC R 
(27SEP2020)

N/N

Pyrexia/
Fever

1 26SEP2020 2/2 1 Yes NA/TC R 
(27SEP2020)

N/N

16-55/
C459100

3^ GENRL Chills/
Chills

1 03OCT2020 2/4 1 Yes NA/TC R 
(06OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1098 
10981243

Pyrexia/
Fever

1 03OCT2020 2/4 1 Yes NA/TC R 
(06OCT2020)

N/N

MUSC Myalgia/
Muscle Ache

1 03OCT2020 2/4 1 Yes NA/TC R 
(06OCT2020)

N/N

16-55/
C459100
1 1101 
11011004

3^ GENRL Injection site erythema/
injection site redness

1 02SEP2020 2/2 2 Yes NA R 
(03SEP2020)

N/N

Injection site pain/
arm soreness in injection arm

1 02SEP2020 2/2 2 Yes NA R 
(03SEP2020)

N/N

Injection site pain/
pain at the injection site

1 02SEP2020 2/2 1 Yes NA R 
(03SEP2020)

N/N

Pyrexia/
fever

1 02SEP2020 2/2 1 Yes NA R 
(03SEP2020)

N/N

NERV Headache/
headache

1 02SEP2020 2/2 2 Yes NA/TC R 
(03SEP2020)

N/N

GASTR Nausea/
nausea

2 22SEP2020 2/1 1 Yes NA/TC R 
(22SEP2020)

N/N

GENRL Injection site pain/
pain at injection site

2 22SEP2020 2/1 1 Yes NA/TC R 
(22SEP2020)

N/N

Pyrexia/
fever

2 22SEP2020 2/1 1 Yes NA/TC R 
(22SEP2020)

N/N

MUSC Myalgia/
muscle aches

2 22SEP2020 2/1 1 Yes NA/TC R 
(22SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
pain at injection site

1 03SEP2020 1/2 2 Yes NA R 
(04SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1101 
11011012

GENRL Injection site pain/
pain at injection site

2 24SEP2020 1/2 2 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1101 
11011013

3^ GENRL Injection site warmth/
injection site warmth

1 03SEP2020 1/2 1 Yes NA R 
(04SEP2020)

N/N

NERV Headache/
headache

1 04SEP2020 2/1 1 Yes NA/TC R 
(04SEP2020)

N/N

16-55/
C459100
1 1101 
11011030

3^ GENRL Pyrexia/
fever

1 11SEP2020 2/2 1 Yes NA/TC R 
(12SEP2020)

N/N

RESP Cough/
cough

1 11SEP2020 2/2 1 Yes NA/TC R 
(12SEP2020)

N/N

Upper respiratory tract 
congestion/

head congestion

1 11SEP2020 2/2 1 Yes NA/TC R 
(12SEP2020)

N/N

16-55/
C459100
1 1101 
11011033

3^ GENRL Chills/
chills

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

Injection site pain/
injection site pain

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

Pyrexia/
fever

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100

3^ GENRL Chills/
chills

1 11SEP2020 2/1 1 Yes NA R 
(11SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1101 
11011034

Injection site pain/
pain at injection site

1 11SEP2020 2/1 1 Yes NA R 
(11SEP2020)

N/N

METAB Decreased appetite/
decreased appetite

1 11SEP2020 2/1 1 Yes NA R 
(11SEP2020)

N/N

NERV Headache/
headache

1 11SEP2020 2/1 1 Yes NA R 
(11SEP2020)

N/N

GASTR Nausea/
nausea

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

GENRL Chills/
chills

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

Fatigue/
fatigue

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

NERV Headache/
headache

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1101 
11011039

3^ GENRL Injection site pain/
injection site pain

1 11SEP2020 2/2 2 Yes NA R 
(12SEP2020)

N/N

GENRL Injection site pain/
injection site pain

2 02OCT2020 2/1 2 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1101 
11011045

3^ GENRL Injection site pain/
injection site pain

1 12SEP2020 2/3 1 Yes NA R 
(14SEP2020)

N/N

GENRL Injection site pain/
injection site pain

2 03OCT2020 2/3 1 Yes NA R 
(05OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1101 
11011048

3^ GENRL Pyrexia/
fever

2 05OCT2020 1/3 2 Yes NA/TC R 
(07OCT2020)

N/N

MUSC Muscle fatigue/
muscle fatigue

2 05OCT2020 1/3 1 Yes NA R 
(07OCT2020)

N/N

RESP Oropharyngeal pain/
sore throat

2 05OCT2020 1/3 1 Yes NA R 
(07OCT2020)

N/N

Sinus congestion/
sinus congestion

2 05OCT2020 1/3 1 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1101 
11011052

3^ GENRL Pyrexia/
fever

1 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1101 
11011056

3^ GENRL Chills/
chills

1 16SEP2020 2/1 1 Yes NA R 
(16SEP2020)

N/N

GENRL Injection site pain/
injection site pain

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1101 
11011059

3^ GASTR Diarrhoea/
diarrhea

1 17SEP2020 3/1 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1101 
11011060

3^ INFEC Gastroenteritis/
GASTROENTERITIS

1 18SEP2020 4/1 1 No O NA R 
(18SEP2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 874

FDA-CBER-2021-5683-0126900



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

REPRO Adenomyosis/
adenomyosis

2 16OCT2020 11/C 2 No O NA N N/N

16-55/
C459100
1 1101 
11011061

3^ GASTR Nausea/
nausea

1 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

GENRL Fatigue/
fatigue

1 16SEP2020 2/1 1 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1101 
11011062

3^ EYE Eye pain/
bilateral eye soreness

2 08OCT2020 2/3 1 Yes NA R 
(10OCT2020)

N/N

GENRL Injection site pain/
injection site pain

2 08OCT2020 2/8 1 Yes NA R 
(15OCT2020)

N/N

MUSC Myalgia/
muscle aches

2 08OCT2020 2/3 2 Yes NA/TC R 
(10OCT2020)

N/N

NERV Headache/
headache

2 08OCT2020 2/3 2 Yes NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1101 
11011067

3^ GASTR Diarrhoea/
diarrhea

2 14OCT2020 8/1 1 No O NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1101 
11011069

3^ INJ&P Road traffic accident/
motor vehicle accident/subject 

was the driver

2 19OCT2020 11/1 2 No O NA R 
(19OCT2020)

N/N

MUSC Myalgia/
muscle pain post-traumatic

2 19OCT2020 11/7 2 No O NA/TC R 
(25OCT2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 875

FDA-CBER-2021-5683-0126901



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1101 
11011070

3^ GENRL Injection site pain/
injection site pain

1 17SEP2020 2/3 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1101 
11011072

3^ GENRL Injection site pain/
injection site pain

1 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1101 
11011079

3^ GENRL Injection site erythema/
injection site redness

1 18SEP2020 1/4 1 Yes NA R 
(21SEP2020)

N/N

16-55/
C459100
1 1107 
11071003

2^ GASTR Tongue discomfort/
BURNT SENSATION ON 

TONGUE

1 11AUG2020 14/35 1 Yes NA R 
(14SEP2020)

N/N

16-55/
C459100
1 1107 
11071010

2^ INFEC Vulvovaginal mycotic infection/
YEAST INFECTION 

VAGINAL

1 11AUG2020 13/7 1 No O NA/TC R 
(17AUG2020)

N/N

16-55/
C459100
1 1107 
11071015

3^ MUSC Pain in extremity/
LEFT ARM PAIN

1 16AUG2020 14/8 1 Yes NA R 
(23AUG2020)

N/N

GASTR Haematochezia/
POSSIBLE BLOOD 
STREAKED STOOL

2 22SEP2020 28/C 1 No O NA N N/N

16-55/
C459100

3^ MUSC Muscle twitching/
LEFT LOWER LIP TWITCH

1 06AUG2020 1/5 1 Yes NA R 
(10AUG2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 876

FDA-CBER-2021-5683-0126902



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1107 
11071054

16-55/
C459100
1 1107 
11071065

3^ BLOOD Anaemia/
ANEMIA

2 09NOV2020 75/C 3 No O NA/TC/TCN N Y/N

16-55/
C459100
1 1107 
11071112

3^ MUSC Neck pain/
CERVICALGIA

1 29AUG2020 17/32 1 No O NA/TC R 
(29SEP2020)

N/N

16-55/
C459100
1 1107 
11071123

3^ GENRL Chills/
CHILLLS

2 14SEP2020 1/4 2 Yes NA R 
(17SEP2020)

N/N

Fatigue/
FATIGUE

2 14SEP2020 1/4 2 Yes NA R 
(17SEP2020)

N/N

Pyrexia/
FEVER

2 14SEP2020 1/2 1 Yes NA/TC R 
(15SEP2020)

N/N

MUSC Myalgia/
MUSCLE PAIN

2 14SEP2020 1/4 2 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1107 
11071129

3^ GASTR Nausea/
NAUSEA

1 19AUG2020 2/1 1 Yes NA R 
(19AUG2020)

N/N

RESP Dyspnoea/
SHORTNESS OF BREATH

1 19AUG2020 2/1 1 Yes NA R 
(19AUG2020)

N/N

16-55/
C459100

3^ INFEC Vulvovaginal mycotic infection/
VAGINAL YEAST 

INFECTION

1 31AUG2020 14/23 1 No O NA/TC R 
(22SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1107 
11071134

16-55/
C459100
1 1107 
11071146

3^ GENRL Injection site pain/
LEFT ARM INJECTION SITE 

PAIN

1 20AUG2020 1/2 1 Yes NA R 
(21AUG2020)

N/N

16-55/
C459100
1 1107 
11071156

3^ GENRL Injection site pain/
PAIN AT THE INJECTION 

SITE LEFT ARM

1 20AUG2020 1/3 1 Yes NA/TC R 
(22AUG2020)

N/N

GENRL Fatigue/
FATIGUE

2 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N

Injection site pain/
PAIN AT THE INJECTION 

SITE (LEFT ARM)

2 10SEP2020 1/3 1 Yes NA/TC R 
(12SEP2020)

N/N

NERV Headache/
HEADACHE

2 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1107 
11071171

3^ REPRO Prostatitis/
ACUTE PROSTATITIS

1 11SEP2020 18/C 1 No O NA/TC N N/N

16-55/
C459100
1 1107 
11071193

3^ RESP Nasal congestion/
NASAL CONGESTION

1 15SEP2020 14/11 1 No O NA/TC R 
(25SEP2020)

N/N

16-55/
C459100
1 1107 
11071195

3^ INJ&P Muscle rupture/
PARTIAL TEAR-LEFT CALF 

MUSCLE

1 16SEP2020 14/38 1 No O NA/TC R 
(23OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1107 
11071200

3^ GENRL Chills/
CHILLS

1 03SEP2020 1/2 1 Yes NA R 
(04SEP2020)

N/N

Injection site pain/
LEFT ARM PAIN (INJECTION 

PAIN)

1 03SEP2020 1/2 1 Yes NA R 
(04SEP2020)

N/N

NERV Headache/
HEADACHE

1 03SEP2020 1/2 1 Yes NA R 
(04SEP2020)

N/N

16-55/
C459100
1 1107 
11071204

3^ GENRL Chills/
CHILLS

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

Injection site pain/
PAIN AT THE INJECTION 

SITE (LEFT ARM)

1 08SEP2020 1/3 2 Yes NA R 
(10SEP2020)

N/N

NERV Headache/
HEADACHE

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

GENRL Chills/
CHILLS

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

Injection site pain/
PAIN AT THE INJECTION 

SITE (LEFT ARM)

2 30SEP2020 1/4 2 Yes NA R 
(03OCT2020)

N/N

NERV Headache/
HEADACHE

2 01OCT2020 2/1 1 Yes NA/TC R 
(01OCT2020)

N/N

16-55/
C459100
1 1109 
11091002

2^ GENRL Injection site pain/
Injection site tenderness

1 29JUL2020 1/1 1 Yes NA R 
(29JUL2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1109 
11091010

2^ GENRL Injection site pain/
injection site tenderness

1 29JUL2020 1/3 2 Yes NA/TC R 
(31JUL2020)

N/N

16-55/
C459100
1 1109 
11091016

2^ INJ&P Contusion/
contusion of right hip

1 13AUG2020 15/C 1 No O NA N N/N

Contusion/
contusion to pelvis

1 13AUG2020 15/C 1 No O NA N N/N

Fall/
FALL FROM STEP

1 13AUG2020 15/1 1 No O NA RS 
(13AUG2020)

N/N

16-55/
C459100
1 1109 
11091030

2^ GENRL Injection site erythema/
Injection Site Redness

1 30JUL2020 1/2 1 Yes NA R 
(31JUL2020)

N/N

16-55/
C459100
1 1109 
11091080

3^ GENRL Chills/
CHILLS

1 02AUG2020 2/1 1 Yes NA R 
(02AUG2020)

N/N

16-55/
C459100
1 1109 
11091159

3^ MUSC Myalgia/
LEFT ARM MYALGIA

1 04AUG2020 1/5 1 Yes NA R 
(08AUG2020)

N/N

16-55/
C459100
1 1109 
11091204

3^ INFEC Appendicitis/
ACUTE APPENDICITIS

1 17AUG2020 7/17 4 No O NA/TC R 
(02SEP2020)

Y/N

Peritoneal abscess/
Peritoneal Abscess

1 17AUG2020 7/17 4 No O NA/TC R 
(02SEP2020)

Y/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1109 
11091258

3^ SKIN Dermatitis contact/
allergic contact dermatitis on all 

extremities and trunk

1 25AUG2020 10/16 2 No O NA/TC R 
(09SEP2020)

N/N

16-55/
C459100
1 1109 
11091320

3^ INV Body temperature increased/
ELEVATED TEMPERATURE 

102.0

1 24AUG2020 2/2 1 Yes NA R 
(25AUG2020)

N/N

16-55/
C459100
1 1109 
11091331

3^ GENRL Injection site pain/
INJECTION SITE PAIN LEFT 

ARM*

26AUG2020 1/3 2 Yes NA R 
(28AUG2020)

N/N

16-55/
C459100
1 1109 
11091343

3^ NERV Headache/
HEADACHE

1 29AUG2020 2/2 1 Yes NA/TC/TCN R 
(30AUG2020)

N/N

16-55/
C459100
1 1109 
11091397

3^ EYE Dry eye/
DRY EYES

1 09SEP2020 8/8 1 Yes NA R 
(16SEP2020)

N/N

EYE Dry eye/
DRY EYES

1 20SEP2020 19/18 1 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1109 
11091444

3^ GASTR Diverticulum intestinal 
haemorrhagic/

BLOOD IN STOOL 
DIVERTICULOSIS

2 10OCT2020 12/11 2 No O NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1109 
11091448

3^ NERV Hemiplegic migraine/
Hemiplegic Migraine

2 20OCT2020 23/C 4 No O NA/TC RG Y/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1109 
11091466

3^ MUSC Muscle spasms/
muscle spasm upper right 

abdomen

2 19OCT2020 20/6 3 No O NA R 
(24OCT2020)

N/N

16-55/
C459100
1 1109 
11091473

3^ GENRL Pyrexia/
FEVER 101F

2 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1109 
11091488

3^ EAR Ear pain/
Earache(bilateral)

1 18SEP2020 9/11 1 No O NA/TC R 
(28SEP2020)

N/N

16-55/
C459100
1 1109 
11091557

3^ GENRL Injection site pain/
Injection Site Pain

2 26OCT2020 3/1 1 Yes NA R 
(26OCT2020)

N/N

16-55/
C459100
1 1110 
11101002

3^ MUSC Neck pain/
neck pain

1 06AUG2020 7/8 1 No O NA R 
(13AUG2020)

N/N

16-55/
C459100
1 1110 
11101013

3^ GENRL Fatigue/
fatigue

1 07AUG2020 7/4 1 Yes NA R 
(10AUG2020)

N/N

16-55/
C459100
1 1110 
11101020

3^ NERV Headache/
Headache

1 07AUG2020 5/3 1 Yes NA/TC R 
(09AUG2020)

N/N

16-55/
C459100

3^ GASTR Diarrhoea/
diarrhea

1 25AUG2020 23/1 1 No O NA R 
(25AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1110 
11101021

16-55/
C459100
1 1110 
11101027

3^ GENRL Fatigue/
FATIGUE

1 03AUG2020 1/10 2 Yes NA R 
(12AUG2020)

N/N

GASTR Diarrhoea/
DIARRHEA

1 04AUG2020 2/9 2 Yes NA R 
(12AUG2020)

N/N

NERV Headache/
HEADACHE

1 04AUG2020 2/9 2 Yes NA/TCN R 
(12AUG2020)

N/N

16-55/
C459100
1 1110 
11101045

3^ GENRL Injection site pain/
PAIN AT SITE INJECTION

1 12AUG2020 7/4 1 No O NA R 
(15AUG2020)

N/N

16-55/
C459100
1 1110 
11101050

3^ UNC HYPERTENSION@@/
Hypertension

2 12NOV2020 78/C 2 No O NA/TC N N/N

16-55/
C459100
1 1110 
11101059

3^ METAB Hypertriglyceridaemia/
HYPERTRIGLYCERIDEMIA

1 12AUG2020 6/C 1 No O NA N N/N

16-55/
C459100
1 1110 
11101064

3^ RESP Rhinorrhoea/
runny nose

1 19AUG2020 10/8 1 No O NA R 
(26AUG2020)

N/N

16-55/
C459100

3^ GASTR Toothache/
toothache

2 28SEP2020 28/23 1 No O NA/TC R 
(20OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1110 
11101078

16-55/
C459100
1 1110 
11101082

3^ INJ&P Joint injury/
right knee injury

2 29SEP2020 29/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1110 
11101091

3^ SKIN Rash maculo-papular/
Maculopapular rash to abdomen, 

chest, back and upper arms

1 30AUG2020 18/3 1 No O NA/TC R 
(01SEP2020)

N/N

RESP Rhinorrhoea/
Runny nose

2 08OCT2020 37/1 1 No O NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1110 
11101117

3^ MUSC Bursitis/
Bursitis of Left Foot

2 30SEP2020 22/C 2 No O NA/TC RG N/N

Plantar fasciitis/
Left Plantar Fasciitis

2 30SEP2020 22/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1110 
11101151

3^ MUSC Myalgia/
mild muscle pain

1 08SEP2020 12/9 1 Yes NA/TC R 
(16SEP2020)

N/N

NERV Headache/
Headache

2 19SEP2020 2/8 2 Yes NA/TC R 
(26SEP2020)

N/N

EYE Vitreous floaters/
Right eye visual floaters

2 14OCT2020 27/10 2 No O NA R 
(23OCT2020)

N/N

NERV Headache/
Headache

2 14OCT2020 27/13 1 No O NA/TC R 
(26OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1110 
11101167

3^ GASTR Dental caries/
dental cavity

1 04SEP2020 7/1 2 No O NA/TC R 
(04SEP2020)

N/N

16-55/
C459100
1 1110 
11101189

3^ RESP Oropharyngeal pain/
sore throat

1 15SEP2020 5/2 1 No O NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1110 
11101220

3^ BLOOD Lymphadenopathy/
Bilateral axillary adenopathy

2 25SEP2020 2/3 1 Yes NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1110 
11101236

3^ SKIN Rash/
rash to legs

2 08OCT2020 7/C 1 No O NA N N/N

MUSC Back pain/
back pain

2 31OCT2020 30/9 1 No O NA/TC R 
(08NOV2020)

N/N

UNC BILATERAL EYE 
ITCHINESS@@/

Bilateral Eye Itchiness

2 14NOV2020 44/C 1 No O NA N N/N

BILATERAL EYE 
REDNESS@@/

Bilateral Eye redness

2 14NOV2020 44/C 1 No O NA N N/N

FATIGUE@@/
Fatigue

2 14NOV2020 44/C 1 No O NA N N/N

THROAT ITCHINESS@@/
Throat Itchiness

2 14NOV2020 44/C 1 No O NA N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1110 
11101237

3^ GENRL Injection site pain/
MILD INJECTION PAIN

1 14SEP2020 1/3 1 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1110 
11101246

3^ GENRL Injection site pain/
Pain at injection site left deltoid

1 15SEP2020 1/2 2 Yes NA/TC R 
(16SEP2020)

N/N

Malaise/
malaise

1 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1110 
11101269

3^ GENRL Chills/
chills

1 17SEP2020 1/3 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1110 
11101282

3^ BLOOD Iron deficiency anaemia/
iron deficiency anemia

1 02OCT2020 12/C 1 No O NA/TC N N/N

16-55/
C459100
1 1110 
11101294

3^ GASTR Dental caries/
Toothache (Dental Cavity)

1 01OCT2020 9/1 2 No O NA/TC R 
(01OCT2020)

N/N

16-55/
C459100
1 1110 
11101313

3^ GENRL Injection site pain/
Pain at site injection

1 29SEP2020 2/3 1 Yes NA R 
(01OCT2020)

N/N

NERV Headache/
headache

1 01OCT2020 4/2 2 No O NA/TC R 
(02OCT2020)

N/N

16-55/
C459100

3^ BLOOD Lymphadenopathy/
Lymphadenopathy to left neck

2 21OCT2020 2/C 1 Yes NA RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1110 
11101321

BLOOD Neutropenia/
Neutropenia

2 26OCT2020 7/C 3 Yes NA N N/N

16-55/
C459100
1 1110 
11101323

3^ METAB Hypercholesterolaemia/
hypercholesterolemia

2 30OCT2020 11/C 1 No O NA/TC N N/N

16-55/
C459100
1 1110 
11101337

3^ GASTR Irritable bowel syndrome/
Irritable Bowel Syndrome

2 02NOV2020 12/C 2 No O NA/TC N N/N

16-55/
C459100
1 1110 
11101338

3^ GENRL Chills/
chills

2 22OCT2020 1/2 1 Yes NA/TC R 
(23OCT2020)

N/N

16-55/
C459100
1 1110 
11101343

3^ GENRL Chills/
Chills

2 27OCT2020 1/5 2 Yes NA R 
(31OCT2020)

N/N

Pyrexia/
Fever

2 27OCT2020 1/5 2 Yes NA/TC R 
(31OCT2020)

N/N

RESP Cough/
Cough

2 27OCT2020 1/18 1 No O NA R 
(13NOV2020)

N/N

16-55/
C459100
1 1111 
11111099

3^ SKIN Angioedema/
ANGIO-EDEMA BOTH EYES

1 23AUG2020 13/C 1 No O NA/TC RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1111 
11111115

3^ NERV Headache/
headache

2 05SEP2020 2/1 1 Yes NA/TC R 
(05SEP2020)

N/N

16-55/
C459100
1 1111 
11111130

3^ NERV Subarachnoid haemorrhage/
Subarachnoid hemorrhage

1 26AUG2020 9/9 2 No O NA/TC/TCN R 
(03SEP2020)

Y/N

16-55/
C459100
1 1111 
11111169

3^ RESP Dyspnoea/
Air Huunger

1 02SEP2020 1/2 2 No CD NA/TC R 
(03SEP2020)

N/N

16-55/
C459100
1 1111 
11111176

3^ SKIN Rash/
Rash on right side of neck

1 14SEP2020 7/21 2 No CD NA/TC R 
(04OCT2020)

N/N

16-55/
C459100
1 1112 
11121021

3^ PSYCH Anxiety/
Worsening of anxiety

1 20AUG2020 21/35 2 No O NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1112 
11121047

3^ INJ&P Hand fracture/
Broken finger, left middle finger

1 12AUG2020 10/21 3 No O NA/TC R 
(01SEP2020)

N/N

16-55/
C459100
1 1112 
11121071

3^ INFEC Urinary tract infection/
Urinary tract infection

1 10AUG2020 6/13 1 No O NA/TC R 
(22AUG2020)

N/N

16-55/
C459100

3^ INFEC Pharyngitis streptococcal/
Strep Throat

1 24AUG2020 20/12 1 No O NA/TC R 
(04SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1112 
11121078

16-55/
C459100
1 1112 
11121087

3^ VASC Haematoma/
Hematoma

1 12AUG2020 3/12 1 No O NA/TC R 
(23AUG2020)

N/N

16-55/
C459100
1 1112 
11121091

3^ MUSC Pain in extremity/
Leg pain

2 06SEP2020 7/1 1 No O NA/TC R 
(06SEP2020)

N/N

16-55/
C459100
1 1112 
11121101

3^ SKIN Dermatitis contact/
Allergic reaction to poison ivy

1 25AUG2020 16/10 2 No O NA/TC R 
(03SEP2020)

N/N

MUSC Bursitis/
Bursitis, left shoulder

2 22OCT2020 21/19 2 No O NA/TC R 
(09NOV2020)

N/N

16-55/
C459100
1 1112 
11121125

3^ INFEC Tinea infection/
Ringworm

1 19AUG2020 3/31 2 No O NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1112 
11121156

3^ GENRL Injection site paraesthesia/
Paresthesia, injection site, left 

arm

2 14SEP2020 4/2 2 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1112 
11121173

3^ INFEC Urinary tract infection/
Urinary Tract Infection

2 09OCT2020 25/6 3 No O NA/TC R 
(14OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1112 
11121183

3^ GENRL Injection site pain/
Injection site Pain

1 28AUG2020 2/2 1 Yes NA R 
(29AUG2020)

N/N

16-55/
C459100
1 1112 
11121184

3^ GASTR Gastrooesophageal reflux 
disease/

Gastroesophageal reflux disease

2 29SEP2020 15/38 3 No O NA/TC R 
(05NOV2020)

N/N

16-55/
C459100
1 1112 
11121188

3^ INFEC Urinary tract infection/
Urinary tract infection

1 13SEP2020 18/4 1 No O NA/TC R 
(16SEP2020)

N/N

16-55/
C459100
1 1112 
11121190

3^ GENRL Chills/
Chills

2 17SEP2020 2/2 2 Yes NA/TC/TCN R 
(18SEP2020)

N/N

Pyrexia/
Fever

2 17SEP2020 2/2 2 Yes NA/TC R 
(18SEP2020)

N/N

MUSC Myalgia/
Muscle pain

2 17SEP2020 2/2 2 Yes NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1112 
11121191

3^ GENRL Injection site pain/
Injection site pain

1 29AUG2020 2/4 2 Yes NA R 
(01SEP2020)

N/N

MUSC Myalgia/
Muscle aches

1 29AUG2020 2/4 2 Yes NA/TC RS 
(01SEP2020)

N/N

16-55/
C459100
1 1112 
11121193

3^ BLOOD Lymph node pain/
Lymph node pain, under left arm

2 18SEP2020 2/5 3 Yes NA/TC R 
(22SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Lymphadenopathy/
Lymph node swelling (under left 

arm)

2 18SEP2020 2/6 3 Yes NA/TC R 
(23SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 18SEP2020 2/5 3 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1112 
11121194

3^ GENRL Injection site pain/
Injection Site Pain

1 28AUG2020 1/2 1 Yes NA R 
(29AUG2020)

N/N

16-55/
C459100
1 1112 
11121197

3^ GENRL Vaccination site pain/
Injection site pain, post vaccine

1 31AUG2020 1/2 1 Yes NA R 
(01SEP2020)

N/N

16-55/
C459100
1 1112 
11121198

3^ GASTR Diarrhoea/
Diarrhea, post vaccination

1 31AUG2020 1/2 1 Yes NA R 
(01SEP2020)

N/N

GENRL Injection site pain/
Injection site pain, post 

vaccination

1 31AUG2020 1/2 1 Yes NA R 
(01SEP2020)

N/N

MUSC Myalgia/
Muscle aches, post vaccination

1 31AUG2020 1/2 1 Yes NA R 
(01SEP2020)

N/N

16-55/
C459100
1 1112 
11121200

3^ GENRL Fatigue/
Fatigue

1 01SEP2020 2/3 1 Yes NA R 
(03SEP2020)

N/N

Injection site erythema/
Redness at injection site

1 01SEP2020 2/3 1 Yes NA R 
(03SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Injection site pain

1 01SEP2020 2/3 1 Yes NA/TC R 
(03SEP2020)

N/N

NERV Headache/
Headache

1 01SEP2020 2/3 1 Yes NA R 
(03SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 23SEP2020 1/3 1 Yes NA R 
(25SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 23SEP2020 1/3 2 Yes NA/TC R 
(25SEP2020)

N/N

16-55/
C459100
1 1112 
11121204

3^ GENRL Injection site pain/
Injection site soreness, left arm, 

post vaccine

1 01SEP2020 1/3 1 Yes NA R 
(03SEP2020)

N/N

NERV Headache/
Headache

1 02SEP2020 2/1 1 Yes NA/TC R 
(02SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 24SEP2020 2/3 2 Yes NA R 
(26SEP2020)

N/N

GENRL Pain/
Pain, left side neck and upper 

arm

2 30SEP2020 8/13 2 Yes NA/TC R 
(12OCT2020)

N/N

16-55/
C459100
1 1112 
11121208

3^ MUSC Myalgia/
Muscle aches(all over)

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1112 
11121214

3^ GENRL Peripheral swelling/
Arm swelling, left arm

2 28SEP2020 5/3 2 Yes NA/TC R 
(30SEP2020)

N/N

16-55/
C459100

3^ MUSC Myalgia/
Muscle aches, post vaccine

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1112 
11121215

16-55/
C459100
1 1112 
11121216

3^ GENRL Injection site pain/
Injection site pain, post 

vaccination

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

16-55/
C459100
1 1112 
11121226

3^ GENRL Chills/
Chills

2 25SEP2020 1/2 2 Yes NA R 
(26SEP2020)

N/N

MUSC Myalgia/
Muscle Pain

2 25SEP2020 1/2 2 Yes NA/TC R 
(26SEP2020)

N/N

16-55/
C459100
1 1112 
11121237

3^ GENRL Injection site pain/
Injection site pain (post 

vaccination)

1 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1112 
11121242

3^ MUSC Myalgia/
Muscle aches

1 11SEP2020 2/1 1 Yes NA R 
(11SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 02OCT2020 1/1 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1112 
11121249

3^ GENRL Injection site pain/
Injection site pain, post 

vaccination

1 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100

3^ GENRL Fatigue/
Fatigue

1 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1112 
11121254

NERV Headache/
Headache

1 07OCT2020 2/1 1 Yes NA R
(07OCT2020)

N/N

GENRL Fatigue/
Fatigue

2 26OCT2020 1/2 1 Yes NA R 
(27OCT2020)

N/N

NERV Headache/
Headache

2 26OCT2020 1/2 1 Yes NA/TC R 
(27OCT2020)

N/N

16-55/
C459100
1 1112 
11121256

3^ GASTR Diarrhoea/
Mild Diarrhea

1 06OCT2020 1/3 1 Yes NA R 
(08OCT2020)

N/N

GENRL Fatigue/
Fatigue

1 06OCT2020 1/3 1 Yes NA R 
(08OCT2020)

N/N

GENRL Injection site pain/
Injection site pain

1 07OCT2020 2/8 2 Yes NA/TC RS 
(14OCT2020)

N/N

Injection site swelling/
Injection site swelling

1 07OCT2020 2/C 2 Yes NA/TC RG N/N

16-55/
C459100
1 1112 
11121269

3^ MUSC Myalgia/
Muscle Aches

1 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1112 
11121282

3^ GENRL Fatigue/
Fatigue

1 09OCT2020 1/2 1 Yes NA R 
(10OCT2020)

N/N

MUSC Myalgia/
Muscle Aches

1 09OCT2020 1/2 2 Yes NA R 
(10OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1114 
11141041

3^ NERV Headache/
exacerbation of headaches

1 25AUG2020 8/3 1 No O NA R 
(27AUG2020)

N/N

16-55/
C459100
1 1114 
11141065

3^ SKIN Dermatitis contact/
Poison Ivy Rash Back

1 07SEP2020 19/8 1 No O NA R 
(14SEP2020)

N/N

16-55/
C459100
1 1116 
11161023

3^ INFEC Cellulitis/
Cellulitis

2 18OCT2020 31/12 1 No O NA/TC R 
(29OCT2020)

N/N

16-55/
C459100
1 1116 
11161047

3^ NERV Headache/
Headaches

1 01SEP2020 5/25 1 No O NA/TC R 
(25SEP2020)

N/N

16-55/
C459100
1 1116 
11161059

3^ GASTR Obstructive pancreatitis/
Gall Stone Pancreatitis

1 13SEP2020 14/6 3 No O NA/TC/TCN R 
(18SEP2020)

Y/N

HEPAT Bile duct stone/
Choledocholithiasis

1 13SEP2020 14/7 3 No O NA/TC/TCN R 
(19SEP2020)

Y/N

CARD Sinus arrhythmia/
Sinus Arythima

1 14SEP2020 15/C 1 No O NA N N/N

16-55/
C459100
1 1116 
11161083

3^ GASTR Abdominal hernia/
Upper Abdominal Hernia

1 SEP2020 1/ 1 No O NA/TCN R 
(21OCT2020)

N/N

Umbilical hernia/
Umbilical Hernia

1 SEP2020 1/ 1 No O NA/TCN R 
(21OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1116 
11161099

3^ INFEC Urinary tract infection/
Urinary Tract Infection

2 18OCT2020 24/12 1 No O NA/TC R 
(29OCT2020)

N/N

16-55/
C459100
1 1116 
11161115

3^ GENRL Fatigue/
Fatigue

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

NERV Headache/
Headache

2 24SEP2020 1/2 1 Yes NA/TC R 
(25SEP2020)

N/N

16-55/
C459100
1 1116 
11161200

3^ GENRL Chills/
Chills

1 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

Fatigue/
Fatigue

1 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

Pain/
Body Aches

1 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

GENRL Chills/
Chills

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

Fatigue/
Fatigue

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

Injection site pain/
Pain @ Injection Site

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/Y

MUSC Arthralgia/
Joint Pain

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

Myalgia/
Muscle Pains

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1116 
11161204

3^ MUSC Tenosynovitis stenosans/
DeQuervain's Tendinosis

1 24SEP2020 14/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1116 
11161228

3^ NERV Presyncope/
Presyncope during blood draw

2 06NOV2020 30/1 1 No O NA R 
(06NOV2020)

N/N

16-55/
C459100
1 1116 
11161252

3^ GENRL Chills/
Chills

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

Fatigue/
Fatigue

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1116 
11161276

3^ GENRL Injection site mass/
Knot at Injection Site

2 14OCT2020 1/4 1 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100
1 1116 
11161310

3^ IMMU
N

Drug hypersensitivity/
allerigic reaction to concomitant 

medication

2 18OCT2020 3/2 1 No CD NA R 
(19OCT2020)

N/N

16-55/
C459100
1 1116 
11161320

3^ PSYCH Anxiety/
Anxiety

1 01OCT2020 7/C 1 No O NA/TC RG N/N

16-55/
C459100

3^ MUSC Rhabdomyolysis/
RHABDOMYOLYSIS

1 26AUG2020 7/5 1 No O NA/TC R 
(30AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1117 
11171036

NERV Syncope/
Syncopal Episode

1 26AUG2020 7/5 4 No O NA R 
(30AUG2020)

Y/N

RENAL Acute kidney injury/
ACUTE KIDNEY INJURY

1 26AUG2020 7/5 1 No O NA/TC R 
(30AUG2020)

N/N

PSYCH Suicidal ideation/
Suicidal ideation

1 27AUG2020 8/4 4 No O NA/TC R 
(30AUG2020)

Y/N

MUSC Musculoskeletal stiffness/
NECK STIFFNESS

2 21SEP2020 12/C 1 No O NA RG N/N

MUSC Pain in extremity/
ARM SORENESS, LEFT

2 22SEP2020 13/11 2 No O NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1117 
11171058

3^ BLOOD Lymphadenopathy/
SUPRACLAVICULAR 

LYMPHADENOPATHY, 
RIGHT*

25AUG2020 1/C 1 No O NA N N/N

NERV Headache/
Headache

1 27AUG2020 3/3 1 Yes NA/TC R 
(29AUG2020)

N/N

16-55/
C459100
1 1117 
11171070

3^ SKIN Rash maculo-papular/
Maculopapular Rash, 

Generalized

1 07SEP2020 13/19 2 No O NA R 
(25SEP2020)

N/N

INJ&P Skin laceration/
Laceration, Left Thumb

1 09SEP2020 15/21 2 No O NA/TC/TCN R 
(29SEP2020)

N/N

16-55/
C459100
1 1117 
11171100

3^ NERV Headache/
HEADACHE

1 11SEP2020 8/4 2 Yes NA R 
(14SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1117 
11171102

3^ PSYCH Attention deficit hyperactivity 
disorder/
ADHD

1 17SEP2020 14/C 1 No CD NA/TC N N/N

16-55/
C459100
1 1117 
11171121

3^ SKIN Angioedema/
ANGIOEDEMA

2 31OCT2020 26/4 1 No O NA/TC R 
(03NOV2020)

N/N

16-55/
C459100
1 1117 
11171156

3^ VASC Hypertension/
HYPERTENSION*

24SEP2020 1/C 2 No O NA/TC N N/N

16-55/
C459100
1 1117 
11171186

3^ PSYCH Depression/
DEPRESSION, WORSENING

1 19OCT2020 14/C 3 No O NA/TCN N N/N

Suicide attempt/
SUICIDAL IDEATION WITH 

ATTEMPT

1 19OCT2020 14/8 3 No O NA/TC/TCN/
W

R 
(26OCT2020)

Y/N

GASTR Gastritis/
ACUTE GASTRITIS W/O 

HEMMORRHAGE

1 23OCT2020 18/C 2 No O NA/TC/TCN RG N/N

Vomiting/
BILIOUS VOMITING

1 23OCT2020 18/5 3 No O NA/TC/TCN R 
(27OCT2020)

N/N

GASTR Abdominal pain/
ABDOMINAL PAIN

1 26OCT2020 21/2 2 No O NA/TC R 
(27OCT2020)

N/N

16-55/
C459100
1 1117 
11171187

3^ EAR Tinnitus/
EAR RINGING, LEFT

2 27OCT2020 1/1 1 No O NA R 
(27OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1118 
11181030

3^ MUSC Muscle spasms/
back spasms

1 21AUG2020 8/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1118 
11181040

3^ INFEC Vulvovaginal mycotic infection/
VAGINAL YEAST 

INFECTION

2 12OCT2020 34/3 1 No CD NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 1118 
11181100

3^ RENAL Nephrolithiasis/
NEPHROLITHIASIS

2 25SEP2020 9/C 1 No O NA/TCN RG N/N

16-55/
C459100
1 1120 
11201044

3^ GASTR Diarrhoea/
Diarrhea

2 09SEP2020 15/1 1 No O NA/TC R 
(09SEP2020)

N/N

16-55/
C459100
1 1120 
11201103

3^ INFEC Folliculitis/
folliculitis back of neck

2 26AUG2020 2/6 2 No O NA R 
(31AUG2020)

N/N

16-55/
C459100
1 1120 
11201104

3^ MUSC Plantar fasciitis/
Worsening of plantar fasciitis

1 18AUG2020 13/6 1 No O NA/TC R 
(23AUG2020)

N/N

16-55/
C459100
1 1120 
11201148

3^ GENRL Fatigue/
Fatigue

1 15AUG2020 4/2 3 Yes NA R 
(16AUG2020)

N/N

16-55/
C459100

3^ SKIN Rash/
Rash torso and legs

1 27AUG2020 7/16 1 No O NA/TC R 
(11SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1120 
11201250

NERV Burning sensation/
Burning sensation in palm of left 

hand

2 16SEP2020 6/1 2 No O NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1120 
11201299

3^ INFEC Otitis media/
otisis media

1 06OCT2020 14/C 1 Yes NA/TC RG N/N

16-55/
C459100
1 1122 
11221005

3^ GENRL Chest pain/
chest aches

1 06SEP2020 4/26 1 Yes NA R 
(01OCT2020)

N/N

MUSC Arthralgia/
joint pain

1 07SEP2020 5/5 1 Yes NA R 
(11SEP2020)

N/N

GENRL Feeling hot/
sensation of hotness

2 26SEP2020 3/6 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1122 
11221009

3^ NERV Paraesthesia/
tingling of fingers in right hand

2 23SEP2020 1/1 1 Yes NA R 
(23SEP2020)

N/Y

16-55/
C459100
1 1122 
11221012

3^ GENRL Fatigue/
fatigue

1 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

METAB Decreased appetite/
loss of appetite

1 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

MUSC Myalgia/
muscle pain

1 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
headache

1 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

GASTR Nausea/
Nausea

2 01OCT2020 2/2 2 Yes NA R 
(02OCT2020)

N/N

GENRL Chills/
Chills

2 01OCT2020 2/2 2 Yes NA R 
(02OCT2020)

N/N

Fatigue/
fatigue

2 01OCT2020 2/3 2 Yes NA R 
(03OCT2020)

N/N

Injection site pain/
injection site arm pain

2 01OCT2020 2/2 2 Yes NA R 
(02OCT2020)

N/N

Pyrexia/
Fever

2 01OCT2020 2/2 2 Yes NA R 
(02OCT2020)

N/N

MUSC Myalgia/
myalgia

2 01OCT2020 2/2 2 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1122 
11221014

3^ GENRL Fatigue/
fatigue, excessive

1 11SEP2020 3/4 1 Yes NA R 
(14SEP2020)

N/N

GASTR Gingival bleeding/
bleeding gums

2 01OCT2020 2/C 1 Yes NA N N/N

Loose tooth/
loose tooth

2 01OCT2020 2/C 1 Yes NA N N/N

GENRL Fatigue/
fatigue

2 01OCT2020 2/C 1 Yes NA N N/N

SKIN Alopecia/
hair loss

2 01OCT2020 2/C 1 Yes NA N N/N

16-55/
C459100

3^ GENRL Injection site paraesthesia/
tingling at injection site

2 02OCT2020 2/1 1 Yes NA R 
(02OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1122 
11221016

16-55/
C459100
1 1122 
11221024

3^ GASTR Diarrhoea/
Diarrhea

2 02OCT2020 2/1 1 Yes NA R 
(02OCT2020)

N/N

GENRL Pain/
Body Aches

2 02OCT2020 2/1 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1122 
11221025

3^ INFEC Oral herpes/
worsening of cold sore

1 15SEP2020 6/4 1 No O NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1122 
11221026

3^ GASTR Vomiting/
vomiting*

11SEP2020 /1 1 No O NA/W R 
(11SEP2020)

N/N

NERV Presyncope/
pre-syncope*

11SEP2020 /1 1 No O NA/W R 
(11SEP2020)

N/N

16-55/
C459100
1 1122 
11221028

3^ GENRL Fatigue/
fatigue

2 03OCT2020 2/2 1 Yes NA R 
(04OCT2020)

N/N

Injection site pain/
injection site pain

2 03OCT2020 2/2 1 Yes NA R 
(04OCT2020)

N/N

Pyrexia/
Fever

2 03OCT2020 2/1 1 Yes NA R 
(03OCT2020)

N/N

MUSC Arthralgia/
joint soreness at the shoulders

2 03OCT2020 2/2 1 Yes NA R 
(04OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1122 
11221030

3^ GENRL Malaise/
Malaise

2 03OCT2020 2/3 1 Yes NA R 
(05OCT2020)

N/N

Pyrexia/
Fever

2 03OCT2020 2/2 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1122 
11221032

3^ NERV Dizziness/
Dizziness (Loss of Balance)

1 28SEP2020 15/5 2 No CD NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1122 
11221045

3^ GENRL Injection site pain/
pain at injection site

2 28OCT2020 1/1 1 Yes NA R 
(28OCT2020)

N/Y

NERV Hypoaesthesia/
numbness in hand of injection 

arm

2 28OCT2020 1/1 1 Yes NA R 
(28OCT2020)

N/Y

Paraesthesia/
tingling sensation in injection 

arm

2 28OCT2020 1/1 1 Yes NA R 
(28OCT2020)

N/Y

16-55/
C459100
1 1122 
11221052

3^ GENRL Non-cardiac chest pain/
Acute Illness non cardiac chest 

pain

1 10OCT2020 2/3 2 Yes NA R 
(12OCT2020)

N/N

16-55/
C459100
1 1123 
11231009

3^ REPRO Dysmenorrhoea/
Worsening of dysmenorrhea

1 05AUG2020 7/13 1 No O NA/TC/TCN R 
(17AUG2020)

N/N

CONG Congenital cystic kidney disease/
Polycystic kidney disease

1 17AUG2020 19/C 1 No O NA/TC N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1123 
11231041

3^ GENRL Fatigue/
FATIGUE

1 11AUG2020 7/2 1 Yes NA R 
(12AUG2020)

N/N

16-55/
C459100
1 1123 
11231043

3^ GENRL Fatigue/
FATIGUE

1 12AUG2020 7/3 1 No O NA R 
(14AUG2020)

N/N

SKIN Erythema/
Mild erythema bilateral nares

2 25AUG2020 1/C 1 No O NA N N/N

16-55/
C459100
1 1123 
11231064

3^ GASTR Hiatus hernia/
hiatal hernia

1 13AUG2020 4/C 1 No O NA/TCN N N/N

16-55/
C459100
1 1123 
11231074

3^ MUSC Myalgia/
myalgia

1 16AUG2020 6/4 1 Yes NA R 
(19AUG2020)

N/N

16-55/
C459100
1 1123 
11231086

3^ GENRL Fatigue/
Fatigue

2 04SEP2020 4/6 1 Yes NA R 
(09SEP2020)

N/N

16-55/
C459100
1 1123 
11231094

3^ GENRL Fatigue/
FATIGUE

1 14AUG2020 2/8 1 No O NA R 
(21AUG2020)

N/N

MUSC Arthralgia/
JOINT PAIN

1 19AUG2020 7/3 1 No O NA R 
(21AUG2020)

N/N

16-55/
C459100

3^ NEOPL Lipoma/
Right axilla lipoma

2 23SEP2020 16/C 1 No O NA N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1123 
11231114

16-55/
C459100
1 1123 
11231116

3^ GENRL Pyrexia/
Fever

2 09SEP2020 2/1 1 Yes NA/TC R 
(09SEP2020)

N/N

16-55/
C459100
1 1123 
11231117

3^ MUSC Periarthritis/
Worsening of right adhesive 

capsulitis shoulder

2 14SEP2020 7/23 1 No O NA/TC R 
(06OCT2020)

N/N

16-55/
C459100
1 1123 
11231124

3^ GENRL Chills/
CHILLS

2 10SEP2020 2/2 1 Yes NA/TC R 
(11SEP2020)

N/N

Pyrexia/
FEVER

2 10SEP2020 2/2 1 Yes NA/TC R 
(11SEP2020)

N/N

MUSC Myalgia/
FULL BODY MYALGIA

2 10SEP2020 2/2 1 Yes NA/TC R 
(11SEP2020)

N/N

NERV Headache/
HEADACHE

2 10SEP2020 2/2 1 Yes NA/TC R 
(11SEP2020)

N/N

16-55/
C459100
1 1123 
11231128

3^ GENRL Pyrexia/
Fever

2 09SEP2020 2/2 1 Yes NA/TC R 
(10SEP2020)

N/N

16-55/
C459100
1 1123 
11231143

3^ MUSC Myalgia/
Full body myalgia

2 12SEP2020 3/2 1 No O NA/TC R 
(13SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INFEC Pharyngitis streptococcal/
Strep pharyngitis

2 06NOV2020 58/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1123 
11231176

3^ GENRL Injection site pain/
Pain at injection site, left arm

1 26AUG2020 1/2 1 Yes NA R 
(27AUG2020)

N/N

16-55/
C459100
1 1123 
11231187

3^ GENRL Pyrexia/
Fever

1 26AUG2020 1/2 1 Yes NA R 
(27AUG2020)

N/N

NERV Headache/
Headache

1 26AUG2020 1/2 1 Yes NA R 
(27AUG2020)

N/N

GENRL Injection site pain/
Pain at injection site

1 27AUG2020 2/3 1 Yes NA R 
(29AUG2020)

N/N

16-55/
C459100
1 1123 
11231197

3^ GENRL Injection site pain/
Pain at injection site

1 27AUG2020 1/3 1 Yes NA R 
(29AUG2020)

N/N

16-55/
C459100
1 1123 
11231208

3^ INJ&P Fall/
Fall

1 18SEP2020 22/1 2 No O NA R 
(18SEP2020)

N/N

Foot fracture/
Left foot fracture

1 18SEP2020 22/12 1 No O NA/TC/TCN R 
(29SEP2020)

N/N

16-55/
C459100
1 1123
11231216

3^ GENRL Chills/
Chills

2 30SEP2020 2/1 1 Yes NA/TC R 
(30SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever

2 30SEP2020 2/1 1 Yes NA/TC R 
(30SEP2020)

N/N

MUSC Myalgia/
Full body myalgia

2 30SEP2020 2/1 1 Yes NA/TC R 
(30SEP2020)

N/N

NERV Headache/
Headache

2 30SEP2020 2/1 1 Yes NA/TC R 
(30SEP2020)

N/N

16-55/
C459100
1 1123 
11231217

3^ GENRL Chills/
Chills

2 28SEP2020 1/C 1 Yes NA/TC N N/N

MUSC Arthralgia/
joint pain

2 28SEP2020 1/C 1 Yes NA/TC N N/N

Myalgia/
Full body myalgia

2 28SEP2020 1/C 1 Yes NA/TC N N/N

NERV Dizziness/
Dizziness

2 28SEP2020 1/C 1 Yes NA N N/N

16-55/
C459100
1 1123 
11231233

3^ GENRL Injection site pain/
Injection site pain

1 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N

MUSC Arthralgia/
Joint pain

1 13SEP2020 4/3 1 Yes NA/TC R 
(15SEP2020)

N/N

GENRL Pyrexia/
Fever

2 30SEP2020 2/1 1 Yes NA/TC R 
(30SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 30SEP2020 2/3 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100

3^ GASTR Teething/
Wisdom tooth eruption with pain

1 30SEP2020 20/22 1 No O NA/TC R 
(21OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1123 
11231237

16-55/
C459100
1 1123 
11231252

3^ GENRL Injection site pain/
Pain at injection site

1 16SEP2020 2/3 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1123 
11231264

3^ GASTR Diarrhoea/
Diarrhea

2 08OCT2020 3/3 1 Yes NA R 
(10OCT2020)

N/N

GENRL Chills/
Chills

2 08OCT2020 3/1 1 Yes NA R 
(08OCT2020)

N/N

Pyrexia/
Fever

2 08OCT2020 3/1 1 Yes NA/TC R 
(08OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 08OCT2020 3/1 1 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1123 
11231289

3^ GENRL Chills/
Chills

1 23SEP2020 1/1 1 Yes NA R 
(23SEP2020)

N/N

Injection site pain/
Injection site pain

1 23SEP2020 1/3 1 Yes NA R 
(25SEP2020)

N/N

NERV Headache/
Headache

1 23SEP2020 1/1 1 Yes NA R 
(23SEP2020)

N/N

GASTR Nausea/
nausea

2 14OCT2020 1/4 1 Yes NA R 
(17OCT2020)

N/N

GENRL Chills/
Chills

2 14OCT2020 1/4 1 Yes NA R 
(17OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Malaise/
malaise

2 14OCT2020 1/4 1 Yes NA R 
(17OCT2020)

N/N

NERV Headache/
Headache

2 14OCT2020 1/4 1 Yes NA R 
(17OCT2020)

N/N

GENRL Injection site pain/
Pain at injection site

2 15OCT2020 2/3 1 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100
1 1123 
11231294

3^ NERV Headache/
Headache

1 29SEP2020 7/2 1 No O NA/TC R 
(30SEP2020)

N/N

GENRL Chills/
Chills

2 13OCT2020 2/2 1 Yes NA R 
(14OCT2020)

N/N

Fatigue/
Fatigue

2 13OCT2020 2/2 1 Yes NA R 
(14OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 13OCT2020 2/2 1 Yes NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 1123 
11231307

3^ GENRL Pyrexia/
Fever

2 13OCT2020 1/3 1 Yes NA R 
(15OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 13OCT2020 1/3 1 Yes NA/TC R 
(15OCT2020)

N/N

NERV Headache/
Headache

2 13OCT2020 1/3 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1123 
11231313

3^ NERV Headache/
Headache

1 06OCT2020 13/2 1 No O NA/TC R 
(07OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1123 
11231317

3^ PSYCH Bruxism/
Bruxism

2 27OCT2020 14/C 1 No O NA/TC N N/N

16-55/
C459100
1 1123 
11231322

3^ GASTR Haemorrhoids/
Hemorrhoids

1 04OCT2020 10/5 1 No O NA/TC R 
(08OCT2020)

N/N

16-55/
C459100
1 1123 
11231327

3^ INFEC Vulvovaginal candidiasis/
Vulvovaginal candidiasis

1 02OCT2020 8/4 1 No O NA/TC R 
(05OCT2020)

N/N

INFEC Acute sinusitis/
Acute sinusitis

2 30OCT2020 17/7 1 No O NA/TC R 
(05NOV2020)

N/N

16-55/
C459100
1 1123 
11231328

3^ MUSC Myalgia/
FULL BODY MYALGIA

1 26SEP2020 2/3 1 Yes NA/TC R 
(28SEP2020)

N/N

16-55/
C459100
1 1123 
11231334

3^ INFEC Cystitis/
Acute cystitis

1 01OCT2020 7/5 1 No O NA/TC R 
(05OCT2020)

N/N

16-55/
C459100
1 1123 
11231338

3^ GENRL Chills/
Chills

1 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N

Injection site pain/
Pain at injection site

1 06OCT2020 1/2 1 Yes NA/TC R 
(07OCT2020)

N/N

16-55/
C459100

3^ MUSC Myalgia/
Muscle pain

1 09OCT2020 2/C 1 Yes NA/TC N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1123 
11231350

16-55/
C459100
1 1124 
11241003

3^ MUSC Osteitis/
Inflammed first metatarsal

1 02SEP2020 24/36 2 No O NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1124 
11241026

3^ GENRL Fatigue/
Fatigue

1 28AUG2020 17/2 1 Yes NA/TC R 
(29AUG2020)

N/N

16-55/
C459100
1 1124 
11241042

3^ INJ&P Foot fracture/
Right foot fracture

1 01SEP2020 16/8 1 No O NA/TC R 
(08SEP2020)

N/N

INJ&P Limb injury/
Left thumb injury

1 02SEP2020 17/1 1 No O NA/TCN R 
(02SEP2020)

N/N

16-55/
C459100
1 1124 
11241047

3^ GENRL Vaccination site pain/
Muscle Soreness at vaccination 

site

2 13SEP2020 4/4 2 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1124 
11241049

3^ GENRL Chills/
Chills

1 18AUG2020 2/C 2 Yes NA N N/N

Pyrexia/
Fever (101 degrees F)

1 18AUG2020 2/C 2 Yes NA N N/N

MUSC Myalgia/
Muscle Pain

1 18AUG2020 2/C 2 Yes NA N N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 912

FDA-CBER-2021-5683-0126938



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

1 18AUG2020 2/C 2 Yes NA N N/N

16-55/
C459100
1 1124 
11241053

3^ MUSC Myalgia/
Myalgias

2 09SEP2020 1/2 2 Yes NA/TC R 
(10SEP2020)

N/N

NERV Headache/
Headache

2 09SEP2020 1/2 2 Yes NA/TC R 
(10SEP2020)

N/N

16-55/
C459100
1 1124 
11241058

3^ INFEC Herpes zoster/
Shingles

2 04OCT2020 25/8 2 No O NA/TC R 
(11OCT2020)

N/N

MUSC Rotator cuff syndrome/
Torn rotator cuff (right)

2 08OCT2020 29/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1124 
11241066

3^ INJ&P Foot fracture/
Left foot fracture

1 07SEP2020 20/44 1 No O NA/TCN R 
(20OCT2020)

N/N

16-55/
C459100
1 1124 
11241071

3^ GENRL Injection site pain/
Injection site soreness

2 11SEP2020 2/2 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1124 
11241075

3^ GENRL Chills/
Chills

2 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

MUSC Myalgia/
Muscle Aches

2 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1124 
11241083

3^ GENRL Injection site pain/
Injection site pain

1 24AUG2020 1/4 2 Yes NA R 
(27AUG2020)

N/N

16-55/
C459100
1 1124 
11241084

3^ METAB Hypokalaemia/
Hypokalemia (2.8)

1 01SEP2020 9/1 1 No O NA/TC R 
(01SEP2020)

N/N

16-55/
C459100
1 1124 
11241086

3^ GENRL Injection site pain/
Injection site pain

1 25AUG2020 2/2 2 Yes NA R 
(26AUG2020)

N/N

GENRL Fatigue/
Fatigue

2 15SEP2020 2/2 2 Yes NA R 
(16SEP2020)

N/N

Injection site pain/
Injection site pain

2 15SEP2020 2/2 2 Yes NA/TC R 
(16SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 15SEP2020 2/2 2 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1124 
11241094

3^ MUSC Myalgia/
Myalgia

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1124 
11241095

3^ GENRL Pyrexia/
Fever

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1124 
11241099

3^ GENRL Fatigue/
Fatigue

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Myalgias

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1124 
11241100

3^ INJ&P Head injury/
Mild trauma to central forehead

1 12SEP2020 18/7 2 No O NA/TC R 
(18SEP2020)

N/N

GENRL Injection site erythema/
Injection site erythema

2 14OCT2020 1/3 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1124 
11241102

3^ REPRO Dysmenorrhoea/
Menstrual cramps

1 11SEP2020 17/4 1 No O NA/TC R 
(14SEP2020)

N/N

RESP Nasal congestion/
Nasal Congestion

1 12SEP2020 18/6 1 No O NA/TC R 
(17SEP2020)

N/N

Oropharyngeal pain/
Sore Throat

1 12SEP2020 18/2 1 No O NA/TC R 
(13SEP2020)

N/N

NERV Headache/
Headache

2 25SEP2020 12/4 2 No O NA/TC R 
(28SEP2020)

N/N

Lethargy/
Lethargy

2 25SEP2020 12/4 2 No O NA R 
(28SEP2020)

N/N

16-55/
C459100
1 1124 
11241106

3^ CARD Acute myocardial infarction/
ST elevation myocardial 

infarction

2 27SEP2020 12/17 4 No O NA R 
(13OCT2020)

Y/N

16-55/
C459100
1 1124 
11241108

3^ GENRL Injection site pain/
Injection site pain

2 17SEP2020 1/5 2 Yes NA R 
(21SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1124 
11241113

3^ MUSC Myalgia/
Myalgias

2 15SEP2020 1/2 2 Yes NA/TC R 
(16SEP2020)

N/N

NERV Headache/
Worsening Headache

2 15SEP2020 1/2 2 Yes NA/TC R 
(16SEP2020)

N/N

16-55/
C459100
1 1124 
11241118

3^ GENRL Malaise/
Malaise

1 28AUG2020 2/3 2 Yes NA R 
(30AUG2020)

N/N

16-55/
C459100
1 1124 
11241125

3^ INJ&P Ligament sprain/
Right Ankle Sprain

2 07OCT2020 16/8 1 No O NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1124 
11241127

3^ GENRL Injection site pain/
Injection site pain

2 22SEP2020 2/4 1 Yes NA R 
(25SEP2020)

N/N

Pyrexia/
Fever

2 22SEP2020 2/2 1 Yes NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1124 
11241142

3^ GENRL Injection site pain/
Injection site pain

1 02SEP2020 1/1 2 Yes NA R 
(02SEP2020)

N/N

GENRL Chills/
Chills

2 23SEP2020 2/1 1 Yes NA R 
(23SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 23SEP2020 2/1 1 Yes NA R 
(23SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1124
11241149

3^ GENRL Pyrexia/
Fever

2 25SEP2020 2/4 1 Yes NA R 
(28SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 25SEP2020 2/4 2 Yes NA R 
(28SEP2020)

N/N

16-55/
C459100
1 1124 
11241152

3^ GENRL Fatigue/
Fatigue

2 23SEP2020 3/2 1 Yes NA R 
(24SEP2020)

N/N

Injection site pain/
Injection site pain

2 23SEP2020 3/2 1 Yes NA R 
(24SEP2020)

N/N

Pyrexia/
Fever

2 23SEP2020 3/2 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1124 
11241167

3^ INFEC Urinary tract infection/
Suspected Urinary Tract 

Infection

1 20SEP2020 18/2 1 No O NA/TC R 
(21SEP2020)

N/N

NERV Sciatic nerve neuropathy/
Left sided sciatic neuropathy

2 16OCT2020 25/C 2 No O NA RG N/N

16-55/
C459100
1 1124 
11241170

3^ GENRL Chills/
Chills

2 25SEP2020 1/3 1 Yes NA R 
(27SEP2020)

N/N

Injection site pain/
Injection site soreness

2 25SEP2020 1/3 1 Yes NA R 
(27SEP2020)

N/N

Malaise/
General Malaise

2 25SEP2020 1/3 1 Yes NA R 
(27SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1124 
11241174

3^ GENRL Injection site pain/
Injection site pain

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

GENRL Chills/
Chills

2 25SEP2020 2/1 2 Yes NA R 
(25SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 25SEP2020 2/1 2 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1124 
11241179

3^ NERV Headache/
Headache

2 02OCT2020 4/1 1 Yes NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 1124 
11241184

3^ MUSC Myalgia/
Myalgias

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1124 
11241198

3^ GENRL Chills/
Chills

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1124 
11241200

3^ GENRL Chills/
Chills

2 02OCT2020 1/2 1 Yes NA/TC R 
(03OCT2020)

N/N

Fatigue/
Fatigue

2 02OCT2020 1/4 2 Yes NA R 
(05OCT2020)

N/N

Pyrexia/
Fever

2 02OCT2020 1/2 1 Yes NA/TC R 
(03OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1124 
11241202

3^ GENRL Injection site pain/
Injection site pain

1 10SEP2020 1/4 2 Yes NA/TC R 
(13SEP2020)

N/N

GENRL Injection site pain/
Injection site soreness

2 02OCT2020 2/3 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1124 
11241207

3^ BLOOD Lymphadenopathy/
Left axilla adenopathy

2 01OCT2020 2/2 2 Yes NA R 
(02OCT2020)

N/N

GENRL Pyrexia/
Fever

2 01OCT2020 2/2 1 Yes NA/TC R 
(02OCT2020)

N/N

MUSC Myalgia/
Myalgias

2 01OCT2020 2/2 2 Yes NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 1124
11241213

3^ MUSC Pain in extremity/
Bilateral hand soreness

1 13SEP2020 3/2 1 Yes NA R 
(14SEP2020)

N/N

GENRL Injection site pain/
Injection site soreness

2 02OCT2020 1/3 2 Yes NA R 
(04OCT2020)

N/N

Pyrexia/
Fever

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

MUSC Joint stiffness/
Joint stiffness

2 02OCT2020 1/3 2 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1124 
11241216

3^ GENRL Injection site pain/
Injection site pain

2 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Myalgias

2 02OCT2020 2/2 1 Yes NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1124 
11241218

3^ GENRL Fatigue/
Fatigue

2 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N

NERV Headache/
Headache

2 02OCT2020 2/2 1 Yes NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1124 
11241219

3^ GENRL Fatigue/
Fatigue

2 02OCT2020 3/8 1 Yes NA R 
(09OCT2020)

N/N

METAB Decreased appetite/
Loss of appetite

2 02OCT2020 3/15 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1124 
11241222

3^ GENRL Fatigue/
Fatigue

2 03OCT2020 2/2 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1124 
11241223

3^ SKIN Night sweats/
Increased diaphoresis during 

sleep

2 14OCT2020 8/C 1 No O NA N N/N

16-55/
C459100
1 1124 
11241225

3^ GENRL Injection site pain/
Injection site pain

2 05OCT2020 1/5 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1124 
11241226

3^ GENRL Injection site pain/
Injection site pain

1 16SEP2020 1/5 1 Yes NA/TC R 
(20SEP2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 920

FDA-CBER-2021-5683-0126946



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1124 
11241234

3^ GENRL Injection site pain/
Injection site soreness

1 24SEP2020 1/3 1 Yes NA R 
(26SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

Pyrexia/
Fever

1 25SEP2020 2/2 1 Yes NA/TC R 
(26SEP2020)

N/N

NERV Headache/
Headache

1 25SEP2020 2/2 1 Yes NA/TC R 
(26SEP2020)

N/N

GENRL Pyrexia/
Fever

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

NERV Headache/
Headache

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1124 
11241235

3^ GENRL Fatigue/
Fatigue

2 14OCT2020 2/2 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1125 
11251021

3^ GENRL Swelling/
under arm swelling left arm

1 18AUG2020 6/2 1 Yes NA R 
(19AUG2020)

N/N

16-55/
C459100
1 1125 
11251028

3^ INFEC Sinusitis/
Sinus Infection

1 26AUG2020 14/5 1 No O NA/TC R 
(30AUG2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
Injection Site Pain

1 08SEP2020 23/4 1 Yes NA R 
(11SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1125 
11251044

16-55/
C459100
1 1125 
11251067

3^ NERV Headache/
headache

1 04SEP2020 15/2 1 Yes NA R 
(05SEP2020)

N/N

16-55/
C459100
1 1125 
11251075

3^ INFEC Sinusitis/
Sinus infection

2 05OCT2020 22/16 1 No O NA/TC R 
(20OCT2020)

N/N

16-55/
C459100
1 1125 
11251087

3^ INFEC Upper respiratory tract infection/
upper respiratory infection

2 13OCT2020 30/8 1 No O NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1125 
11251106

3^ RESP Oropharyngeal pain/
Sore throat

2 28SEP2020 15/1 1 No O NA R 
(28SEP2020)

N/N

16-55/
C459100
1 1125 
11251109

3^ IMMU
N

Seasonal allergy/
Acute exacerbation of seasonal 

allergies

2 18SEP2020 4/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1125 
11251126

3^ GENRL Pain/
Body Aches

1 08SEP2020 12/8 1 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1125 
11251138

3^ RESP Oropharyngeal pain/
Sore throat

2 25OCT2020 32/4 1 No O NA R 
(28OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1125 
11251144

3^ INFEC Urinary tract infection/
Urinary tract infection

1 23SEP2020 22/5 1 No O NA/TC R 
(27SEP2020)

N/N

16-55/
C459100
1 1125 
11251174

3^ METAB Hypocholesterolaemia/
Hypocholesterolemia

2 28SEP2020 6/C 1 No O NA/TC N N/N

16-55/
C459100
1 1125 
11251180

3^ GENRL Fatigue/
fatigue

2 25SEP2020 1/5 1 Yes NA R 
(29SEP2020)

N/N

Pain/
bodyaches

2 25SEP2020 1/5 1 Yes NA R 
(29SEP2020)

N/N

Pyrexia/
Fever

2 25SEP2020 1/5 1 Yes NA R 
(29SEP2020)

N/N

16-55/
C459100
1 1125 
11251181

3^ REPRO Ovarian cyst/
Right Ovarian Cyst

2 22OCT2020 24/C 2 No O NA RG N/N

16-55/
C459100
1 1125 
11251182

3^ GENRL Injection site pain/
Injection Site Pain

2 06OCT2020 8/2 1 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1125 
11251183

3^ GENRL Pain/
bodyaches

2 30SEP2020 2/3 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
injection site pain

2 01OCT2020 4/1 1 Yes NA R 
(01OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1125 
11251193

16-55/
C459100
1 1125 
11251201

3^ RESP Nasal congestion/
Stuffy nose

2 15OCT2020 14/C 1 No O NA N N/N

Oropharyngeal pain/
Sore throat

2 15OCT2020 14/3 1 No O NA R 
(17OCT2020)

N/N

16-55/
C459100
1 1125 
11251202

3^ GASTR Peptic ulcer/
Peptic Ulcer

1 20SEP2020 11/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1125 
11251207

3^ GENRL Injection site pain/
Injection Site pain

1 14SEP2020 5/2 1 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1125 
11251212

3^ NERV Syncope/
syncopal episode during 

vasovagal response during 
venous puncture

2 03NOV2020 35/1 1 No O NA R 
(03NOV2020)

N/N

16-55/
C459100
1 1126 
11261006

3^ INFEC Otitis media/
Left otitis media

1 16AUG2020 6/12 1 No O NA/TC R 
(27AUG2020)

N/N

16-55/
C459100
1 1126 
11261014

3^ NERV Paraesthesia/
Generalized Body Tingling

1 12AUG2020 1/1 1 No O NA R 
(12AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

SKIN Urticaria/
Hives

1 12AUG2020 1/1 1 No O NA R 
(12AUG2020)

N/N

INFEC Vulvovaginal candidiasis/
Candida of vagina

2 03SEP2020 2/4 1 No O NA/TC R 
(06SEP2020)

N/N

16-55/
C459100
1 1126 
11261017

3^ INFEC Acute sinusitis/
Acute sinusitis

1 15AUG2020 3/6 1 No O NA/TC R 
(20AUG2020)

N/N

16-55/
C459100
1 1126 
11261018

3^ INFEC Diverticulitis/
Diverticulitis

1 28AUG2020 16/4 1 No O NA R 
(31AUG2020)

N/N

16-55/
C459100
1 1126 
11261029

3^ GENRL Injection site pain/
Pain, Injection site

2 09SEP2020 1/2 2 Yes NA R 
(10SEP2020)

N/N

Pain/
Bodyaches

2 09SEP2020 1/2 2 Yes NA R 
(10SEP2020)

N/N

NERV Headache/
Headache

1 09SEP2020 24/2 2 Yes NA R 
(10SEP2020)

N/N

GENRL Non-cardiac chest pain/
Chest Pain, non-cardiac

2 28SEP2020 20/6 2 No O NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1126 
11261034

3^ GENRL Fatigue/
Fatigue

1 17AUG2020 1/3 1 Yes NA R 
(19AUG2020)

N/N

MUSC Myalgia/
Muscle Aches

1 17AUG2020 1/3 1 Yes NA R 
(19AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pain in extremity/
Left upper arm pain

1 17AUG2020 1/2 1 Yes NA R 
(18AUG2020)

N/N

GENRL Chills/
Body Chills

2 09SEP2020 2/2 2 Yes NA R 
(10SEP2020)

N/N

Fatigue/
Fatigue

2 09SEP2020 2/2 2 Yes NA R 
(10SEP2020)

N/N

MUSC Myalgia/
Muscle Pain

2 09SEP2020 2/2 2 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1126 
11261041

3^ INFEC Cellulitis/
Cellulitis, Right Thumb

2 10SEP2020 2/11 2 No O NA/TC R 
(20SEP2020)

N/N

16-55/
C459100
1 1126 
11261043

3^ GENRL Injection site pain/
Injection site pain

2 10SEP2020 2/4 2 Yes NA R 
(13SEP2020)

N/N

16-55/
C459100
1 1126 
11261044

3^ HEPAT Cholelithiasis/
Cholelithiasis

1 30AUG2020 12/C 2 No O NA/TC N N/N

MUSC Arthralgia/
Shoulder pain, Right

1 30AUG2020 12/1 2 No O NA/TC R 
(30AUG2020)

N/N

16-55/
C459100
1 1126 
11261048

3^ INFEC Vulvovaginal candidiasis/
Candida of vagina

1 08SEP2020 20/C 1 No O NA N N/N

GENRL Fatigue/
Fatigue

2 10SEP2020 2/3 2 Yes NA R 
(12SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pain/
Body aches

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1126 
11261053

3^ EAR Cerumen impaction/
Bilateral Cerumen Impaction

1 07SEP2020 19/2 1 No O NA R 
(08SEP2020)

N/N

16-55/
C459100
1 1126 
11261055

3^ INJ&P Fall/
Mechanial Fall

2 29SEP2020 20/1 2 No O NA R 
(29SEP2020)

N/N

MUSC Musculoskeletal chest pain/
Chest wall pain, left

2 29SEP2020 20/25 2 No O NA R 
(23OCT2020)

N/N

16-55/
C459100
1 1126 
11261056

3^ GENRL Injection site pain/
Pain, injection site

1 21AUG2020 1/2 2 Yes NA R 
(22AUG2020)

N/N

16-55/
C459100
1 1126 
11261061

3^ MUSC Pain in extremity/
Left upper arm pain

1 21AUG2020 1/3 1 Yes NA R 
(23AUG2020)

N/N

MUSC Pain in extremity/
Left upper arm pain

2 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 11SEP2020 2/1 2 Yes NA R 
(11SEP2020)

N/N

Malaise/
Malaise

2 11SEP2020 2/1 2 Yes NA/TC R 
(11SEP2020)

N/N

16-55/
C459100

3^ REPRO Pelvic pain/
Pelvic pain

1 25AUG2020 5/4 2 No O NA R 
(28AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1126 
11261062

GENRL Fatigue/
Fatigue

2 11SEP2020 2/2 2 Yes NA R 
(12SEP2020)

N/N

NERV Headache/
Headache

2 11SEP2020 2/2 2 Yes NA/TC R 
(12SEP2020)

N/N

ENDO Hypothyroidism/
Hypothyroidism

2 12SEP2020 3/C 2 No O NA N N/N

INV C-reactive protein/
C-reactive protein, 1.6mg/dl

2 12SEP2020 3/C 2 No O NA N N/N

RESP Sleep apnoea syndrome/
Sleep Apnea

2 14OCT2020 35/C 2 No O NA/TCN N N/N

16-55/
C459100
1 1126 
11261064

3^ GENRL Injection site pain/
Injection site pain

1 25AUG2020 2/3 1 Yes NA R 
(27AUG2020)

N/N

MUSC Pain in extremity/
Left upper arm pain

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

NERV Headache/
Headache

2 14SEP2020 1/2 2 Yes NA/TC R 
(15SEP2020)

N/N

16-55/
C459100
1 1126 
11261068

3^ PSYCH Stress/
Stress

2 17SEP2020 3/C 1 No O NA N N/N

16-55/
C459100
1 1126 
11261076

3^ GENRL Chills/
Chills

2 17SEP2020 2/3 2 Yes NA/TC R 
(19SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Fatigue/
Fatigue

2 17SEP2020 2/3 2 Yes NA/TC R 
(19SEP2020)

N/N

Injection site pain/
Left upper arm injection site pain

2 17SEP2020 2/3 2 Yes NA/TC R 
(19SEP2020)

N/N

MUSC Myalgia/
Muscle aches

2 17SEP2020 2/3 2 Yes NA/TC R 
(19SEP2020)

N/N

16-55/
C459100
1 1126 
11261078

3^ MUSC Pain in extremity/
Left upper arm pain

2 14SEP2020 1/3 2 Yes NA/TC R 
(16SEP2020)

N/N

16-55/
C459100
1 1126 
11261082

3^ GENRL Injection site pain/
Injection site pain

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1126 
11261083

3^ GENRL Pain/
Body aches

2 17SEP2020 1/3 2 Yes NA/TC R 
(19SEP2020)

N/N

Pyrexia/
Fever, 101.2F

2 17SEP2020 1/2 2 Yes NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1126 
11261085

3^ GENRL Fatigue/
Fatigue

1 27AUG2020 1/4 1 Yes NA R 
(30AUG2020)

N/N

MUSC Pain in extremity/
Upper right arm pain

1 27AUG2020 1/4 1 Yes NA/TC R 
(30AUG2020)

N/N

NERV Headache/
Headache

1 27AUG2020 1/2 1 Yes NA/TC R 
(28AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
Fatigue

2 16SEP2020 2/4 2 Yes NA R 
(19SEP2020)

N/N

Injection site pain/
Injection Site Pain

2 16SEP2020 2/4 1 Yes NA/TC R 
(19SEP2020)

N/N

NERV Headache/
Headache

2 16SEP2020 2/4 2 Yes NA/TC R 
(19SEP2020)

N/N

16-55/
C459100
1 1126 
11261093

3^ MUSC Pain in extremity/
Left upper arm pain

1 28AUG2020 1/4 1 Yes NA/TC R 
(31AUG2020)

N/N

MUSC Myalgia/
Muscle aches

1 29AUG2020 2/3 1 Yes NA/TC R 
(31AUG2020)

N/N

GENRL Injection site pain/
Injection site pain

2 18SEP2020 1/3 1 Yes NA R 
(20SEP2020)

N/N

Malaise/
Malaise

2 18SEP2020 1/3 2 Yes NA R 
(20SEP2020)

N/N

Pain/
Body aches

2 18SEP2020 1/3 2 Yes NA R 
(20SEP2020)

N/N

NERV Headache/
Headache

2 18SEP2020 1/3 1 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1126 
11261101

3^ GENRL Pain/
Body Aches

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1126 
11261103

3^ GENRL Injection site pain/
Pain, injection site

1 31AUG2020 1/3 1 Yes NA R 
(02SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
Chills

2 22SEP2020 2/3 1 Yes NA/TC R 
(24SEP2020)

N/N

Pain/
Body Aches

2 22SEP2020 2/3 2 Yes NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1126 
11261109

3^ GENRL Injection site pain/
Injection site pain

2 22SEP2020 2/4 1 Yes NA/TC R 
(25SEP2020)

N/N

Pain/
Body Aches

2 22SEP2020 2/2 1 Yes NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1126 
11261111

3^ INFEC Urinary tract infection/
Urinary tract infection

2 18OCT2020 28/7 2 No O NA/TC R 
(24OCT2020)

N/N

16-55/
C459100
1 1126 
11261116

3^ NERV Headache/
Headache

1 01SEP2020 1/1 1 Yes NA R 
(01SEP2020)

N/N

16-55/
C459100
1 1126 
11261121

3^ GENRL Injection site pain/
Pain injection site

1 03SEP2020 2/3 1 Yes NA R 
(05SEP2020)

N/N

GENRL Injection site pain/
Pain, Injection site

2 21SEP2020 1/3 2 Yes NA/TC R 
(23SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 22SEP2020 2/1 2 Yes NA R 
(22SEP2020)

N/N

Pain/
Generalized Body Aches

2 22SEP2020 2/1 2 Yes NA/TC R 
(22SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

2 22SEP2020 2/1 2 Yes NA/TC R 
(22SEP2020)

N/N

16-55/
C459100
1 1126 
11261122

3^ GENRL Fatigue/
Fatigue

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

MUSC Pain in extremity/
Left upper arm pain

1 02SEP2020 1/3 1 Yes NA R 
(04SEP2020)

N/N

EAR Vertigo/
Vertigo

2 24SEP2020 2/1 1 Yes NA R 
(24SEP2020)

N/N

GASTR Diarrhoea/
Diarrhea

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

Nausea/
Nausea

2 24SEP2020 2/1 1 Yes NA R 
(24SEP2020)

N/N

GENRL Pyrexia/
Fever

2 24SEP2020 2/1 2 Yes NA/TC R 
(24SEP2020)

N/N

NERV Headache/
Headache

2 24SEP2020 2/1 1 Yes NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1126 
11261124

3^ GENRL Fatigue/
Fatigue

1 03SEP2020 2/3 2 Yes NA R 
(05SEP2020)

N/N

MUSC Pain in extremity/
Left upper arm pain

1 03SEP2020 2/5 2 Yes NA/TC R 
(07SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 23SEP2020 2/3 1 Yes NA/TC R 
(25SEP2020)

N/N

Malaise/
Malaise

2 23SEP2020 2/3 2 Yes NA/TC R 
(25SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INFEC Urinary tract infection/
Urinary tract infection

2 20OCT2020 29/4 1 No O NA/TC R 
(23OCT2020)

N/N

16-55/
C459100
1 1126 
11261126

3^ GENRL Chills/
Chills

2 25SEP2020 2/1 2 Yes NA R 
(25SEP2020)

N/N

Injection site pain/
Injection site pain

2 25SEP2020 2/3 1 Yes NA R 
(27SEP2020)

N/N

Pain/
Body Aches

2 25SEP2020 2/3 2 Yes NA R 
(27SEP2020)

N/N

NERV Dizziness/
Dizziness

2 25SEP2020 2/1 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1126 
11261128

3^ GENRL Fatigue/
Fatigue*

03SEP2020 1/2 1 Yes NA R 
(04SEP2020)

N/N

Malaise/
Malaise*

03SEP2020 1/2 1 Yes NA R 
(04SEP2020)

N/N

MUSC Pain in extremity/
Left upper arm pain*

03SEP2020 1/3 2 Yes NA R 
(05SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 25SEP2020 2/3 2 Yes NA/TC R 
(27SEP2020)

N/N

16-55/
C459100
1 1126 
11261134

3^ GENRL Pain/
Body aches, generalized

1 04SEP2020 2/2 1 Yes NA/TC R 
(05SEP2020)

N/N

GENRL Pain/
Body aches (generalized)

2 24SEP2020 2/1 2 Yes NA/TC R 
(24SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1126 
11261141

3^ MUSC Pain in extremity/
Right Foot Pain

1 14SEP2020 11/12 1 No O NA/TCN R 
(25SEP2020)

N/N

16-55/
C459100
1 1126 
11261142

3^ GENRL Injection site pain/
Injection site pain

1 05SEP2020 2/2 1 Yes NA R 
(06SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 25SEP2020 2/1 2 Yes NA R 
(25SEP2020)

N/N

Pyrexia/
Fever, 102.1F

2 25SEP2020 2/1 2 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1126 
11261143

3^ REPRO Pelvic pain/
Acute Female Pelvic Pain

2 17OCT2020 20/8 2 No O NA/TC R 
(24OCT2020)

N/N

16-55/
C459100
1 1126 
11261148

3^ GENRL Injection site pain/
Injection site pain

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 01OCT2020 2/3 1 Yes NA R 
(03OCT2020)

N/N

Pain/
Body aches

2 01OCT2020 2/3 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100

3^ GENRL Fatigue/
Fatigue

1 10SEP2020 2/3 1 Yes NA R 
(12SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1126 
11261150

Injection site pain/
Injection site pain

1 10SEP2020 2/4 1 Yes NA R 
(13SEP2020)

N/N

EAR Tinnitus/
Left Tinnitus

1 14SEP2020 6/6 1 No O NA R 
(19SEP2020)

N/N

GENRL Chills/
Chills

2 30SEP2020 1/2 2 Yes NA R 
(01OCT2020)

N/N

Injection site pain/
Injection site pain

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

NERV Headache/
Headache

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1126 
11261151

3^ EYE Conjunctivitis allergic/
Bilateral Allergic Conjunctivitis

1 11SEP2020 3/6 1 No O NA/TC R 
(16SEP2020)

N/N

16-55/
C459100
1 1126 
11261157

3^ MUSC Pain in extremity/
Left upper arm pain

1 09SEP2020 1/3 2 Yes NA/TC R 
(11SEP2020)

N/N

GENRL Chills/
Chills

1 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

Malaise/
Malaise

1 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

MUSC Myalgia/
Muscle aches

1 10SEP2020 2/2 1 Yes NA/TC R 
(11SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 29SEP2020 2/3 2 Yes NA/TC R 
(01OCT2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 935

FDA-CBER-2021-5683-0126961



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Injection site pain

2 29SEP2020 2/4 2 Yes NA/TC R 
(02OCT2020)

N/N

Pain/
Body Aches

2 29SEP2020 2/3 2 Yes NA/TC R 
(01OCT2020)

N/N

Pyrexia/
Fever

2 29SEP2020 2/2 1 Yes NA/TC R 
(30SEP2020)

N/N

16-55/
C459100
1 1126 
11261158

3^ GENRL Fatigue/
Fatigue

2 01OCT2020 1/1 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1126 
11261166

3^ GENRL Injection site pain/
Pain, Injection Site

1 11SEP2020 1/3 1 Yes NA R 
(13SEP2020)

N/N

GENRL Chills/
Chills

1 01OCT2020 21/2 2 Yes NA/TC R 
(02OCT2020)

N/N

Fatigue/
Fatigue

1 01OCT2020 21/2 2 Yes NA/TC R 
(02OCT2020)

N/N

Injection site pain/
Injection site pain

1 01OCT2020 21/4 1 Yes NA/TC R 
(04OCT2020)

N/N

Injection site pain/
Pain, Injection site

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

Pain/
Body aches

1 01OCT2020 21/2 2 Yes NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 1126 
11261171

3^ GENRL Injection site pain/
Pain, injection site

1 11SEP2020 1/2 3 Yes NA/TC R
(12SEP2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 936

FDA-CBER-2021-5683-0126962



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

1 11SEP2020 1/2 2 Yes NA/TC R 
(12SEP2020)

N/N

GENRL Chills/
Body Chills

1 12SEP2020 2/1 2 Yes NA R 
(12SEP2020)

N/N

Pyrexia/
Fever

1 12SEP2020 2/1 2 Yes NA R 
(12SEP2020)

N/N

MUSC Neck pain/
Neck Pain

1 12SEP2020 2/1 1 Yes NA/TC R 
(12SEP2020)

N/N

GENRL Pain/
Body aches

2 30SEP2020 1/3 2 Yes NA/TC R 
(02OCT2020)

N/N

Pyrexia/
Fever

2 30SEP2020 1/3 2 Yes NA/TC R 
(02OCT2020)

N/N

NERV Headache/
Headache

2 30SEP2020 1/3 2 Yes NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 1126 
11261172

3^ GENRL Injection site pain/
Pain, injection site

1 11SEP2020 1/2 2 Yes NA R 
(12SEP2020)

N/N

GENRL Malaise/
Malaise

2 01OCT2020 2/2 2 Yes NA R 
(02OCT2020)

N/N

Pyrexia/
Fever, 101.6F

2 01OCT2020 2/2 2 Yes NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 1126 
11261173

3^ GENRL Injection site pain/
Injection site pain

1 11SEP2020 1/3 1 Yes NA R 
(13SEP2020)

N/N

GASTR Diarrhoea/
Diarrhea

1 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
Fatigue

2 30SEP2020 1/4 2 Yes NA R 
(03OCT2020)

N/N

Injection site pain/
Injection site pain

2 30SEP2020 1/4 2 Yes NA R 
(03OCT2020)

N/N

MUSC Arthralgia/
Joint Pain, Generalized

2 30SEP2020 1/4 2 Yes NA R 
(03OCT2020)

N/N

Myalgia/
Muscle Pain, Generalized

2 30SEP2020 1/4 2 Yes NA R 
(03OCT2020)

N/N

NERV Headache/
Headache

2 30SEP2020 1/4 2 Yes NA R 
(03OCT2020)

N/N

GENRL Pyrexia/
Fever, 100F

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1126 
11261178

3^ MUSC Pain in extremity/
Left upper arm pain

1 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1126 
11261182

3^ GENRL Injection site pain/
Injection site pain

1 17SEP2020 2/3 1 Yes NA R 
(19SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 08OCT2020 2/3 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1126 
11261183

3^ NERV Headache/
Headache

1 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100

3^ GENRL Fatigue/
Fatigue

1 18SEP2020 2/2 2 Yes NA R 
(19SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1126 
11261185

NERV Dizziness/
Dizzy Spell

1 21SEP2020 5/1 2 No O NA R 
(21SEP2020)

N/N

16-55/
C459100
1 1126 
11261186

3^ GENRL Injection site pain/
Pain, injection site

1 18SEP2020 2/4 1 Yes NA R 
(21SEP2020)

N/N

16-55/
C459100
1 1126 
11261187

3^ GENRL Fatigue/
Fatigue

1 17SEP2020 1/2 2 Yes NA R 
(18SEP2020)

N/N

Injection site pain/
Pain, Injection site

1 17SEP2020 1/2 2 Yes NA R 
(18SEP2020)

N/N

Pain/
Body aches

1 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1126 
11261193

3^ GENRL Injection site pain/
Pain, Injection site

2 09OCT2020 1/2 1 Yes NA R 
(10OCT2020)

N/N

NERV Headache/
Headache

2 10OCT2020 2/1 1 Yes NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1126 
11261194

3^ NERV Headache/
Headache

1 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

GENRL Injection site pain/
Pain, Injection site

2 09OCT2020 1/2 1 Yes NA R 
(10OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

EAR Vertigo/
Vertigo

2 06NOV2020 29/C 1 No O NA RG N/N

16-55/
C459100
1 1126 
11261196

3^ MUSC Myalgia/
Muscle Aches

2 13OCT2020 2/2 2 Yes NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1126 
11261197

3^ GENRL Chills/
Chills

1 21SEP2020 1/2 2 Yes NA R 
(22SEP2020)

N/N

Malaise/
Malaise

1 21SEP2020 1/2 2 Yes NA R 
(22SEP2020)

N/N

MUSC Myalgia/
Muscle aches

1 21SEP2020 1/2 2 Yes NA/TC R 
(22SEP2020)

N/N

Pain in extremity/
Left upper arm pain

1 21SEP2020 1/3 2 Yes NA/TC R 
(23SEP2020)

N/N

NERV Headache/
Headache

1 21SEP2020 1/2 1 Yes NA/TC R 
(22SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 12OCT2020 1/2 1 Yes NA R 
(13OCT2020)

N/N

Injection site pain/
Left injection site arm pain

2 12OCT2020 1/3 1 Yes NA/TC R 
(14OCT2020)

N/N

MUSC Myalgia/
Muscle aches

2 12OCT2020 1/2 2 Yes NA/TC R 
(13OCT2020)

N/N

NERV Headache/
Headache

2 12OCT2020 1/2 2 Yes NA/TC R 
(13OCT2020)

N/N

16-55/
C459100

3^ GENRL Fatigue/
Fatigue

2 12OCT2020 1/2 1 Yes NA R 
(13OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1126 
11261199

Injection site pain/
Pain, Injection site

2 12OCT2020 1/2 1 Yes NA R 
(13OCT2020)

N/N

Pyrexia/
Fever

2 12OCT2020 1/2 1 Yes NA/TC R 
(13OCT2020)

N/N

NERV Headache/
Headache

2 12OCT2020 1/2 1 Yes NA R 
(13OCT2020)

N/N

16-55/
C459100
1 1127 
11271015

2^ INFEC Nasopharyngitis/
common cold

2 01OCT2020 45/4 1 No O NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1127 
11271022

3^ MUSC Arthralgia/
joint pain

1 31JUL2020 2/C 2 Yes NA/TC N N/N

NERV Headache/
headache

1 03AUG2020 5/14 3 Yes NA/TC R 
(16AUG2020)

N/N

INFEC Sinusitis/
Sinus infection

1 04AUG2020 6/C 2 No O NA/TC N N/N

PSYCH Insomnia/
Insomnia

1 22AUG2020 24/C 1 No O NA/TC N N/N

Schizophrenia/
Schizophrenia

1 22AUG2020 24/C 1 No O P/TC N N/N

NERV Headache/
Headache

1 15SEP2020 48/C 1 No O NA/TC N N/N

GENRL Influenza like illness/
Flu like symptoms

1 26SEP2020 59/C 1 No O NA N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1127 
11271026

3^ SKIN Dermatitis contact/
Contact dermatitis (poison ivy)

2 26AUG2020 8/9 1 No O NA/TC R 
(03SEP2020)

N/N

16-55/
C459100
1 1127 
11271073

3^ PSYCH Anxiety/
worsening of anxiety

2 02SEP2020 9/C 1 No O NA N N/N

Depression/
worsening of depression

2 02SEP2020 9/C 1 No O NA N N/N

16-55/
C459100
1 1127 
11271086

3^ GASTR Dental caries/
Dental caries

2 04SEP2020 6/3 1 No O NA R 
(06SEP2020)

N/N

Toothache/
toothache

2 04SEP2020 6/3 1 No O NA/TC/TCN R 
(06SEP2020)

N/N

16-55/
C459100
1 1127 
11271097

3^ NERV Sinus headache/
headache sinus

2 09SEP2020 1/3 1 Yes NA/TC R 
(11SEP2020)

N/N

16-55/
C459100
1 1128 
11281005

3^ SKIN Rash/
Rash upper torso

2 12SEP2020 25/C 2 No O NA/TC N N/N

16-55/
C459100
1 1128 
11281017

3^ INJ&P Fall/
Fall

1 08AUG2020 8/1 2 No O NA R 
(08AUG2020)

N/N

Lumbar vertebral fracture/
L2/L3 Fracture

1 08AUG2020 8/C 2 No O NA/TC N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1128 
11281018

3^ GASTR Abdominal pain upper/
STOMACH PAIN

2 03SEP2020 15/22 2 No O NA/TC R 
(24SEP2020)

N/N

GENRL Chest discomfort/
CENTRAL CHEST 

DISCOMFORT

2 10OCT2020 52/1 2 No O NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1128 
11281057

3^ INFEC Tonsillitis/
tonsillitis

2 19SEP2020 25/C 1 No O NA N N/N

16-55/
C459100
1 1128 
11281061

3^ INJ&P Muscle strain/
intercostal muscle strain

1 07AUG2020 1/C 1 No O NA N N/N

16-55/
C459100
1 1128 
11281064

3^ EAR Vertigo/
Vertigo

2 31AUG2020 5/4 1 No O NA/TCN R 
(03SEP2020)

N/N

METAB Dehydration/
dehydration

2 08OCT2020 43/3 1 No O NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1128 
11281078

3^ INFEC Kidney infection/
Kidney Infection

1 15AUG2020 9/7 2 No O NA/TC R 
(21AUG2020)

N/N

UNC URINARY TRACT 
INFECTION@@/

URINARY TRACT 
INFECTION

1 15AUG2020 9/7 2 No O NA/TC R 
(21AUG2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 943

FDA-CBER-2021-5683-0126969



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

RESP Nasal congestion/
Nasal Congestion

2 02OCT2020 38/6 1 No O NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1128 
11281098

3^ SKIN Macule/
Erythematous, Macule upper 

anterior thigh

2 13SEP2020 10/27 2 No O NA/TC R 
(09OCT2020)

N/N

16-55/
C459100
1 1128 
11281101

3^ MUSC Arthralgia/
Bilateral Knee Pain

1 15AUG2020 4/C 1 No O NA/TC/TCN N N/N

16-55/
C459100
1 1128 
11281103

3^ INFEC Escherichia urinary tract 
infection/

Escherichia coli urinary tract 
infection

2 03OCT2020 33/20 2 No O NA/TC R 
(22OCT2020)

Y/N

INV Blood potassium decreased/
Low potassium

2 03OCT2020 33/20 2 No O NA/TC R 
(22OCT2020)

Y/N

RENAL Nephrolithiasis/
Kidney Stones

2 03OCT2020 33/20 2 No O NA/TC R 
(22OCT2020)

Y/N

16-55/
C459100
1 1128 
11281107

3^ NERV Presyncope/
presyncope (following blood 

draw)*

12AUG2020 1/1 2 Yes NA R 
(12AUG2020)

N/N

16-55/
C459100
1 1128 
11281119

3^ GASTR Nausea/
nausea

1 27AUG2020 14/1 2 No O NA R 
(27AUG2020)

N/N

Vomiting/
vomiting

1 27AUG2020 14/4 2 No O NA R 
(30AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1128 
11281128

3^ INFEC Urinary tract infection/
Urinary Tract Infection

1 06SEP2020 21/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1128 
11281129

3^ GENRL Chills/
Chills

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

Pyrexia/
Fever

2 10SEP2020 2/2 1 Yes NA/TC R 
(11SEP2020)

N/N

16-55/
C459100
1 1128 
11281143

3^ INJ&P Muscle strain/
Bilateral LEG muscle strain

2 18SEP2020 9/C 2 No O NA/TC N N/N

MUSC Spondylitis/
unknown LUMBAR 

INFLAMATION

2 18SEP2020 9/C 2 No O NA/TC N N/N

16-55/
C459100
1 1128 
11281147

3^ GENRL Pain/
Body aches

2 08SEP2020 1/3 1 Yes NA R 
(10SEP2020)

N/N

Pyrexia/
Fever

2 08SEP2020 1/3 1 Yes NA/TC R 
(10SEP2020)

N/N

16-55/
C459100
1 1128 
11281157

3^ GENRL Pain/
Body aches

1 21AUG2020 2/2 1 Yes NA R 
(22AUG2020)

N/N

Pyrexia/
Fever

1 21AUG2020 2/2 2 Yes NA/TC R 
(22AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

1 21AUG2020 2/2 1 Yes NA R 
(22AUG2020)

N/N

GENRL Pain/
Body aches

2 11SEP2020 2/2 1 Yes NA R 
(12SEP2020)

N/N

Pyrexia/
Fever

2 11SEP2020 2/2 2 Yes NA/TC R 
(12SEP2020)

N/N

NERV Headache/
Headache

2 11SEP2020 2/2 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1128 
11281170

3^ GENRL Pain/
Body Aches

1 25AUG2020 2/3 1 Yes NA/TC R 
(27AUG2020)

N/N

RESP Paranasal sinus discomfort/
Nasal Sinus Discomfort

1 25AUG2020 2/3 1 Yes NA R 
(27AUG2020)

N/N

INFEC Upper respiratory tract infection/
Upper Respiratory Infection

2 12OCT2020 28/7 1 No O NA R 
(18OCT2020)

N/N

16-55/
C459100
1 1128 
11281173

3^ MUSC Arthritis/
RIGHT SHOULDER 

INFLAMATION

1 17SEP2020 25/1 1 No O NA/TC R 
(17SEP2020)

N/N

16-55/
C459100
1 1128 
11281175

3^ GENRL Chills/
Chills

2 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)

N/N

Pain/
Body Aches

2 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)

N/N

Pyrexia/
Subjective Fever

2 15SEP2020 2/1 1 Yes NA/TC R 
(15SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1128 
11281176

3^ NERV Syncope/
vasovagal syncope*

24AUG2020 1/1 3 No O NA R 
(24AUG2020)

N/N

GENRL Chills/
Chills

2 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)

N/N

Pain/
Body Aches

2 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)

N/N

Pyrexia/
Subject Fever

2 15SEP2020 2/1 1 Yes NA/TC R 
(15SEP2020)

N/N

16-55/
C459100
1 1128 
11281190

3^ GENRL Pain/
Body Aches

2 16SEP2020 2/3 2 Yes NA R 
(18SEP2020)

N/N

Pyrexia/
Subjective Fever

2 16SEP2020 2/1 2 Yes NA R 
(16SEP2020)

N/N

NERV Headache/
Headaches

2 16SEP2020 2/3 2 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1128 
11281195

3^ GASTR Toothache/
Toothache, upper right side

1 27AUG2020 3/1 1 No O NA R 
(27AUG2020)

N/N

GENRL Chills/
Chills

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

Pain/
generalized body aches

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

Pyrexia/
Fever

2 14SEP2020 1/2 2 Yes NA/TC R 
(15SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1128 
11281198

3^ BLOOD Lymphadenopathy/
Axillary Adenophathy, left side

1 26AUG2020 1/4 1 Yes NA/TCN R 
(29AUG2020)

N/N

16-55/
C459100
1 1128 
11281199

3^ RENAL Haematuria/
hematuria

2 15OCT2020 29/1 1 No O NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1128 
11281220

3^ GASTR Nausea/
NAUSEA

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

GENRL Pyrexia/
FEVER (101)

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

NERV Headache/
HEADACHE

2 19SEP2020 2/2 2 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1128 
11281225

3^ GENRL Injection site pain/
Soreness at injection site, left 

arm

2 18SEP2020 1/3 1 Yes NA R 
(20SEP2020)

N/N

Pain/
Body Aches

2 18SEP2020 1/3 1 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1128 
11281228

3^ GENRL Chills/
CHILLS

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

MUSC Myalgia/
MUSCLE PAIN, RIGHT ARM

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
HEADACHE

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1128 
11281231

3^ GENRL Injection site pain/
Soreness left arm, at injection 

site.*

31AUG2020 1/3 1 Yes NA R 
(02SEP2020)

N/N

GENRL Injection site pain/
Soreness left arm, at injection 

site.

2 21SEP2020 1/3 1 Yes NA R 
(23SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

Pyrexia/
Subjective fever

2 22SEP2020 2/1 2 Yes NA/TC R 
(22SEP2020)

N/N

NERV Headache/
Headache

2 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1128 
11281232

3^ GENRL Fatigue/
FATIGUE

1 31AUG2020 1/2 1 Yes NA R 
(01SEP2020)

N/N

Injection site pain/
INJECTION SITE SORENESS, 

LEFT ARM

1 31AUG2020 1/2 1 Yes NA R 
(01SEP2020)

N/N

GENRL Fatigue/
FATIGUE

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1128 
11281235

3^ INFEC Bacterial vulvovaginitis/
Bacterial Vaginitis

2 15OCT2020 25/5 1 No O NA/TC R 
(19OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1128 
11281247

3^ NERV Dizziness/
Dizziness*

01SEP2020 1/1 1 Yes NA R 
(01SEP2020)

N/N

GENRL Pyrexia/
SUBJECTIVE FEVER

2 23SEP2020 1/3 1 Yes NA R 
(25SEP2020)

N/N

NERV Headache/
HEADACHE

2 23SEP2020 1/3 1 Yes NA R 
(25SEP2020)

N/N

GASTR Nausea/
NAUSEA

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

GENRL Fatigue/
FATIGUE

2 24SEP2020 2/2 2 Yes NA R 
(25SEP2020)

N/N

RESP Cough/
COUGH

2 24SEP2020 2/2 1 No O NA R 
(25SEP2020)

N/N

Nasal congestion/
NASAL CONGESTION

2 24SEP2020 2/2 1 No O NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1128 
11281257

3^ GENRL Injection site pain/
INJECTION SITE PAIN, LEFT 

ARM

1 01SEP2020 1/5 1 Yes NA R 
(05SEP2020)

N/N

GENRL Fatigue/
FATIGUE

1 02SEP2020 2/1 1 Yes NA R 
(02SEP2020)

N/N

GENRL Chills/
CHILLS

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

Fatigue/
FATIGUE

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

Injection site pain/
INJECTION SITE SORENESS, 

LEFT ARM

2 22SEP2020 2/2 1 Yes NA/TCN R 
(23SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
SORE NECK MUSCLES

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1128 
11281268

3^ GENRL Injection site pain/
SORENESS AT INJECTION 

SITE, LEFT ARM

1 02SEP2020 1/2 1 Yes NA/TC R 
(03SEP2020)

N/N

GENRL Injection site pain/
SORENESS AT INJECTION 

SITE, LEFT ARM

2 22SEP2020 1/2 1 Yes NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1128 
11281269

3^ MUSC Myalgia/
MUSCLE PAIN

1 04SEP2020 3/2 1 Yes NA R 
(05SEP2020)

N/N

NERV Headache/
HEADACHE

1 05SEP2020 4/1 1 Yes NA/TC R 
(05SEP2020)

N/N

GENRL Injection site pain/
SORENESS AT INJECTION 

SITE, LEFT

1 07SEP2020 6/2 1 Yes NA R 
(08SEP2020)

N/N

16-55/
C459100
1 1128 
11281274

3^ GENRL Chills/
Chills

1 06SEP2020 4/3 1 Yes NA R 
(08SEP2020)

N/N

16-55/
C459100
1 1128 
11281286

3^ INFEC Vulvovaginal mycotic infection/
Vaginal Yeast Infection

1 04SEP2020 1/6 2 No O NA/TC R 
(09SEP2020)

N/N

16-55/
C459100
1 1128 
11281288

3^ INFEC Ear infection/
Ear Infection

2 30SEP2020 6/10 2 No O NA R 
(09OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

RESP Respiratory tract congestion/
Chest Congestion

2 30SEP2020 6/10 1 No O NA/TC R 
(09OCT2020)

N/N

16-55/
C459100
1 1128 
11281289

3^ GENRL Chills/
Chills

1 04SEP2020 1/2 1 Yes NA R 
(05SEP2020)

N/N

Injection site pain/
left arm injection site 

pain/soreness

1 04SEP2020 1/5 1 Yes NA R 
(08SEP2020)

N/N

Pyrexia/
Subjective Fever

1 04SEP2020 1/2 1 Yes NA R 
(05SEP2020)

N/N

GENRL Chills/
CHILLS

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

Injection site pain/
INJECTION SITE SORENESS, 

LEFT ARM

2 23SEP2020 1/3 1 Yes NA R 
(25SEP2020)

N/N

Pain/
BODY ACHES

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

Pyrexia/
SUBJECTIVE FEVER

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1128 
11281294

3^ GENRL Chills/
Chills

2 04OCT2020 2/2 1 Yes NA/TC R 
(05OCT2020)

N/N

Pain/
body aches

2 04OCT2020 2/2 1 Yes NA/TC R 
(05OCT2020)

N/N

Pyrexia/
Subjective fever (99.7)

2 04OCT2020 2/2 1 Yes NA/TC R 
(05OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1128 
11281301

3^ GENRL Chills/
Chills

2 29SEP2020 2/4 1 Yes NA R 
(02OCT2020)

N/N

Fatigue/
Fatigue

2 29SEP2020 2/4 2 Yes NA R 
(02OCT2020)

N/N

Pyrexia/
Subjective Fever

2 29SEP2020 2/1 1 Yes NA/TC R
(29SEP2020)

N/N

SKIN Night sweats/
Night Sweats

2 29SEP2020 2/4 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1128 
11281306

3^ GENRL Chills/
CHILLS

2 28SEP2020 1/2 1 Yes NA R 
(29SEP2020)

N/N

Fatigue/
FATIGUE

2 28SEP2020 1/2 1 Yes NA R 
(29SEP2020)

N/N

Pain/
BODY ACHE

2 28SEP2020 1/2 1 Yes NA R 
(29SEP2020)

N/N

16-55/
C459100
1 1128 
11281309

3^ INFEC Urinary tract infection/
URINARY TRACT 

INFECTION

2 01OCT2020 3/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1128 
11281311

3^ GENRL Pyrexia/
Subjective Fever

2 03OCT2020 2/2 1 Yes NA/TC R 
(04OCT2020)

N/N

16-55/
C459100

3^ GENRL Chills/
chills

2 04OCT2020 2/1 1 Yes NA R 
(04OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1128 
11281332

16-55/
C459100
1 1128 
11281334

3^ GENRL Chills/
Chills

1 03OCT2020 23/1 1 Yes NA R 
(03OCT2020)

N/N

Pain/
Body Aches

1 03OCT2020 23/1 1 Yes NA R 
(03OCT2020)

N/N

Pyrexia/
Fever

1 03OCT2020 23/1 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1128 
11281345

3^ GENRL Pain/
Aches/Pain

2 03OCT2020 2/2 1 Yes NA R 
(04OCT2020)

N/N

Pyrexia/
Subjective Fever

2 03OCT2020 2/2 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1128 
11281359

3^ BLOOD Lymphadenopathy/
Left Supraclavicular Adenopathy

2 07OCT2020 2/C 2 Yes NA/TC RG N/N

GENRL Injection site pain/
Left Arm injection site Pain

2 07OCT2020 2/C 1 Yes NA/TC RG N/N

16-55/
C459100
1 1128 
11281384

3^ GENRL Chills/
CHILLS

1 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
Soreness left arm, at injection 

site.

1 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1128 
11281385

GENRL Fatigue/
Fatigue

1 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 15OCT2020 2/2 1 Yes NA R 
(16OCT2020)

N/N

Pyrexia/
subjective fever

2 15OCT2020 2/2 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1129 
11291029

3^ INFEC Vulval abscess/
worsening furuncle vulva

2 30SEP2020 38/31 2 No O NA/TC R 
(30OCT2020)

N/N

16-55/
C459100
1 1129 
11291042

3^ GASTR Dyspepsia/
Dyspepsia

1 08AUG2020 5/4 2 No O NA/TC R 
(11AUG2020)

N/N

16-55/
C459100
1 1129 
11291061

3^ INJ&P Foot fracture/
fracture right great toe

2 10OCT2020 47/C 2 No O NA/TCN RG N/N

Foot fracture/
fracture right second toe

2 10OCT2020 47/C 2 No O NA/TC/TCN RG N/N

16-55/
C459100
1 1129 
11291072

3^ MUSC Back pain/
low back pain

2 31AUG2020 1/26 1 No O NA/TC R 
(25SEP2020)

N/N

16-55/
C459100

3^ NEOPL Benign breast neoplasm/
benign breast nodules bilateral

1 17AUG2020 7/10 2 No O NA/TC/TCN R 
(26AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1129 
11291092

16-55/
C459100
1 1129 
11291142

3^ NERV Headache/
Headache

2 09OCT2020 26/3 1 No O NA/TC R 
(11OCT2020)

N/N

RESP Sinus congestion/
sinus congestion

2 09OCT2020 26/3 1 No O NA/TC R 
(11OCT2020)

N/N

16-55/
C459100
1 1129 
11291148

3^ INJ&P Muscle strain/
neck muscle strain

1 11SEP2020 18/4 1 No O NA/TC R 
(14SEP2020)

N/N

16-55/
C459100
1 1129 
11291153

3^ MUSC Myalgia/
myalgias

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1129 
11291157

3^ MUSC Myalgia/
Left deltoid tenderness

1 01SEP2020 1/2 2 Yes NA R 
(02SEP2020)

N/N

16-55/
C459100
1 1129 
11291165

3^ GENRL Chest pain/
Acute chest pain

1 13SEP2020 6/19 2 No O NA/TC R 
(01OCT2020)

N/N

16-55/
C459100
1 1129 
11291187

3^ GENRL Pyrexia/
fever

2 07OCT2020 2/2 1 Yes NA/TC R 
(08OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
muscle aches

2 07OCT2020 2/2 2 Yes NA/TC R 
(08OCT2020)

N/N

NERV Headache/
headache

2 07OCT2020 2/2 2 Yes NA/TC R 
(08OCT2020)

N/N

16-55/
C459100
1 1129 
11291197

3^ GASTR Nausea/
Nausea

1 22SEP2020 1/1 1 Yes NA R 
(22SEP2020)

N/N

GENRL Injection site pain/
Left arm injection site soreness

1 22SEP2020 1/3 1 Yes NA R 
(24SEP2020)

N/N

GASTR Lip swelling/
Upper lip swelling

1 06OCT2020 15/2 1 Yes NA/TC R 
(07OCT2020)

N/N

GASTR Lip swelling/
lower lip swelling

1 11OCT2020 20/2 1 Yes NA/TC R 
(12OCT2020)

N/N

GASTR Diarrhoea/
Diarrhea

2 14OCT2020 2/1 1 Yes NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 1129 
11291201

3^ MUSC Myalgia/
Left Deltoid tenderness

1 22SEP2020 1/3 1 Yes NA R 
(24SEP2020)

N/N

MUSC Myalgia/
left deltoid tenderness

2 13OCT2020 1/3 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1129 
11291202

3^ INFEC Upper respiratory tract infection/
Upper Respiratory Infection

1 26SEP2020 5/5 1 No O NA R 
(30SEP2020)

N/N

16-55/
C459100

3^ GENRL Fatigue/
fatigue

1 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1129 
11291210

MUSC Myalgia/
left deltoid tenderness

1 30SEP2020 2/3 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1129 
11291212

3^ MUSC Myalgia/
right deltoid muscle tenderness

1 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1130 
11301001

3^ GENRL Chills/
chills

2 14SEP2020 1/1 1 Yes NA R 
(14SEP2020)

N/N

GENRL Pyrexia/
fever

2 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)

N/N

MUSC Myalgia/
muscle aches in bilateral legs

2 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1130 
11301002

3^ REPRO Breast pain/
bilateral breast pain

1 25AUG2020 2/28 1 No O NA R 
(21SEP2020)

N/N

16-55/
C459100
1 1130 
11301032

3^ GASTR Vomiting/
emesis

1 02SEP2020 1/1 1 No O NA R 
(02SEP2020)

N/N

NERV Presyncope/
near syncope*

02SEP2020 1/1 1 No O NA R 
(02SEP2020)

N/N

16-55/
C459100

3^ RESP Cough/
Cough

1 19SEP2020 18/4 1 No O NA R 
(22SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1130 
11301033

16-55/
C459100
1 1130 
11301056

3^ NERV Headache/
Headache

2 28SEP2020 1/8 1 Yes NA R 
(05OCT2020)

N/N

16-55/
C459100
1 1130 
11301064

3^ EAR Vertigo positional/
Benign paroxysmal positional 

vertigo

1 19SEP2020 10/6 1 No O NA/TC/TCN R 
(24SEP2020)

N/N

16-55/
C459100
1 1131 
11311015

3^ INJ&P Eye contusion/
contusion of right eye

2 25SEP2020 18/5 1 No O NA R 
(29SEP2020)

N/N

16-55/
C459100
1 1131 
11311020

3^ MUSC Coccydynia/
coccygeal pain

2 21OCT2020 50/C 2 No O NA/TCN N N/N

16-55/
C459100
1 1131 
11311024

3^ IMMU
N

Drug hypersensitivity/
allergic reaction, potentially 

related to study drug

1 17AUG2020 1/1 2 Yes NA/TC R 
(17AUG2020)

N/N

SKIN Urticaria/
allergic reaction, one hive 
appearing on right armpit

1 17AUG2020 1/1 2 Yes NA/TC R 
(17AUG2020)

N/N

NERV Headache/
headache

1 18AUG2020 2/4 2 Yes NA/TC R 
(21AUG2020)

N/N

16-55/
C459100

3^ GENRL Fatigue/
fatigue

2 08SEP2020 1/3 2 Yes NA/TC R 
(10SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1131 
11311035

MUSC Myalgia/
muscle aches

2 09SEP2020 2/2 2 Yes NA/TC R 
(10SEP2020)

N/N

16-55/
C459100
1 1131 
11311042

3^ INJ&P Ligament sprain/
sprained left ankle

2 03OCT2020 26/39 2 No O NA/TC R 
(10NOV2020)

N/N

16-55/
C459100
1 1131 
11311046

3^ GENRL Fatigue/
fatigue

2 12SEP2020 2/2 1 Yes NA/TC R 
(13SEP2020)

N/N

Pyrexia/
fever

2 12SEP2020 2/2 1 Yes NA/TC R 
(13SEP2020)

N/N

SURG Endodontic procedure/
root canal

2 28SEP2020 18/1 2 No O NA/TCN R 
(28SEP2020)

N/N

16-55/
C459100
1 1131 
11311053

3^ GENRL Chills/
chills

2 11SEP2020 1/3 2 Yes NA/TC R 
(13SEP2020)

N/Y

Pain/
body aches

2 11SEP2020 1/3 2 Yes NA/TC R 
(13SEP2020)

N/Y

INV Body temperature increased/
elevated temperature

2 11SEP2020 1/3 1 Yes NA/TC R 
(13SEP2020)

N/Y

16-55/
C459100
1 1131 
11311069

3^ NERV Dizziness/
light headedness

2 11SEP2020 2/5 1 Yes NA R 
(15SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1131 
11311071

3^ INJ&P Procedural pain/
left arm pain post injection

1 22AUG2020 2/2 2 Yes NA R 
(23AUG2020)

N/N

GENRL Injection site pain/
left arm injection site pain

2 09SEP2020 1/3 1 Yes NA R 
(11SEP2020)

N/N

SKIN Rash/
rash across chest

2 09SEP2020 1/6 1 Yes NA R 
(14SEP2020)

N/N

16-55/
C459100
1 1131 
11311073

3^ MUSC Back pain/
left side low back pain

2 27SEP2020 14/10 1 No O NA/TC R 
(06OCT2020)

N/N

16-55/
C459100
1 1131 
11311076

3^ MUSC Arthralgia/
generalized joint pain

1 26AUG2020 3/16 1 No O NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1131 
11311080

3^ GENRL Chills/
chills

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

Fatigue/
fatigue

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1131 
11311081

3^ NERV Presyncope/
Near syncope*

25AUG2020 1/1 1 No O NA R 
(25AUG2020)

N/N

16-55/
C459100
1 1131 
11311090

3^ GENRL Injection site haematoma/
injection site hematoma

2 18SEP2020 1/6 1 No O NA RS 
(23SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1131 
11311097

3^ SKIN Pruritus/
generalized pruritus

1 28AUG2020 2/1 1 Yes NA/TC R 
(28AUG2020)

N/N

16-55/
C459100
1 1131 
11311104

3^ GENRL Chills/
chills

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

Fatigue/
fatigue

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1131 
11311107

3^ GENRL Injection site pain/
injection site tenderness

2 21SEP2020 1/2 2 Yes NA/TC R 
(22SEP2020)

N/N

16-55/
C459100
1 1131 
11311117

3^ UNC WORSENING OF 
DIZZINESS@@/

Worsening of dizziness

2 08NOV2020 48/2 3 No O NA/TC R 
(09NOV2020)

N/N

16-55/
C459100
1 1131 
11311124

3^ GENRL Injection site pain/
Injection site arm pain

2 26SEP2020 2/3 1 Yes NA R 
(28SEP2020)

N/N

16-55/
C459100
1 1131 
11311129

3^ GENRL Injection site pain/
Injection site pain in arm

2 24SEP2020 1/4 2 Yes NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1131 
11311132

3^ INJ&P Contusion/
right sided facial bruising

2 11OCT2020 20/8 1 No O NA RS 
(18OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Contusion/
right-sided shoulder bruising

2 11OCT2020 20/8 2 No O NA R 
(18OCT2020)

N/N

Fall/
mechanical fall

2 11OCT2020 20/1 2 No O NA R 
(11OCT2020)

N/N

MUSC Arthralgia/
shoulder pain, right

2 11OCT2020 20/C 2 No O NA/TC N N/N

16-55/
C459100
1 1131 
11311134

3^ INJ&P Contusion/
contusion on right thigh

1 17SEP2020 15/15 2 No O NA R 
(01OCT2020)

N/N

Road traffic accident/
bicycle accident

1 17SEP2020 15/1 2 No O NA R 
(17SEP2020)

N/N

Skin abrasion/
abrasion right forearm

1 17SEP2020 15/15 2 No O NA/TCN R 
(01OCT2020)

N/N

16-55/
C459100
1 1131 
11311136

3^ GENRL Injection site pain/
injection site arm pain

2 22SEP2020 1/3 1 Yes NA R 
(24SEP2020)

N/N

METAB Decreased appetite/
decreased appetite

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

SKIN Night sweats/
night sweats

2 23SEP2020 2/1 2 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1131 
11311147

3^ GENRL Injection site pain/
injection site pain in left arm

2 29SEP2020 2/3 2 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100

3^ GASTR Nausea/
nausea

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1131 
11311148

GENRL Chills/
chills

2 01OCT2020 2/2 1 Yes NA/TC R 
(02OCT2020)

N/N

Injection site pain/
arm pain at injection site

2 01OCT2020 2/2 1 Yes NA/TC R 
(02OCT2020)

N/N

Pyrexia/
fever

2 01OCT2020 2/2 2 Yes NA/TC R 
(02OCT2020)

N/N

MUSC Myalgia/
muscle pain

2 01OCT2020 2/2 1 Yes NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 1131 
11311152

3^ INJ&P Fall/
Fall

1 25SEP2020 17/1 1 No O NA RS 
(25SEP2020)

N/N

Skin abrasion/
bilateral knee abrasion

1 25SEP2020 17/21 1 No O NA/TC/TCN RS 
(15OCT2020)

N/N

INFEC Carbuncle/
both axillary carbuncles

2 24OCT2020 25/C 2 No O NA/TC N N/N

16-55/
C459100
1 1131 
11311162

3^ MUSC Myalgia/
muscle pain in back

2 01OCT2020 2/2 1 Yes NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 1131 
11311172

3^ MUSC Joint swelling/
right knee swelling

2 02NOV2020 32/C 2 No O NA/TC RG N/N

16-55/
C459100

3^ GENRL Injection site pain/
injection site pain

2 02OCT2020 2/7 1 Yes NA/TC R 
(08OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1131 
11311173

16-55/
C459100
1 1131 
11311178

3^ GENRL Pyrexia/
fever, 100.7 degrees Fahrenheit

2 07OCT2020 2/1 1 Yes NA/TC R 
(07OCT2020)

N/N

MUSC Myalgia/
muscle aches

2 07OCT2020 2/1 1 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1131 
11311181

3^ GENRL Chills/
Chills

2 06OCT2020 1/1 1 Yes NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1131 
11311183

3^ NERV Syncope/
vasovagal episode with syncope*

16SEP2020 1/1 1 No O NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1131 
11311190

3^ RESP Sinus congestion/
Sinus congestion

1 06OCT2020 19/C 1 No O NA/TC N N/N

16-55/
C459100
1 1131 
11311193

3^ GENRL Pain/
generalized body pain

1 04OCT2020 17/C 2 No O NA/TC RG N/N

INJ&P Rib fracture/
fracture of left rib

1 04OCT2020 17/C 2 No O NA/TC RG N/N

Road traffic accident/
bicycle collision with motor 

vehicle

1 04OCT2020 17/1 2 No O NA/TC RS 
(04OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Skin laceration/
laceration of left elbow

1 04OCT2020 17/C 1 No O NA/TC/TCN RG N/N

16-55/
C459100
1 1131 
11311201

3^ GENRL Fatigue/
fatigue

1 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

GENRL Chills/
chills

2 12OCT2020 1/3 1 Yes NA R 
(14OCT2020)

N/N

Fatigue/
fatigue

2 12OCT2020 1/C 1 Yes NA RG N/N

INV Body temperature increased/
elevated temperature, low grade

2 12OCT2020 1/4 1 Yes NA R 
(15OCT2020)

N/N

MUSC Myalgia/
generalized myalgia

2 12OCT2020 1/3 1 Yes NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1131 
11311228

3^ NERV Migraine/
migraine

1 01OCT2020 2/4 2 No O NA/TC R 
(04OCT2020)

N/N

VASC Hypertension/
worsening hypertension

1 01OCT2020 2/3 1 No O NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1131 
11311232

3^ GENRL Injection site pain/
injection site pain

1 09OCT2020 2/3 1 Yes NA R 
(11OCT2020)

N/N

16-55/
C459100
1 1133 
11331059

3^ GASTR Vomiting/
vomiting

2 10OCT2020 25/2 2 No O NA/TC R 
(11OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1133 
11331113

3^ NERV Headache/
headache

2 27OCT2020 60/5 2 No O NA/TC R 
(31OCT2020)

N/N

16-55/
C459100
1 1133 
11331115

3^ GASTR Vomiting/
vomiting

2 19SEP2020 22/2 1 No O NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1133 
11331117

3^ INJ&P Thermal burn/
right calf skin burn due to 

contact with very hot motorcycle 
pipe exhaust.

1 15AUG2020 8/45 2 No O NA/TC R 
(28SEP2020)

N/N

16-55/
C459100
1 1133 
11331119

3^ NERV Headache/
headache

1 04SEP2020 24/1 1 No O NA R 
(04SEP2020)

N/N

RESP Nasal congestion/
NASAL CONGESTION

1 04SEP2020 24/6 1 No O NA R 
(09SEP2020)

N/N

16-55/
C459100
1 1133 
11331120

3^ UNC UPPER RESPIRATORY 
INFECCION@@/

Upper Respiratory Infeccion

2 01NOV2020 33/C 2 No NA N N/N

16-55/
C459100
1 1133 
11331139

3^ MUSC Arthralgia/
Worsening left Hip Pain

2 06SEP2020 3/C 1 No O NA RG N/N

Arthralgia/
Worsening left elbow pain

2 06SEP2020 3/C 1 No O NA RG N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 967

FDA-CBER-2021-5683-0126993



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1133 
11331152

3^ SKIN Rash/
Intermittent Rash (arms, legs, 

and abdomen)

1 31AUG2020 18/9 2 Yes NA/TC R 
(08SEP2020)

N/N

16-55/
C459100
1 1133 
11331170

3^ VASC Hypertension/
Worsening of Hypertension

1 04SEP2020 22/C 2 No O P/TC N N/N

16-55/
C459100
1 1133 
11331188

3^ GENRL Pain/
Body Ache

1 31AUG2020 13/4 2 Yes NA/TC R 
(03SEP2020)

N/N

NERV Headache/
Headache

1 31AUG2020 13/4 2 Yes NA/TC R 
(03SEP2020)

N/N

16-55/
C459100
1 1133 
11331195

3^ MUSC Arthralgia/
JOINT PAIN BOTH ARMS

2 12SEP2020 4/C 1 Yes NA N N/N

16-55/
C459100
1 1133 
11331198

3^ GENRL Chills/
CHILLS

2 16SEP2020 8/2 1 Yes NA R 
(17SEP2020)

N/N

Pyrexia/
FEVER

2 16SEP2020 8/2 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1133 
11331207

3^ INJ&P Exposure during pregnancy/
Exposure During Pregnacy

1 20AUG2020 2/38 No O NA/TC R 
(26SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1133 
11331230

3^ GENRL Injection site pain/
SORENESS AT INJECTION 

SITE

2 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

Injection site pain/
injection site pain

2 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1133 
11331263

3^ GENRL Malaise/
malaise

1 26AUG2020 1/3 1 Yes NA R 
(28AUG2020)

N/N

RESP Cough/
cough

1 26AUG2020 1/3 1 Yes NA R 
(28AUG2020)

N/N

GENRL Fatigue/
tiredness

2 16SEP2020 1/5 1 Yes NA R 
(20SEP2020)

N/N

Injection site pain/
injection site pain

2 16SEP2020 1/5 1 Yes NA R 
(20SEP2020)

N/N

MUSC Musculoskeletal discomfort/
back discomfort

2 16SEP2020 1/5 1 Yes NA R 
(20SEP2020)

N/N

NERV Headache/
headaches

2 16SEP2020 1/5 1 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1133 
11331265

3^ GENRL Chills/
CHILLS

2 20SEP2020 5/1 1 Yes NA R 
(20SEP2020)

N/N

MUSC Myalgia/
MUSCLE PAIN

2 20SEP2020 5/1 1 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100

3^ MUSC Back pain/
back pain

2 19SEP2020 2/3 2 No CND NA/TC R 
(21SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1133 
11331266

16-55/
C459100
1 1133 
11331278

3^ GASTR Diarrhoea/
Diarrhea

1 04SEP2020 9/2 1 Yes NA R 
(05SEP2020)

N/N

16-55/
C459100
1 1133 
11331282

3^ GENRL Injection site pain/
injection site soreness

1 27AUG2020 1/5 1 Yes NA R 
(31AUG2020)

N/N

GENRL Pyrexia/
fever

2 19SEP2020 2/2 2 Yes NA/TC R 
(20SEP2020)

N/N

NERV Headache/
headaches

2 19SEP2020 2/2 2 Yes NA/TC R 
(20SEP2020)

N/N

16-55/
C459100
1 1133 
11331292

3^ GASTR Diarrhoea/
DIARRHEA

1 17SEP2020 22/1 1 No O NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1133 
11331293

3^ RESP Oropharyngeal pain/
Sore Throat

1 12SEP2020 17/2 1 No O NA R 
(13SEP2020)

N/N

16-55/
C459100
1 1133 
11331313

3^ GENRL Chills/
CHILLS

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

Pyrexia/
FEVER

2 24SEP2020 2/2 1 Yes NA/TC R 
(25SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
HEADACHE

2 24SEP2020 2/2 1 Yes NA/TC R 
(25SEP2020)

N/N

16-55/
C459100
1 1133 
11331328

3^ GENRL Injection site pain/
Soreness injection site

1 30AUG2020 2/2 1 Yes NA R 
(31AUG2020)

N/N

EAR Tinnitus/
Tinnitus

1 14SEP2020 17/C 2 No O NA N N/N

NERV Headache/
Headache

1 14SEP2020 17/C 1 Yes NA/TCN N N/N

16-55/
C459100
1 1133 
11331346

3^ INFEC Upper respiratory tract infection/
UPPER Respiratory Infection

1 20SEP2020 23/4 2 No O NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1133 
11331360

3^ GENRL Chills/
CHILLS

2 23SEP2020 1/3 1 Yes NA R 
(25SEP2020)

N/N

MUSC Myalgia/
MUSCLE ACHES

2 23SEP2020 1/3 2 Yes NA/TC R 
(25SEP2020)

N/N

16-55/
C459100
1 1133 
11331365

3^ GASTR Diarrhoea/
DIARRHEA

2 23SEP2020 1/4 1 Yes NA R 
(26SEP2020)

N/N

GENRL Chills/
CHILLS

2 23SEP2020 1/4 2 Yes NA/TC/TCN R 
(26SEP2020)

N/N

Pyrexia/
FEVER

2 23SEP2020 1/4 2 Yes NA/TC/TCN R 
(26SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
HEADACHE

2 23SEP2020 1/4 2 Yes NA/TC R 
(26SEP2020)

N/N

16-55/
C459100
1 1133 
11331367

3^ GENRL Chills/
CHILLS

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

Pyrexia/
FEVER

2 23SEP2020 1/2 2 Yes NA/TC/TCN R 
(24SEP2020)

N/N

GASTR Vomiting/
VOMITING (ONE EPISODE)

2 24SEP2020 2/1 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1133 
11331370

3^ GENRL Pyrexia/
FEVER

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1133 
11331376

3^ GENRL Pyrexia/
FEVER

2 26SEP2020 2/3 1 Yes NA R 
(28SEP2020)

N/N

INV Blood glucose abnormal/
UNCONTROLLED BLOOD 

SUGAR LEVEL

2 26SEP2020 2/3 1 Yes NA R 
(28SEP2020)

N/N

MUSC Arthralgia/
JOINT PAIN

2 26SEP2020 2/3 1 Yes NA R 
(28SEP2020)

N/N

16-55/
C459100
1 1133 
11331385

3^ GENRL Pyrexia/
FEVER

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100

3^ EAR Vertigo/
Vertigo

2 30SEP2020 8/11 2 No O NA/TC R 
(10OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1133 
11331387

GASTR Abdominal discomfort/
Stomach upset

2 30SEP2020 8/11 2 No O NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1133 
11331388

3^ GENRL Injection site pain/
PAIN IN INJECTION SITE

2 26SEP2020 2/5 1 Yes NA/TC R 
(30SEP2020)

N/N

Pain/
BODY ACHES

2 26SEP2020 2/15 1 Yes NA/TC R 
(10OCT2020)

N/N

MUSC Musculoskeletal discomfort/
NECK DISCOMFORT

2 26SEP2020 2/5 1 Yes NA/TC R 
(30SEP2020)

N/N

NERV Tension headache/
tension HEADACHE

2 26SEP2020 2/3 1 Yes NA/TC R 
(28SEP2020)

N/N

16-55/
C459100
1 1133 
11331398

3^ GENRL Pyrexia/
FEVER

2 01OCT2020 2/2 2 Yes NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 1133 
11331419

3^ INJ&P Thermal burn/
left wrist burn

1 17SEP2020 9/5 1 No O NA R 
(21SEP2020)

N/N

16-55/
C459100
1 1133 
11331441

3^ INFEC Upper respiratory tract infection/
UPPER RESPIRATORY 

INFECTION (URI)

2 02OCT2020 3/21 1 No O NA R 
(22OCT2020)

N/N

16-55/
C459100

3^ METAB Diabetes mellitus/
WORSENING OF DIABETES

2 11OCT2020 3/1 2 No O NA/TC R 
(11OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1133 
11331450

16-55/
C459100
1 1133 
11331460

3^ GENRL Chills/
chills

1 19SEP2020 2/2 2 Yes NA/TC/TCN R 
(20SEP2020)

N/N

Injection site pain/
injection site pain

1 19SEP2020 2/2 2 Yes NA/TC/TCN R 
(20SEP2020)

N/N

MUSC Arthralgia/
joint pain

1 19SEP2020 2/2 2 Yes NA/TC/TCN R 
(20SEP2020)

N/N

16-55/
C459100
1 1133 
11331463

3^ GENRL Pain/
body aches

1 19SEP2020 2/1 1 Yes NA R 
(19SEP2020)

N/N

Pyrexia/
fever

1 19SEP2020 2/1 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1133 
11331465

3^ INFEC Upper respiratory tract infection/
Upper Respiratory Infection

2 15OCT2020 7/6 1 No O NA/TCN R 
(20OCT2020)

N/N

16-55/
C459100
1 1133 
11331474

3^ RESP Rhinorrhoea/
RUNNY NOSE

1 19SEP2020 2/3 1 Yes NA R 
(21SEP2020)

N/N

GASTR Diarrhoea/
DIARRHEA (1 EPISODE)

1 21SEP2020 4/1 1 Yes NA R 
(21SEP2020)

N/N

16-55/
C459100

3^ GASTR Vomiting/
EMESIS

1 03OCT2020 11/2 2 No O NA/TC R 
(04OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1133 
11331495

GENRL Pyrexia/
FEVER

2 15OCT2020 2/6 2 Yes NA/TC R 
(20OCT2020)

N/N

16-55/
C459100
1 1133 
11331496

3^† INJ&P Foot fracture/
BROKEN PINKY ON LEFT 

FOOT

1 29SEP2020 7/C 2 No O NA/TCN N N/N

16-55/
C459100
1 1133 
11331505

3^ GENRL Influenza like illness/
FLU-LIKE SYMPTOMS

2 14OCT2020 1/13 2 Yes NA/TC/TCN R 
(26OCT2020)

N/N

NERV Headache/
HEADACHE

2 14OCT2020 1/7 2 Yes NA/TC/TCN R 
(20OCT2020)

N/N

16-55/
C459100
1 1133 
11331506

3^ GENRL Injection site pain/
SORENESS AT INJECTION 

SITE

2 14OCT2020 1/5 2 Yes NA/TC/TCN R 
(18OCT2020)

N/N

GENRL Influenza like illness/
FLU-LIKE SYMPTOMS

2 15OCT2020 2/2 2 Yes NA/TC/TCN R 
(16OCT2020)

N/N

16-55/
C459100
1 1134 
11341005

3^ MUSC Joint effusion/
Left Knee Pain secondary to 

joint effusion

1 14AUG2020 9/15 2 No O NA/TC R 
(28AUG2020)

N/N

16-55/
C459100
1 1134 
11341070

3^ GASTR Diarrhoea/
Diarrhea

1 18AUG2020 6/2 1 Yes NA R 
(19AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1134 
11341153

3^ EYE Eye pain/
right eye pain

1 25AUG2020 2/28 2 Yes P R 
(21SEP2020)

N/N

GASTR Abdominal discomfort/
upset stomach

1 25AUG2020 2/28 2 Yes P/TC R 
(21SEP2020)

N/N

Diarrhoea/
diarrhea

1 25AUG2020 2/1 1 Yes P R 
(25AUG2020)

N/N

Diarrhoea/
loose stools

1 25AUG2020 2/28 2 Yes P R 
(21SEP2020)

N/N

GENRL Fatigue/
fatigue

1 25AUG2020 2/28 2 Yes P R 
(21SEP2020)

N/N

MUSC Muscular weakness/
muscle weakness

1 25AUG2020 2/28 2 Yes P R 
(21SEP2020)

N/N

NERV Headache/
headache

1 25AUG2020 2/1 1 Yes P R 
(25AUG2020)

N/N

1 25AUG2020 2/1 2 Yes P/TC R 
(25AUG2020)

N/N

16-55/
C459100
1 1134 
11341174

3^ GENRL Injection site pain/
PAIN AT INJECTION SITE

1 26AUG2020 1/5 3 Yes P R 
(30AUG2020)

N/N

NERV Headache/
WORSENING HEADACHE

1 27AUG2020 2/8 2 Yes P/TC R 
(03SEP2020)

N/N

MUSC Pain in extremity/
ARM PAIN (LEFT)

1 28AUG2020 3/6 3 Yes P/TC R 
(02SEP2020)

N/N

GENRL Chest discomfort/
CHEST TIGHTNESS

1 30AUG2020 5/8 2 Yes NA/TC R 
(06SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

METAB Hypokalaemia/
HYPOKALEMIA

1 30AUG2020 5/3 1 No O NA/TC R 
(01SEP2020)

N/N

16-55/
C459100
1 1134 
11341225

3^ GENRL Injection site pain/
Left Arm Soreness at the 

injection site

1 31AUG2020 1/4 2 Yes NA R 
(03SEP2020)

N/N

16-55/
C459100
1 1134 
11341228

3^ MUSC Intervertebral disc protrusion/
Worsening Herniated Lumbar 

Disc

1 12SEP2020 12/7 2 No O NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1134 
11341308

3^ GASTR Nausea/
NAUSEA

1 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

GENRL Fatigue/
FATIGUE

1 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

Injection site pain/
PAIN AT INJECTION SITE

1 09SEP2020 1/3 2 Yes NA/TC R 
(11SEP2020)

N/N

Injection site swelling/
SWELLING AT INJECTION 

SITE

1 09SEP2020 1/2 2 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1134 
11341321

3^ GENRL Injection site pain/
Pain at injection site*

10SEP2020 1/4 1 Yes NA R 
(13SEP2020)

N/N

16-55/
C459100
1 1134 
11341325

3^ GENRL Injection site pain/
Shoulder Pain on Injection arm

2 02OCT2020 1/4 2 Yes NA R 
(05OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

SKIN Hyperhidrosis/
Sweating

2 02OCT2020 1/1 1 Yes NA R 
(02OCT2020)

N/N

GENRL Fatigue/
Fatigue

2 03OCT2020 2/3 1 Yes NA RG 
(05OCT2020)

N/N

16-55/
C459100
1 1134 
11341378

3^ GASTR Nausea/
NAUSEA

2 27OCT2020 1/2 1 Yes NA R 
(28OCT2020)

N/N

GENRL Chills/
CHILLS

2 27OCT2020 1/2 1 Yes NA R 
(28OCT2020)

N/N

Pain/
BODY ACHES

2 27OCT2020 1/2 1 Yes NA R 
(28OCT2020)

N/N

NERV Headache/
HEADACHE

2 27OCT2020 1/2 1 Yes NA R 
(28OCT2020)

N/N

NERV Facial paralysis/
Bell's Palsy

2 04NOV2020 9/C 2 Yes NA/TC RG N/N

16-55/
C459100
1 1134 
11341381

3^ GENRL Injection site erythema/
Injection Site Redness

2 26OCT2020 1/7 2 Yes NA R 
(01NOV2020)

N/N

Injection site swelling/
Injection Site Swelling

2 26OCT2020 1/7 2 Yes NA R 
(01NOV2020)

N/N

16-55/
C459100
1 1134 
11341393

3^ NERV Presyncope/
vasovagal reaction*

09OCT2020 1/1 2 No O NA R 
(09OCT2020)

N/N

16-55/
C459100

3^ GENRL Pyrexia/
fever

2 27AUG2020 2/1 1 Yes NA/TC R 
(27AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1135 
11351025

NERV Headache/
headache

2 27AUG2020 2/1 1 Yes NA/TC R 
(27AUG2020)

N/N

16-55/
C459100
1 1135 
11351037

3^ INFEC Urinary tract infection/
urinary tract infection

1 07AUG2020 3/11 1 No O NA/TC R 
(17AUG2020)

N/N

16-55/
C459100
1 1135 
11351041

3^ GASTR Dyspepsia/
exacerbation of heartburn

2 04SEP2020 8/5 1 No O NA/TC R 
(08SEP2020)

N/N

16-55/
C459100
1 1135 
11351052

3^ SKIN Skin ulcer/
foot ulcer

2 28AUG2020 2/11 1 No O NA R 
(07SEP2020)

N/N

16-55/
C459100
1 1135 
11351057

3^ INFEC Hordeolum/
left eye stye

1 15AUG2020 9/46 1 No O NA/TC R 
(29SEP2020)

N/N

16-55/
C459100
1 1135 
11351061

3^ SKIN Dermatitis contact/
allergic reaction to poison oak 

(left arm)

1 18AUG2020 12/16 2 No O NA/TC R 
(02SEP2020)

N/N

16-55/
C459100
1 1135 
11351105

3^ INFEC Urinary tract infection/
Urinary tract infection

1 13AUG2020 2/13 1 No O NA/TC R 
(25AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Back pain/
lower back pain

1 13AUG2020 2/C 1 No O NA RG N/N

16-55/
C459100
1 1135 
11351121

3^ INFEC Herpes zoster/
shingles

1 17AUG2020 5/8 1 No O NA/TC R 
(24AUG2020)

N/N

16-55/
C459100
1 1135 
11351142

3^ GASTR Nausea/
Nausea

1 17AUG2020 1/3 1 No O NA R 
(19AUG2020)

N/N

GASTR Dental caries/
dental caries

1 04SEP2020 19/1 1 No O NA/TC R 
(04SEP2020)

N/N

16-55/
C459100
1 1135 
11351144

3^ MUSC Back pain/
lower back pain

1 10SEP2020 25/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1135 
11351151

3^ MUSC Pain in extremity/
Left arm pain

1 22AUG2020 5/2 1 No O NA R 
(23AUG2020)

N/N

16-55/
C459100
1 1135 
11351158

3^ MUSC Pain in extremity/
soreness on both arms and legs

2 10SEP2020 2/1 1 Yes NA/TC R 
(10SEP2020)

N/N

16-55/
C459100
1 1135 
11351163

3^ GENRL Fatigue/
fatigue

1 20AUG2020 2/2 1 Yes NA R 
(21AUG2020)

N/N

NERV Headache/
headache

1 20AUG2020 2/2 1 Yes NA R 
(21AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1135 
11351166

3^ GENRL Chills/
chills

2 10SEP2020 1/2 2 Yes NA/TC R 
(11SEP2020)

N/N

Pain/
bodyaches

2 10SEP2020 1/2 2 Yes NA/TC R 
(11SEP2020)

N/N

NERV Headache/
headache

1 10SEP2020 22/2 2 Yes NA/TC R 
(11SEP2020)

N/N

16-55/
C459100
1 1135 
11351168

3^ GENRL Fatigue/
Fatigue

2 11SEP2020 1/2 1 Yes NA/TC R 
(12SEP2020)

N/N

MUSC Myalgia/
Muscle Aches

2 11SEP2020 1/2 1 Yes NA/TC R 
(12SEP2020)

N/N

16-55/
C459100
1 1135 
11351172

3^ GASTR Diarrhoea/
loose stool

2 12OCT2020 33/C 1 No O NA RG N/N

16-55/
C459100
1 1135 
11351178

3^ INFEC Cellulitis/
left toe cellulitis

2 25SEP2020 16/4 1 No O NA/TC R 
(28SEP2020)

N/N

16-55/
C459100
1 1135 
11351179

3^ NERV Syncope/
syncope episode*

21AUG2020 1/1 1 No O NA R 
(21AUG2020)

N/N

16-55/
C459100
1 1135 
11351190

3^ GENRL Injection site pain/
Injection site pain

2 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever

2 15SEP2020 2/3 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1135 
11351198

3^ NERV Headache/
headache

1 24AUG2020 1/C 1 Yes NA/TC RG N/N

16-55/
C459100
1 1135 
11351201

3^ GENRL Pain/
body aches

2 17SEP2020 1/2 1 Yes NA/TC R 
(18SEP2020)

N/N

GENRL Pyrexia/
fever

2 18SEP2020 2/3 1 Yes NA/TC R 
(20SEP2020)

N/N

16-55/
C459100
1 1135 
11351205

3^ GASTR Diarrhoea/
loose bowel movement

1 07SEP2020 14/1 1 No O NA/TC R 
(07SEP2020)

N/N

16-55/
C459100
1 1135 
11351222

3^ GENRL Injection site pain/
soreness left upper arm injection 

site

1 31AUG2020 1/2 1 Yes NA/TC R 
(01SEP2020)

N/N

16-55/
C459100
1 1135 
11351227

3^ GENRL Injection site pain/
Pain at Injection Site

1 01SEP2020 2/4 1 Yes NA R 
(04SEP2020)

N/N

Pain/
Body Aches

1 01SEP2020 2/4 1 Yes NA R 
(04SEP2020)

N/N

RESP Nasal congestion/
Nasal Congestion

1 01SEP2020 2/4 1 Yes NA R 
(04SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
chills

2 22SEP2020 2/3 1 Yes NA/TC R 
(24SEP2020)

N/N

Injection site pain/
pain at injection site

2 22SEP2020 2/3 1 Yes NA/TC R 
(24SEP2020)

N/N

Pain/
body aches

2 22SEP2020 2/3 1 Yes NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1135 
11351228

3^ GENRL Fatigue/
fatigue

1 01SEP2020 2/2 1 Yes NA R 
(02SEP2020)

N/N

MUSC Myalgia/
muscle pain

1 01SEP2020 2/2 1 Yes NA R 
(02SEP2020)

N/N

16-55/
C459100
1 1135 
11351229

3^ GENRL Injection site pain/
Pain on Injection Site

1 01SEP2020 2/3 1 Yes NA R 
(03SEP2020)

N/N

GENRL Injection site pain/
Injection site soreness

2 21SEP2020 1/3 1 Yes NA R 
(23SEP2020)

N/N

Pain/
Body Aches

2 21SEP2020 1/2 1 Yes NA/TC R 
(22SEP2020)

N/N

Pyrexia/
Fever

2 21SEP2020 1/2 1 Yes NA/TC R 
(22SEP2020)

N/N

16-55/
C459100
1 1135 
11351235

3^ NERV Syncope/
vasovagal syncope*

31AUG2020 1/1 1 No O NA R 
(31AUG2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
Injection site pain

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1135 
11351243

Pain/
Body Aches

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1135 
11351251

3^ GENRL Pain/
body aches

1 02SEP2020 2/2 1 Yes NA R 
(03SEP2020)

N/N

GENRL Pain/
Body Aches

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

Pyrexia/
fever

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1135 
11351256

3^ MUSC Myalgia/
Muscle Aches

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1135 
11351265

3^ MUSC Arthralgia/
pain on right knee

2 30OCT2020 36/C 1 No O NA/TC N N/N

16-55/
C459100
1 1135 
11351269

3^ GENRL Pain/
body aches

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N

NERV Lethargy/
lethargy

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
Injection site pain

2 23SEP2020 1/2 1 Yes NA/TC R 
(24SEP2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 984

FDA-CBER-2021-5683-0127010



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1135 
11351276

Pain/
Body Aches

2 23SEP2020 1/2 1 Yes NA/TC R 
(24SEP2020)

N/N

Pyrexia/
Fever

2 23SEP2020 1/2 1 Yes NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1135 
11351290

3^ GENRL Injection site pain/
Injection site soreness

1 03SEP2020 1/4 1 Yes NA R 
(06SEP2020)

N/N

GENRL Pyrexia/
fever

2 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1135 
11351292

3^ GENRL Chills/
chills

1 04SEP2020 2/32 1 Yes NA R 
(05OCT2020)

N/N

Pain/
body aches

1 04SEP2020 2/2 1 Yes NA R 
(05SEP2020)

N/N

Pyrexia/
fever

1 04SEP2020 2/2 1 Yes NA R 
(05SEP2020)

N/N

GENRL Injection site pain/
pain at injection site

2 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/N

GENRL Pyrexia/
fever

2 26SEP2020 2/1 1 Yes NA/TC R 
(26SEP2020)

N/N

MUSC Myalgia/
muscle aches

2 26SEP2020 2/1 1 Yes NA/TC R 
(26SEP2020)

N/N

16-55/
C459100

3^ GENRL Pain/
body aches

2 26SEP2020 2/2 1 Yes NA/TC R 
(27SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1135 
11351297

Pyrexia/
low grade temperature

2 26SEP2020 2/2 1 Yes NA/TC R 
(27SEP2020)

N/N

16-55/
C459100
1 1135 
11351323

3^ GASTR Diarrhoea/
loose bowel movement

1 13SEP2020 6/1 1 No O NA R 
(13SEP2020)

N/N

GENRL Injection site pain/
Pain at injection site

2 29SEP2020 2/1 1 Yes NA R 
(29SEP2020)

N/N

16-55/
C459100
1 1135 
11351326

3^ GASTR Diarrhoea/
loose stool

2 02OCT2020 4/C 1 No O NA/TCN RG N/N

Gastrointestinal sounds 
abnormal/

borborygmus

2 02OCT2020 4/C 1 No O NA/TCN RG N/N

16-55/
C459100
1 1135 
11351330

3^ GENRL Injection site pain/
pain at injection site

2 28SEP2020 1/3 1 Yes NA/TC R 
(30SEP2020)

N/N

16-55/
C459100
1 1135 
11351332

3^ INFEC Urinary tract infection/
urinary tract infection

1 14SEP2020 6/8 1 No O NA/TC R 
(21SEP2020)

N/N

16-55/
C459100
1 1135 
11351349

3^ GENRL Chills/
Chills

1 11SEP2020 1/2 1 Yes NA/TC R 
(12SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

1 11SEP2020 1/2 1 Yes NA/TC R 
(12SEP2020)

N/N

NERV Headache/
headache

2 02OCT2020 1/3 2 Yes NA/TC R 
(04OCT2020)

N/N

16-55/
C459100
1 1135 
11351359

3^ INFEC Vulvovaginal mycotic infection/
vaginal yeast infection

1 01OCT2020 15/6 1 No O NA/TC R 
(06OCT2020)

N/N

16-55/
C459100
1 1135 
11351373

3^ GASTR Diarrhoea/
diarrhea

1 24SEP2020 7/2 1 No O NA/TC/TCN R 
(25SEP2020)

N/N

16-55/
C459100
1 1135 
11351376

3^ PSYCH Anxiety/
worsening of anxiety

2 01NOV2020 23/C 1 No O NA/TC N N/N

16-55/
C459100
1 1135 
11351377

3^ GENRL Chills/
Chills

1 19SEP2020 2/2 1 Yes NA/TC R 
(20SEP2020)

N/N

Fatigue/
fatigue

1 19SEP2020 2/2 1 Yes NA/TC R 
(20SEP2020)

N/N

Pain/
Body Aches

1 19SEP2020 2/2 1 Yes NA/TC R 
(20SEP2020)

N/N

NERV Headache/
Headache

1 19SEP2020 2/2 1 Yes NA/TC R 
(20SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
Pain at injection site

2 08OCT2020 1/1 1 Yes NA R 
(08OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1135 
11351381

16-55/
C459100
1 1135 
11351391

3^ GENRL Pyrexia/
fever (subjective) - low grade

2 01NOV2020 24/2 1 No O NA/TC R 
(02NOV2020)

N/N

GASTR Toothache/
pain - right molar bottom tooth

2 03NOV2020 26/1 1 No O NA/TC R 
(03NOV2020)

N/N

16-55/
C459100
1 1135 
11351392

3^ GENRL Injection site pain/
soreness at injection site - left 

arm

1 19SEP2020 1/2 1 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1135 
11351403

3^ MUSC Back pain/
Exacerbation of lower back pain

1 22SEP2020 2/1 1 No O NA/TC R 
(22SEP2020)

N/N

GASTR Diarrhoea/
loose bowel movements

1 24SEP2020 4/2 1 No O NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1135 
11351404

3^ GENRL Fatigue/
fatigue

1 22SEP2020 2/1 1 Yes NA/TC R 
(22SEP2020)

N/N

Pain/
Body Aches

1 22SEP2020 2/1 1 Yes NA/TC R 
(22SEP2020)

N/N

GASTR Nausea/
nausea

1 14OCT2020 24/1 1 No O NA R 
(14OCT2020)

N/N

NERV Dizziness/
dizziness

1 14OCT2020 24/1 1 No O NA R 
(14OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1135 
11351405

3^ GENRL Chills/
chills

2 13OCT2020 2/1 1 Yes NA R 
(13OCT2020)

N/N

Pain/
body aches

2 13OCT2020 2/1 1 Yes NA R 
(13OCT2020)

N/N

Pyrexia/
fever

2 13OCT2020 2/1 1 Yes NA R 
(13OCT2020)

N/N

16-55/
C459100
1 1135 
11351416

3^ GENRL Injection site pain/
Pain at injection site

1 22SEP2020 1/3 1 Yes NA/TC R
(24SEP2020)

N/N

GENRL Chills/
Chills

1 23SEP2020 2/1 1 Yes NA/TC R 
(23SEP2020)

N/N

Pyrexia/
Fever

1 23SEP2020 2/1 1 Yes NA/TC R 
(23SEP2020)

N/N

GENRL Chills/
chills

2 13OCT2020 2/1 1 Yes NA R 
(13OCT2020)

N/N

Fatigue/
fatigue

2 13OCT2020 2/2 1 Yes NA/TC R 
(14OCT2020)

N/N

Pyrexia/
fever

2 13OCT2020 2/1 1 Yes NA/TC R 
(13OCT2020)

N/N

MUSC Myalgia/
muscle aches

2 13OCT2020 2/1 1 Yes NA/TC R 
(13OCT2020)

N/N

NERV Headache/
headache

2 13OCT2020 2/1 1 Yes NA/TC R 
(13OCT2020)

N/N

16-55/
C459100

3^ RESP Nasal congestion/
nasal congestion

1 11OCT2020 19/C 1 No O NA/TC RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1135 
11351422

16-55/
C459100
1 1135 
11351423

3^ GASTR Nausea/
nausea

1 15OCT2020 23/C 1 No O NA RG N/N

NERV Headache/
headache

1 15OCT2020 23/1 1 No O NA R 
(15OCT2020)

N/N

SKIN Hyperhidrosis/
sweating

1 15OCT2020 23/1 1 No O NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1135 
11351434

3^ BLOOD Lymphadenopathy/
cervical lymphadenopathy

1 10OCT2020 17/11 1 No O NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1135 
11351435

3^ GENRL Pyrexia/
fever

2 15OCT2020 2/2 1 Yes NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 1135 
11351439

3^ RESP Rhinitis allergic/
Exacerbating allergic rhinitis

1 28SEP2020 4/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1136 
11361007

3^ NERV Migraine/
MIGRAINE HEADACHES*

18AUG2020 1/2 2 Yes NA R 
(19AUG2020)

N/N

16-55/
C459100

3^ INJ&P Contusion/
BRUISED LEFT ARM

2 24SEP2020 17/C 2 No O NA/TC N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1136 
11361012

Contusion/
BRUISED LEFT HIP

2 24SEP2020 17/C 2 No O NA/TC N N/N

Contusion/
BRUISED LEFT SHOULDER

2 24SEP2020 17/C 2 No O NA/TC N N/N

16-55/
C459100
1 1136 
11361054

3^ INFEC Diverticulitis/
WORSENING OF 
DIVERTICULITIS

2 07OCT2020 20/8 2 No O NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1139 
11391015

2^ GASTR Abdominal pain/
Abdominal Pain

2 28AUG2020 8/7 1 No O NA R 
(03SEP2020)

N/N

16-55/
C459100
1 1139 
11391037

3^ GENRL Injection site bruising/
Bruising at injection site

1 04AUG2020 1/9 1 Yes NA R 
(12AUG2020)

N/N

16-55/
C459100
1 1139 
11391041

3^ RESP Dyspnoea/
Incomplete Breaths on 

Inspiration

2 08SEP2020 16/18 2 No O NA/TC R 
(25SEP2020)

N/N

16-55/
C459100
1 1139 
11391071

3^ REPRO Prostatitis/
Acute prostatitis

2 01SEP2020 5/C 3 No O NA/TC/TCN RG N/N

INFEC Urinary tract infection/
Urinary tract infection

2 03SEP2020 7/C 2 No O NA/TC RG N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1139 
11391089

3^ MUSC Musculoskeletal discomfort/
Left Shoulder discomfort

1 26AUG2020 15/12 1 Yes NA R 
(06SEP2020)

N/N

16-55/
C459100
1 1139 
11391090

3^ GASTR Abdominal pain/
Abdominal pain

1 12AUG2020 1/4 2 Yes NA R 
(15AUG2020)

N/N

MUSC Arthralgia/
Joint Pain

2 05SEP2020 2/C 2 Yes NA/TC RG N/N

NERV Headache/
Intermittent Headaches

2 27SEP2020 24/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1140 
11401009

3^ GENRL Injection site pain/
Injection Site Pain

1 31JUL2020 1/2 1 Yes NA R 
(01AUG2020)

N/N

Injection site swelling/
Injection Site Swelling

1 31JUL2020 1/2 2 Yes NA R 
(01AUG2020)

N/N

IMMU
N

Anaphylactic reaction/
Anaphylaxis Status Post Bee 

Sting

2 28AUG2020 9/1 4 No O NA/TC R 
(28AUG2020)

Y/N

INFEC Infected bite/
Cellulitis Status Post Bee Sting

2 30AUG2020 11/11 2 No O NA/TC R 
(09SEP2020)

N/N

16-55/
C459100
1 1140 
11401016

3^ MUSC Myalgia/
Myalgia

1 31JUL2020 1/2 2 Yes NA R 
(01AUG2020)

N/N

GASTR Nausea/
nausea

2 22AUG2020 2/3 1 Yes NA R 
(24AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1140 
11401021

3^ PSYCH Insomnia/
Insomnia

2 12SEP2020 19/C 2 No O NA/TC N N/N

16-55/
C459100
1 1140 
11401050

3^ GASTR Diarrhoea/
Diarrhea

1 17AUG2020 13/1 1 Yes NA R 
(17AUG2020)

N/N

16-55/
C459100
1 1140 
11401124

3^ VASC Hypertension/
hypertension

1 21AUG2020 8/C 2 No O NA/TC N N/N

MUSC Myalgia/
Generalized Muscle Aches

1 24AUG2020 11/7 2 No O NA R 
(30AUG2020)

N/N

GENRL Fatigue/
Fatigue

1 26AUG2020 13/5 2 No O NA R 
(30AUG2020)

N/N

RESP Upper-airway cough syndrome/
Post-nasal Drip

1 27AUG2020 14/8 1 No O NA R 
(03SEP2020)

N/N

16-55/
C459100
1 1140 
11401144

3^ GENRL Injection site pain/
Pain at Injection Site*

04SEP2020 1/1 1 Yes NA R 
(04SEP2020)

N/N

GENRL Injection site pain/
Pain at Injection Site

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

GENRL Pyrexia/
Fever

2 25SEP2020 2/1 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
pain at injection site

1 18AUG2020 1/2 1 Yes NA R 
(19AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1140 
11401149

GENRL Chills/
chills

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

Fatigue/
fatigue

2 10SEP2020 2/4 1 Yes NA R 
(13SEP2020)

N/N

MUSC Myalgia/
myalgias

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1140 
11401153

3^ GENRL Chills/
Chills

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

Fatigue/
Fatigue

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1140 
11401160

3^ GENRL Chills/
chills

2 10SEP2020 2/1 1 Yes NA R 
(10SEP2020)

N/N

NERV Headache/
headache

2 10SEP2020 2/1 2 Yes NA/TC R 
(10SEP2020)

N/N

16-55/
C459100
1 1140 
11401177

3^ GENRL Fatigue/
Fatigue

1 21AUG2020 1/C 1 No O NA N N/N

16-55/
C459100
1 1140 
11401184

3^ EAR Hyperacusis/
Increased Sense of Hearing

2 16SEP2020 1/6 1 No O NA R 
(21SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GASTR Dyspepsia/
Heartburn

2 16SEP2020 1/6 1 No O NA R 
(21SEP2020)

N/N

Nausea/
Nausea

2 16SEP2020 1/6 1 No O NA R 
(21SEP2020)

N/N

NERV Dizziness/
Lightheadedness

2 16SEP2020 1/6 1 No O NA R 
(21SEP2020)

N/N

Parosmia/
Increased Sense of Smell

2 16SEP2020 1/6 1 No O NA R 
(21SEP2020)

N/N

PSYCH Anxiety/
Anxiety

2 16SEP2020 1/6 1 No O NA R 
(21SEP2020)

N/N

16-55/
C459100
1 1140 
11401198

3^ MUSC Myalgia/
muscle aches

2 17SEP2020 2/2 2 Yes NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1140 
11401203

3^ GENRL Pyrexia/
Fever

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1140 
11401206

3^ NERV Headache/
Headache

1 27AUG2020 1/1 2 Yes NA R 
(27AUG2020)

N/N

16-55/
C459100
1 1140 
11401209

3^ GENRL Malaise/
General Malaise

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100

3^ GASTR Nausea/
Nausea

1 30AUG2020 3/1 1 No O NA R 
(30AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1140 
11401214

Vomiting/
Vomitting

1 30AUG2020 3/1 1 No O NA R 
(30AUG2020)

N/N

16-55/
C459100
1 1140 
11401219

3^ NERV Hypoaesthesia/
jaw numbness

2 22SEP2020 1/1 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1140 
11401224

3^ GENRL Chills/
Chills

2 21SEP2020 1/1 1 Yes NA R 
(21SEP2020)

N/N

16-55/
C459100
1 1140 
11401243

3^ GENRL Chills/
Chills

2 23SEP2020 1/2 2 Yes NA R 
(24SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 24SEP2020 2/1 2 Yes NA R 
(24SEP2020)

N/N

Pyrexia/
Fever

2 24SEP2020 2/1 2 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1140 
11401249

3^ GENRL Injection site pain/
Pain at injection site

2 24SEP2020 2/2 2 Yes NA/TC R 
(25SEP2020)

N/N

16-55/
C459100
1 1140 
11401252

3^ GENRL Fatigue/
fatigue

1 03SEP2020 1/3 1 Yes NA R 
(05SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Arthralgia/
joint pain

1 03SEP2020 1/3 1 Yes NA R 
(05SEP2020)

N/N

MUSC Myalgia/
Muscle aches

2 24SEP2020 1/3 3 Yes NA/TC R 
(26SEP2020)

N/N

GASTR Diarrhoea/
diarrhea

2 25SEP2020 2/1 1 Yes NA R 
(25SEP2020)

N/N

Nausea/
nausea

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

Vomiting/
vomiting

2 25SEP2020 2/1 2 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1141 
11411005

3^ NEOPL Fibroadenoma of breast/
Left breast fibroadenoma

2 10SEP2020 21/1 2 No O NA/TC R 
(10SEP2020)

N/N

16-55/
C459100
1 1141 
11411006

3^ MUSC Back pain/
Back Pain

1 31JUL2020 1/10 3 Yes NA/TC R 
(09AUG2020)

N/N

16-55/
C459100
1 1141 
11411008

3^ GENRL Injection site pain/
injection site pain

1 31JUL2020 1/26 3 Yes NA R 
(25AUG2020)

N/N

MUSC Tendonitis/
Shoulder tendonitis

1 31JUL2020 1/C 1 Yes NA N N/N

16-55/
C459100
1 1141 
11411010

3^ PSYCH Anxiety/
Anxiousness

2 14SEP2020 14/C 2 No O NA/TCN N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Depressed mood/
Low Mood

2 14SEP2020 14/C 2 No O NA/TCN N N/N

16-55/
C459100
1 1141 
11411012

3^ GENRL Vessel puncture site pain/
pinching sensation in left lower 

arm after blood draw*

31JUL2020 1/38 1 No O NA R 
(06SEP2020)

N/N

Vessel puncture site 
paraesthesia/

Tingling on lower left arm at 
blood draw site.*

31JUL2020 1/20 1 No O NA R 
(19AUG2020)

N/N

16-55/
C459100
1 1141 
11411021

3^ GENRL Injection site pain/
muscle soreness injection area

2 25AUG2020 1/2 1 Yes NA R 
(26AUG2020)

N/N

16-55/
C459100
1 1141 
11411023

3^ GENRL Inflammation/
acute bilateral hand 

inflammation

1 AUG2020 1/C 2 No O NA RG N/N

NERV Paraesthesia/
Tingling sensation left hand

1 10AUG2020 7/C 1 No O NA RG N/N

16-55/
C459100
1 1141 
11411024

3^ GASTR Gastrooesophageal reflux 
disease/

Stomach Reflux

2 12SEP2020 17/C 1 No O NA/TC N N/N

RESP Rhinitis allergic/
Nasal allergies

2 12SEP2020 17/C 1 No O NA/TC N N/N

16-55/
C459100
1 1141 
11411029

3^ MUSC Arthralgia/
Arthralgias

2 17SEP2020 23/12 2 Yes NA/TC/TCN R 
(28SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

PSYCH Anxiety/
Anxiety Flare up

2 18SEP2020 24/C 1 Yes NA/TC/TCN N N/N

16-55/
C459100
1 1141 
11411030

3^ MUSC Arthralgia/
right wrist pain

2 19SEP2020 25/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1141 
11411046

3^ EAR Tympanic membrane 
perforation/

Perforated ear drum right ear

2 27AUG2020 2/14 2 Yes NA/TC R 
(09SEP2020)

N/N

INFEC Otitis media acute/
Acute Otitis media

2 27AUG2020 2/14 2 Yes NA/TC R 
(09SEP2020)

N/N

16-55/
C459100
1 1141 
11411048

3^ INJ&P Ankle fracture/
left bimalleolar fracture

1 22AUG2020 16/C 3 No O NA/TC RG N/N

Fall/
Fall

1 22AUG2020 16/C 3 No O NA/TC RG N/N

16-55/
C459100
1 1141 
11411050

3^ GASTR Diverticulum/
Diverticulosis

2 14SEP2020 19/C 1 No O NA N N/N

Large intestine polyp/
colon polyp

2 14SEP2020 19/1 1 No O NA/TC R 
(14SEP2020)

N/N

16-55/
C459100
1 1141 
11411056

3^ GENRL Injection site hyperaesthesia/
Hyperethesia left deltoid region 

on injection site

2 02SEP2020 1/1 1 Yes NA R 
(02SEP2020)

N/Y
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1141 
11411067

3^ MUSC Plantar fasciitis/
worsening of plantar fasciitis left 

foot

2 14SEP2020 13/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1141 
11411077

3^ GENRL Injection site pain/
Post Injection Upper Arm Pain

2 09SEP2020 1/4 1 Yes NA R 
(12SEP2020)

N/N

GENRL Injection site bruising/
Injection Site Bruise

2 10SEP2020 2/12 1 Yes NA R 
(21SEP2020)

N/N

16-55/
C459100
1 1141 
11411079

3^ PSYCH Gastrointestinal somatic 
symptom disorder/

Stress related gastroesophageal 
reflux

1 21AUG2020 8/31 1 No O NA/TC/TCN R 
(20SEP2020)

N/N

16-55/
C459100
1 1141 
11411084

3^ INJ&P Chest injury/
trauma left rib cage

2 09SEP2020 8/8 1 No O NA/TC/TCN R 
(16SEP2020)

N/N

16-55/
C459100
1 1141 
11411087

3^ GENRL Chills/
Chills

2 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

MUSC Myalgia/
muscle aches

2 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1141 
11411089

3^ MUSC Myalgia/
myalgia low back

1 18AUG2020 2/1 1 Yes NA R 
(18AUG2020)

N/N

NERV Headache/
Post vaccination headache

1 18AUG2020 2/1 1 Yes NA R 
(18AUG2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1000

FDA-CBER-2021-5683-0127026



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
Injection Site Pain

2 09SEP2020 1/3 1 Yes NA R 
(11SEP2020)

N/N

GENRL Pain/
Body Aches

2 10SEP2020 2/1 1 Yes NA R 
(10SEP2020)

N/N

NERV Headache/
Headache

2 10SEP2020 2/1 1 Yes NA/TC R 
(10SEP2020)

N/N

VASC Flushing/
Facial Flushing

2 10SEP2020 2/1 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1141 
11411092

3^ CARD Tachycardia/
tachycardia

2 10SEP2020 2/1 1 Yes NA R 
(10SEP2020)

N/N

INV Body temperature increased/
Elevated Body Temperature

2 10SEP2020 2/1 2 Yes NA/TC R 
(10SEP2020)

N/N

16-55/
C459100
1 1141 
11411096

3^ INJ&P Arthropod bite/
Insect bite left ankle

1 31AUG2020 14/16 2 No O NA/TC R 
(15SEP2020)

N/N

SKIN Erythema/
Erythema left ankle

1 31AUG2020 14/16 2 No O NA/TC R 
(15SEP2020)

N/N

Urticaria/
urticaria left ankle

1 31AUG2020 14/16 2 No O NA/TC R 
(15SEP2020)

N/N

16-55/
C459100
1 1141 
11411102

3^ GENRL Injection site pain/
injection site pain

2 09SEP2020 1/3 1 Yes NA/TC R 
(11SEP2020)

N/N

NERV Headache/
headache

2 09SEP2020 1/3 1 Yes NA/TC R 
(11SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

CARD Tachycardia/
tachycardia

2 10SEP2020 2/1 1 Yes NA R 
(10SEP2020)

N/N

GENRL Fatigue/
fatigue

2 10SEP2020 2/2 1 Yes NA R
(11SEP2020)

N/N

NERV Dizziness/
lightheadedness

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1141 
11411104

3^ INJ&P Ligament sprain/
Sprained L Ankle

2 07OCT2020 30/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1141 
11411106

3^ GENRL Injection site pain/
Injection site pain

1 20AUG2020 2/4 2 Yes NA/TC/TCN R 
(23AUG2020)

N/N

NERV Nerve compression/
Pinched nerve right leg

1 26AUG2020 8/C 2 No O NA/TC/TCN RG N/N

GENRL Injection site pain/
Left Arm Pain at injection site

1 11SEP2020 24/3 1 Yes NA/TC/TCN R 
(13SEP2020)

N/N

16-55/
C459100
1 1141 
11411108

3^ GENRL Fatigue/
Fatigue

1 20AUG2020 1/3 1 Yes NA R 
(22AUG2020)

N/N

GENRL Pain/
Body Aches

2 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

NERV Dizziness/
Lightheadedness

2 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100

3^ NERV Headache/
Headache, worsening

2 11SEP2020 2/1 1 Yes NA/TC R 
(11SEP2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1002

FDA-CBER-2021-5683-0127028



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1141 
11411110

16-55/
C459100
1 1141 
11411113

3^ GENRL Injection site pain/
injection site pain

2 11SEP2020 1/4 1 Yes NA R 
(14SEP2020)

N/N

UNC SWOLLEN AXILLARY 
LYMPH NODE@@/

swollen axillary lymph node

2 12SEP2020 2/3 1 Yes NA R 
(14SEP2020)

N/N

16-55/
C459100
1 1141 
11411114

3^ GENRL Injection site pain/
injection site tenderness

1 22AUG2020 2/3 1 Yes NA R 
(24AUG2020)

N/N

GENRL Injection site pain/
Injection Site Soreness

2 11SEP2020 1/5 2 Yes NA/TC R 
(15SEP2020)

N/N

NERV Headache/
Headache

2 11SEP2020 1/2 2 Yes NA R 
(12SEP2020)

N/N

GENRL Pain/
Body Aches

2 12SEP2020 2/1 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1141 
11411119

3^ GENRL Injection site pain/
Injection Pain

1 21AUG2020 1/3 2 Yes NA/TC R 
(23AUG2020)

N/N

16-55/
C459100
1 1141 
11411120

3^ GASTR Nausea/
nausea

2 12SEP2020 2/3 1 Yes NA R 
(14SEP2020)

N/N

GENRL Asthenia/
generalized weakness

2 12SEP2020 2/3 2 Yes NA R 
(14SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Chills/
chills

2 12SEP2020 2/3 2 Yes NA R 
(14SEP2020)

N/N

INV Body temperature increased/
elevated body temperature

2 12SEP2020 2/3 1 Yes NA R 
(14SEP2020)

N/N

16-55/
C459100
1 1141 
11411121

3^ GENRL Injection site induration/
induration atinjection Site

1 21AUG2020 1/2 1 Yes NA R 
(22AUG2020)

N/N

GENRL Injection site pain/
Pain at injection Site

1 22AUG2020 2/1 1 Yes NA R 
(22AUG2020)

N/N

GASTR Nausea/
Nausea

2 10SEP2020 1/1 1 Yes NA R 
(10SEP2020)

N/N

GENRL Pain/
Body Aches

2 10SEP2020 1/1 1 Yes NA R 
(10SEP2020)

N/N

NERV Headache/
Headache

2 10SEP2020 1/1 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1141 
11411122

3^ IMMU
N

Seasonal allergy/
Exacerbation of seasonal 

allergies

2 21SEP2020 8/7 1 No O NA/TC R 
(27SEP2020)

N/N

RESP Nasal congestion/
nasal congestion

2 21SEP2020 8/7 1 No O NA/TC R 
(27SEP2020)

N/N

16-55/
C459100
1 1141 
11411127

3^ GENRL Injection site pain/
injection site pain

1 25AUG2020 2/3 1 Yes NA R 
(27AUG2020)

N/N

CARD Tachycardia/
Tachycardia

1 31AUG2020 8/C 2 No O NA N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1141 
11411130

3^ GENRL Injection site pain/
injection site pain

1 25AUG2020 1/5 2 Yes NA/TCN R 
(29AUG2020)

N/N

Pyrexia/
low grade fever

1 25AUG2020 1/4 1 Yes NA R 
(28AUG2020)

N/N

GENRL Injection site pain/
Injection Site Pain Left Arm

2 15SEP2020 1/5 2 Yes NA R 
(19SEP2020)

N/N

INV Body temperature increased/
Elevated Body Temperature

2 15SEP2020 1/3 2 Yes NA/TC R 
(17SEP2020)

N/N

GENRL Chills/
Chills

2 16SEP2020 2/2 2 Yes NA/TC/TCN R 
(17SEP2020)

N/N

16-55/
C459100
1 1141 
11411131

3^ GENRL Injection site pain/
Injection site pain

1 26AUG2020 2/2 1 Yes NA R 
(27AUG2020)

N/N

GENRL Injection site pain/
Injection Site Pain Right Arm

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1141 
11411135

3^ GENRL Injection site pain/
Injection site pain

1 26AUG2020 1/2 1 Yes NA R 
(27AUG2020)

N/N

GENRL Fatigue/
Fatigue

2 17SEP2020 1/1 1 Yes NA R 
(17SEP2020)

N/N

Injection site pain/
Injection Site Pain

2 17SEP2020 1/3 1 Yes NA/TC R 
(19SEP2020)

N/N

MUSC Myalgia/
Body Muscle Aches

2 17SEP2020 1/2 2 Yes NA/TC R 
(18SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INV Body temperature increased/
Elevated Body Temperature

2 18SEP2020 2/1 1 Yes NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1141 
11411136

3^ GENRL Injection site pain/
Injection site pain

1 27AUG2020 2/2 1 Yes NA R 
(28AUG2020)

N/N

GENRL Injection site pain/
Injection Site PAin

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 17SEP2020 4/4 1 Yes NA R 
(20SEP2020)

N/N

Pyrexia/
Fever

2 17SEP2020 4/4 1 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1141 
11411137

3^ GENRL Injection site pain/
Injection Site Pain Left Arm

2 15SEP2020 1/3 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1141 
11411141

3^ GASTR Diarrhoea/
Diarrhea

2 19SEP2020 3/1 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1141 
11411148

3^ GENRL Injection site pain/
arm pain at injection site

1 28AUG2020 1/3 2 Yes NA R 
(30AUG2020)

N/N

GENRL Injection site pain/
injection site pain left arm

2 18SEP2020 1/4 2 Yes NA R 
(21SEP2020)

N/N

GENRL Pain/
body aches

2 19SEP2020 2/3 2 Yes NA/TC R 
(21SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INV Body temperature increased/
elevated body temperature, max 

temp 99.8

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

NERV Headache/
headache

2 19SEP2020 2/3 2 Yes NA R 
(21SEP2020)

N/N

16-55/
C459100
1 1141 
11411151

3^ GENRL Pyrexia/
low grade fever

1 01SEP2020 2/2 1 Yes NA R 
(02SEP2020)

N/N

MUSC Myalgia/
whole body myalgia

1 01SEP2020 2/2 1 Yes NA R 
(02SEP2020)

N/N

16-55/
C459100
1 1141 
11411153

3^ NERV Dizziness/
Lightheadedness

2 02OCT2020 12/C 3 No O NA/TC RG N/N

CARD Tachycardia/
Tachycardia

2 03OCT2020 13/C 3 No O NA/TC RG N/N

16-55/
C459100
1 1141 
11411154

3^ GENRL Injection site pain/
injection site pain

1 31AUG2020 1/3 1 Yes NA R 
(02SEP2020)

N/N

16-55/
C459100
1 1141 
11411156

3^ NERV Headache/
headache

1 01SEP2020 2/1 1 Yes NA R 
(01SEP2020)

N/N

INV Body temperature increased/
Elevated Body Temperature

1 20SEP2020 21/4 1 Yes NA R 
(23SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Arthralgia/
Joint Pain (Neck, Bilateral 

Hands)

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

NERV Headache/
Headache

2 22SEP2020 2/2 2 Yes NA/TC R 
(23SEP2020)

N/N

Hyperaesthesia/
bilateral hand increased 

sensation to touch

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1141 
11411159

3^ GENRL Injection site pain/
Injection site pain left arm

1 02SEP2020 2/3 1 Yes NA R 
(04SEP2020)

N/N

GENRL Chills/
chills

2 22SEP2020 1/3 2 Yes NA R 
(24SEP2020)

N/N

Pain/
body aches

2 22SEP2020 1/3 2 Yes NA R 
(24SEP2020)

N/N

NERV Headache/
headache

2 22SEP2020 1/3 2 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1141 
11411161

3^ RESP Dyspnoea exertional/
shortness of breathe while 

exercising

1 21SEP2020 20/17 1 No O NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1141 
11411162

3^ NERV Dizziness/
Lightheadedness

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

MUSC Myalgia/
muscle aches

2 16OCT2020 24/C 2 No O NA RG N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1141 
11411163

3^ MUSC Arthralgia/
Worsening bilateral knee pain 

(persistent)

1 SEP2020 1/C 2 No O NA N N/N

GENRL Injection site pain/
Injection site pain

1 03SEP2020 2/1 1 Yes NA R 
(03SEP2020)

N/N

GENRL Injection site pain/
injection site pain left arm

2 25SEP2020 1/3 2 Yes NA R 
(27SEP2020)

N/N

INV Body temperature increased/
elevated body temperature, temp. 

max 99.7

2 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

MUSC Myalgia/
muscle aches

2 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1141 
11411164

3^ GENRL Injection site pain/
Injection pain left arm.

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

MUSC Tendonitis/
tendonitis left arm

1 02SEP2020 1/C 1 Yes NA RG N/N

16-55/
C459100
1 1141 
11411166

3^ GENRL Injection site pain/
Injection site pain

1 02SEP2020 1/3 2 Yes NA/TC R 
(04SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

GENRL Chills/
Chills

2 19SEP2020 2/2 2 Yes NA R 
(20SEP2020)

N/N

INV Body temperature increased/
Elevated body temperature

2 19SEP2020 2/2 1 Yes NA/TC R 
(20SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1141 
11411167

3^ GENRL Injection site pain/
Injection site pain.

1 03SEP2020 1/3 1 Yes NA R 
(05SEP2020)

N/N

GENRL Chills/
Chills

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

Fatigue/
Fatigue

2 24SEP2020 1/2 2 Yes NA R 
(25SEP2020)

N/N

INV Body temperature increased/
Elevated Body Temperature

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

MUSC Myalgia/
Muscle Pain

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

SKIN Hyperhidrosis/
Sweating

2 24SEP2020 1/1 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1141 
11411169

3^ GENRL Injection site pain/
Injection site pain

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1141 
11411171

3^ GENRL Injection site pain/
injection pain left upper arm

1 03SEP2020 1/4 1 Yes NA R 
(06SEP2020)

N/N

GENRL Injection site pain/
injection site pain

1 20SEP2020 18/6 2 Yes NA R 
(25SEP2020)

N/N

GASTR Abdominal pain upper/
gastralgia

2 23SEP2020 2/3 1 Yes NA R 
(25SEP2020)

N/N

GENRL Fatigue/
fatigue

2 23SEP2020 2/C 2 Yes NA RS N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INV Body temperature increased/
elevated body temperature

2 23SEP2020 2/3 2 Yes NA R 
(25SEP2020)

N/N

MUSC Back pain/
back pain

2 23SEP2020 2/3 2 Yes NA R 
(25SEP2020)

N/N

NERV Dizziness/
dizziness

2 23SEP2020 2/3 1 Yes NA R 
(25SEP2020)

N/N

RESP Nasal congestion/
nasal congestion

2 23SEP2020 2/3 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1141 
11411173

3^ GENRL Injection site pain/
Injection Site Pain

1 04SEP2020 1/2 1 Yes NA R 
(05SEP2020)

N/N

GENRL Injection site pain/
injection site pain

2 23SEP2020 1/2 2 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1141 
11411174

3^ GENRL Chills/
chills

2 25SEP2020 1/3 3 Yes NA/TC R 
(27SEP2020)

N/N

Fatigue/
fatigue

2 25SEP2020 1/3 2 Yes NA R 
(27SEP2020)

N/N

Pain/
body aches

2 25SEP2020 1/3 3 Yes NA/TC R 
(27SEP2020)

N/N

INV Body temperature increased/
elevated body temperature, max 

temp 99.0

2 25SEP2020 1/3 1 Yes NA/TC R 
(27SEP2020)

N/N

16-55/
C459100
1 1141 
11411177

3^ INV Body temperature increased/
Elevated Body Temperature

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
Injection Site Soreness

2 25SEP2020 2/4 2 Yes NA/TC R 
(28SEP2020)

N/N

MUSC Arthralgia/
Bilateral Knee Arthralgia

2 25SEP2020 2/4 1 Yes NA/TC R 
(28SEP2020)

N/N

Back pain/
Back Ache

2 25SEP2020 2/4 1 Yes NA/TC R 
(28SEP2020)

N/N

GENRL Injection site erythema/
Erythema at Injection Site

2 26SEP2020 3/3 1 Yes NA R 
(28SEP2020)

N/N

GENRL Injection site swelling/
Swelling at the Injection Site

2 27SEP2020 4/2 1 Yes NA R 
(28SEP2020)

N/N

16-55/
C459100
1 1141 
11411179

3^ GENRL Injection site pain/
muscle soreness injection arm

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

NERV Headache/
Headaches

1 14SEP2020 7/11 1 Yes NA R 
(24SEP2020)

N/N

GENRL Injection site pain/
injection site soreness

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

BLOOD Lymph node pain/
tender left lymph node axillary

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

INV Body temperature increased/
elevated body temperature, max 

temp 103.3

2 23SEP2020 2/3 2 Yes NA/TC R 
(25SEP2020)

N/N

16-55/
C459100
1 1141 
11411181

3^ GENRL Injection site pain/
Left arm injection site Pain

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

16-55/
C459100

3^ MUSC Back pain/
back pain

1 09SEP2020 2/3 1 Yes NA R 
(11SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1141 
11411182

INFEC Vaginal infection/
Vaginal Infection

1 17SEP2020 10/8 1 No O NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1141 
11411184

3^ NERV Headache/
Headaches

1 25SEP2020 17/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1141 
11411185

3^ GENRL Chills/
Chills

1 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

Fatigue/
Fatigue

1 09SEP2020 1/4 1 Yes NA R 
(12SEP2020)

N/N

Injection site swelling/
Injection Site Swelling

1 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

Pain/
Body Aches

1 09SEP2020 1/4 1 Yes NA R 
(12SEP2020)

N/N

MUSC Myalgia/
Muscle Soreness

1 09SEP2020 1/4 1 Yes NA R 
(12SEP2020)

N/N

GENRL Chills/
Chills

2 29SEP2020 2/2 1 Yes NA R 
(30SEP2020)

N/N

Fatigue/
Fatigue

2 29SEP2020 2/3 2 Yes NA R 
(01OCT2020)

N/N

Injection site pain/
Injection Site Pain

2 29SEP2020 2/2 1 Yes NA R 
(30SEP2020)

N/N

MUSC Myalgia/
Muscle Aches

2 29SEP2020 2/3 2 Yes NA R 
(01OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1141 
11411186

3^ NERV Headache/
Headache

1 10SEP2020 2/5 2 Yes NA/TC R 
(14SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 30SEP2020 2/3 1 Yes NA R 
(02OCT2020)

N/N

Injection site pain/
Injection Site Soreness Left Arm

2 30SEP2020 2/3 1 Yes NA R 
(02OCT2020)

N/N

NERV Headache/
Headache

2 30SEP2020 2/3 2 Yes NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 1141 
11411187

3^ GENRL Injection site swelling/
Injection site swelling

1 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

MUSC Myalgia/
Muscle Aches

2 02OCT2020 2/1 2 Yes NA/TC R 
(02OCT2020)

N/N

NERV Headache/
Headache

2 02OCT2020 2/1 1 Yes NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 1141 
11411188

3^ GENRL Injection site pain/
injection site soreness

1 09SEP2020 1/3 1 Yes NA R 
(11SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 28SEP2020 1/2 2 Yes NA/TC R 
(29SEP2020)

N/N

MUSC Myalgia/
Generalized Myalgia

2 29SEP2020 2/1 2 Yes NA R 
(29SEP2020)

N/N

16-55/
C459100

3^ GENRL Fatigue/
Fatigue

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1141 
11411192

Injection site pain/
Injection site pain left arm 

deltoid

1 10SEP2020 1/3 1 Yes NA/TC R 
(12SEP2020)

N/N

NERV Headache/
Headache

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

INV Body temperature increased/
Elevated body Temperature

1 11SEP2020 2/1 1 Yes NA/TC R 
(11SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

Injection site pain/
Injection Site Pain

2 02OCT2020 1/3 1 Yes NA R 
(04OCT2020)

N/N

Pyrexia/
Fever

2 02OCT2020 1/2 1 Yes NA/TC R 
(03OCT2020)

N/N

NERV Headache/
Headache

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

GENRL Chills/
Chills

2 03OCT2020 2/1 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1141 
11411194

3^ GENRL Fatigue/
Fatigue

1 10SEP2020 1/3 2 Yes NA R 
(12SEP2020)

N/N

Injection site pain/
injection site pain

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

NERV Headache/
Headache

1 11SEP2020 2/1 1 Yes NA/TC R 
(11SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
fatigue

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1141 
11411195

3^ INFEC Sinusitis/
Sinus Infection

1 30SEP2020 21/10 2 No O NA/TC R 
(09OCT2020)

N/N

16-55/
C459100
1 1141 
11411197

3^ GENRL Fatigue/
fatigue

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

Injection site pain/
injection site pain

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1141 
11411198

3^ GENRL Injection site pain/
Injection site pain

1 11SEP2020 1/4 1 Yes NA R 
(14SEP2020)

N/N

Injection site swelling/
swelling injection area

1 11SEP2020 1/4 1 Yes NA R 
(14SEP2020)

N/N

GENRL Fatigue/
fatigue

1 12SEP2020 2/1 1 Yes NA R 
(12SEP2020)

N/N

GENRL Chills/
Chills

2 01OCT2020 2/3 2 Yes NA/TC R 
(03OCT2020)

N/N

Injection site pain/
Injection Site Pain

2 01OCT2020 2/5 2 Yes NA R 
(05OCT2020)

N/N

INV Body temperature increased/
Elevated Body Temperature

2 01OCT2020 2/3 1 Yes NA/TC R 
(03OCT2020)

N/N

MUSC Arthralgia/
Joint Pain

2 01OCT2020 2/4 1 Yes NA R 
(04OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site erythema/
Erythema at Injection Site

2 04OCT2020 5/4 2 Yes NA R 
(07OCT2020)

N/N

Injection site macule/
Skin Macule at Injection Site

2 04OCT2020 5/4 2 Yes NA R 
(07OCT2020)

N/N

Injection site swelling/
Swelling at Injection Site

2 04OCT2020 5/4 2 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1141 
11411202

3^ GENRL Injection site pain/
Injection Site Pain

1 11SEP2020 1/4 1 Yes NA R 
(14SEP2020)

N/Y

GENRL Fatigue/
Fatigue

1 14SEP2020 4/11 1 Yes NA R 
(24SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1141 
11411203

3^ GENRL Fatigue/
Fatigue

1 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

Injection site pain/
Injection site pain left extremity

1 12SEP2020 2/3 2 Yes NA R 
(14SEP2020)

N/N

INV Body temperature increased/
Elevated body temperature

1 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

GENRL Injection site pain/
injection site pain

1 30SEP2020 20/3 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1141 
11411205

3^ GENRL Injection site pain/
Injection Site Pain left arm

1 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
Fatigue

1 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

NERV Headache/
Headache

1 15SEP2020 2/3 2 Yes NA/TC R 
(17SEP2020)

N/N

NERV Headache/
headache

1 29SEP2020 16/2 1 No O NA/TC R 
(30SEP2020)

N/N

GENRL Fatigue/
fatigue

2 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N

NERV Headache/
headache

2 06OCT2020 2/2 1 Yes NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1141 
11411209

3^ GENRL Injection site pain/
Injection Site Pain

1 14SEP2020 1/3 1 Yes NA R 
(16SEP2020)

N/N

GENRL Injection site pain/
injection site pain

2 07OCT2020 1/3 2 Yes NA R 
(09OCT2020)

N/N

GENRL Pyrexia/
low grade fever, max temp 99.9

2 08OCT2020 2/2 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1141 
11411212

3^ GENRL Injection site pain/
Injection Site Pain

1 15SEP2020 1/4 1 Yes NA/TC R 
(18SEP2020)

N/N

GENRL Injection site bruising/
Bruise at Injection Site

1 16SEP2020 2/6 1 Yes NA R 
(21SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 06OCT2020 1/4 1 Yes NA R 
(09OCT2020)

N/N

GENRL Pain/
Body Aches

2 07OCT2020 2/2 2 Yes NA/TC R 
(08OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1141 
11411213

3^ GENRL Injection site pain/
injection site pain left upper arm

1 15SEP2020 1/4 2 Yes NA/TC R 
(18SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

Pyrexia/
Fever

1 16SEP2020 2/1 2 Yes NA/TC R 
(16SEP2020)

N/N

MUSC Arthralgia/
Joint Pain

1 16SEP2020 2/2 2 Yes NA R 
(17SEP2020)

N/N

Myalgia/
Muscle Pain

1 16SEP2020 2/2 2 Yes NA R 
(17SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

GASTR Tooth impacted/
Impacted Wisdom Teeth

2 16OCT2020 4/1 2 No O NA/TC/TCN R 
(16OCT2020)

N/N

16-55/
C459100
1 1141 
11411214

3^ INV Body temperature increased/
elevated body temperature, max 

temp 99.3

2 07OCT2020 1/3 1 Yes NA R 
(09OCT2020)

N/N

GENRL Fatigue/
fatigue

2 08OCT2020 2/2 1 Yes NA R 
(09OCT2020)

N/N

NERV Headache/
headache

2 08OCT2020 2/2 2 Yes NA R 
(09OCT2020)

N/N

PSYCH Mental fatigue/
Mental fatigue

2 08OCT2020 2/2 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100

3^ GENRL Fatigue/
fatigue

1 16SEP2020 1/1 1 Yes NA R 
(16SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1141 
11411215

16-55/
C459100
1 1141 
11411217

3^ GENRL Fatigue/
fatigue

1 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

Injection site pain/
injection site pain

1 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

GENRL Fatigue/
fatigue

2 07OCT2020 1/2 1 Yes NA R 
(08OCT2020)

N/N

Injection site pain/
injection site pain

2 07OCT2020 1/2 1 Yes NA R 
(08OCT2020)

N/N

Pyrexia/
low grade fever

2 07OCT2020 1/2 1 Yes NA R
(08OCT2020)

N/N

INV Body temperature increased/
elevated body temperature, 

temperature 100.4

2 08OCT2020 2/1 1 Yes NA/TC R 
(08OCT2020)

N/N

MUSC Muscular weakness/
muscle weakness

2 08OCT2020 2/1 1 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1141 
11411218

3^ GENRL Injection site erythema/
Injection site erythema

1 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

GASTR Diarrhoea/
Diarrhea

1 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

GENRL Injection site pain/
Injection site myalgia

1 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

METAB Decreased appetite/
Loss of Appetite

1 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
injection site soreness

2 10OCT2020 2/2 1 Yes NA R 
(11OCT2020)

N/N

16-55/
C459100
1 1141 
11411219

3^ GENRL Injection site pain/
Injection Site Soreness Right 

Arm

1 16SEP2020 1/3 1 Yes NA/TC R 
(18SEP2020)

N/N

GENRL Injection site warmth/
Warm Sensation at Injection Site

2 08OCT2020 1/1 1 Yes NA/TC R 
(08OCT2020)

N/N

VASC Flushing/
General Flushing

2 08OCT2020 1/1 1 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1141 
11411220

3^ GENRL Injection site pain/
Injection site pain left arm

1 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/Y

GENRL Chills/
Chills

1 17SEP2020 2/1 1 Yes NA/TC R 
(17SEP2020)

N/N

Pain/
Body aches

1 17SEP2020 2/1 1 Yes NA/TC R 
(17SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 09OCT2020 1/2 1 Yes NA R 
(10OCT2020)

N/N

Pain/
Body Aches

2 09OCT2020 1/2 2 Yes NA/TC R 
(10OCT2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 11OCT2020 3/3 1 Yes NA R 
(13OCT2020)

N/N

16-55/
C459100
1 1141 
11411222

3^ GENRL Fatigue/
Fatigue

1 17SEP2020 2/3 1 Yes NA/TC R 
(19SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Arthralgia/
Arthralgia, Bilateral Knees

1 17SEP2020 2/3 1 Yes NA/TC R 
(19SEP2020)

N/N

Myalgia/
Myalgia

1 17SEP2020 2/3 1 Yes NA/TC R 
(19SEP2020)

N/N

UNC FATIGUE@@/
Fatigue

2 06OCT2020 2/2 1 NA R 
(07OCT2020)

N/N

INJECTION SITE 
SORENESS@@/

Injection Site Soreness

2 06OCT2020 2/2 1 NA R 
(07OCT2020)

N/N

MYALGIA@@/
Myalgia

2 06OCT2020 2/2 1 NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1141 
11411223

3^ GENRL Injection site pain/
Injection Site Soreness

1 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

NERV Headache/
Headache

1 17SEP2020 2/7 1 Yes NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1141 
11411224

3^ GENRL Injection site pain/
Injection Site Soreness

1 17SEP2020 1/3 1 Yes NA R 
(19SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N

GENRL Fatigue/
Fatigue

2 07OCT2020 2/1 1 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1141 
11411226

3^ GENRL Injection site pain/
Injection Site Pain

2 14OCT2020 2/3 1 Yes NA R 
(16OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1141 
11411227

3^ GENRL Injection site pain/
Pain at injection site left arm

1 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/Y

GENRL Fatigue/
Fatigue

1 18SEP2020 2/4 1 Yes NA R 
(21SEP2020)

N/N

PSYCH Anxiety/
Worsening anxiety

1 18SEP2020 2/4 1 Yes NA/TC R 
(21SEP2020)

N/N

Depression/
Worsening depression

1 18SEP2020 2/4 1 Yes NA R 
(21SEP2020)

N/N

GENRL Injection site pain/
Pain at Injection Site

2 09OCT2020 1/3 1 Yes NA R 
(11OCT2020)

N/Y

MUSC Myalgia/
Generalized Myalgias

2 09OCT2020 1/2 1 Yes NA/TC R 
(10OCT2020)

N/N

GENRL Fatigue/
Fatigue

2 10OCT2020 2/2 1 Yes NA R 
(11OCT2020)

N/N

PSYCH Depression/
Worsening depression

2 24OCT2020 16/C 2 No O NA/TC N N/N

16-55/
C459100
1 1141 
11411230

3^ GENRL Injection site pain/
injection site soreness left arm

1 18SEP2020 1/3 2 Yes NA R 
(20SEP2020)

N/N

MUSC Myalgia/
muscle aches

1 18SEP2020 1/14 1 Yes NA R 
(01OCT2020)

N/N

INV Body temperature increased/
elevated body temperature, 

temperature 99.1

1 20SEP2020 3/1 1 Yes NA R 
(20SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

BLOOD Lymphadenopathy/
enlarged left interior neck lymph 

node

1 30SEP2020 13/C 1 Yes NA N N/N

GENRL Injection site pain/
Injection Site Pain

1 16OCT2020 29/4 1 Yes NA R 
(19OCT2020)

N/N

MUSC Back pain/
Myalgia in Entire Back

2 17OCT2020 2/3 1 Yes NA R 
(19OCT2020)

N/N

Back pain/
Right Sided Upper Back Pain

2 17OCT2020 2/1 2 No O NA R 
(17OCT2020)

N/N

16-55/
C459100
1 1141 
11411231

3^ GENRL Injection site pain/
Injection Site Pain Right Arm

1 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 12OCT2020 1/2 1 Yes NA R 
(13OCT2020)

N/N

Injection site pain/
Injection Site Pain

2 12OCT2020 1/2 1 Yes NA R 
(13OCT2020)

N/N

16-55/
C459100
1 1141 
11411235

3^ GENRL Injection site pain/
injection site soreness

2 09OCT2020 1/2 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1141 
11411236

3^ NERV Paraesthesia/
Facial Tingling

1 18SEP2020 1/1 1 Yes NA R 
(18SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain Left Arm

1 19SEP2020 2/2 2 Yes NA/TC R 
(20SEP2020)

N/N

GENRL Injection site erythema/
Erythema at Injection Site

2 10OCT2020 2/5 1 Yes NA R 
(14OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Injection Site Pain

2 10OCT2020 2/2 1 Yes NA R 
(11OCT2020)

N/N

16-55/
C459100
1 1141 
11411237

3^ GENRL Fatigue/
Fatigue

1 23SEP2020 3/2 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1141 
11411240

3^ GENRL Injection site pain/
Injection Site Pain Left Arm

1 22SEP2020 1/3 2 Yes NA/TC R 
(24SEP2020)

N/N

GENRL Injection site swelling/
Swelling at Injection Site

1 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

IMMU
N

Seasonal allergy/
Seasonal Allergies

1 01OCT2020 10/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1141 
11411241

3^ GENRL Injection site pain/
Injection Site Pain

1 22SEP2020 1/2 2 Yes NA R 
(23SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 12OCT2020 1/2 1 Yes NA/TC R 
(13OCT2020)

N/N

INV Body temperature increased/
body temperature increased

2 12OCT2020 1/2 1 Yes NA R 
(13OCT2020)

N/N

MUSC Myalgia/
Generalized Myalgias

2 12OCT2020 1/2 1 Yes NA R 
(13OCT2020)

N/N

NERV Headache/
Headache

2 13OCT2020 2/1 1 Yes NA/TC R 
(13OCT2020)

N/N

16-55/
C459100

3^ INFEC Puncture site infection/
infected ear piercing right ear

2 27OCT2020 13/12 1 No O NA/TC R 
(07NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1141 
11411242

16-55/
C459100
1 1141 
11411243

3^ GENRL Injection site pain/
Injection Site Pain Left Arm

1 24SEP2020 1/3 2 Yes NA/TC R 
(26SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

INV Body temperature increased/
Elevated Body Temperature

1 25SEP2020 2/2 1 Yes NA/TC R 
(26SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 14OCT2020 1/3 1 Yes NA R 
(16OCT2020)

N/N

GENRL Axillary pain/
Left Sided Axilla Pain

2 15OCT2020 2/4 1 Yes NA R 
(18OCT2020)

N/N

MUSC Neck pain/
L Sided Cervical Pain

2 15OCT2020 2/5 1 Yes NA R 
(19OCT2020)

N/N

16-55/
C459100
1 1141 
11411246

3^ GENRL Injection site pain/
Injection Site Pain Right Arm

1 25SEP2020 1/3 2 Yes NA R 
(27SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 26SEP2020 2/2 2 Yes NA R 
(27SEP2020)

N/N

Pain/
Body Aches

1 26SEP2020 2/2 2 Yes NA R 
(27SEP2020)

N/N

GENRL Injection site pain/
injection site soreness

2 15OCT2020 1/2 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100

3^ GENRL Fatigue/
fatigue

1 26SEP2020 2/2 2 Yes NA R 
(27SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1141 
11411247

16-55/
C459100
1 1141 
11411249

3^ GENRL Injection site pain/
Injection site myalgia left arm

1 25SEP2020 1/3 1 Yes NA/TC R 
(27SEP2020)

N/N

GENRL Injection site swelling/
Swelling at Injection Site Left 

Arm

1 26SEP2020 2/2 1 Yes NA/TC R 
(27SEP2020)

N/N

Injection site warmth/
Warm Sensation at injection site 

left Arm

1 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

GENRL Injection site erythema/
Erythema at Injection Site

2 13OCT2020 1/3 1 Yes NA R 
(15OCT2020)

N/N

Injection site swelling/
Swelling at Injection Site

2 13OCT2020 1/3 1 Yes NA R 
(15OCT2020)

N/N

Injection site warmth/
Warmth at Injection Site

2 13OCT2020 1/3 1 Yes NA R 
(15OCT2020)

N/N

MUSC Musculoskeletal stiffness/
L Upper Arm Stiffness

2 13OCT2020 1/3 1 Yes NA R 
(15OCT2020)

N/N

GENRL Feeling cold/
Feeling Cold

2 14OCT2020 2/1 1 Yes NA R 
(14OCT2020)

N/N

MUSC Arthralgia/
L Sided Shoulder Pain

2 14OCT2020 2/2 1 Yes NA/TC R 
(15OCT2020)

N/N

Neck pain/
L Sided Neck Pain

2 14OCT2020 2/2 1 Yes NA/TC R 
(15OCT2020)

N/N

NERV Dizziness/
Lightheaded

2 14OCT2020 2/1 2 Yes NA/TCN R 
(14OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1141 
11411250

3^ GENRL Fatigue/
Fatigue after blood draw*

05OCT2020 1/1 1 No O NA R 
(05OCT2020)

N/N

16-55/
C459100
1 1141 
11411255

3^ GENRL Injection site pain/
injection site pain left arm

1 08OCT2020 1/3 1 Yes NA R 
(10OCT2020)

N/Y

16-55/
C459100
1 1142 
11421052

3^ SKIN Rash/
rash

1 18AUG2020 13/8 2 No O NA/TC R 
(25AUG2020)

N/N

16-55/
C459100
1 1142 
11421084

3^ INJ&P Craniocerebral injury/
Closed head injury

1 19AUG2020 8/1 3 No O NA R 
(19AUG2020)

N/N

PSYCH Suicidal ideation/
Suicidal Ideation

1 19AUG2020 8/3 4 No O NA/TC R 
(21AUG2020)

Y/N

16-55/
C459100
1 1142 
11421158

3^ GENRL Axillary pain/
left axillary pain

1 01SEP2020 2/2 1 Yes NA R 
(02SEP2020)

N/N

16-55/
C459100
1 1142 
11421161

3^ GENRL Injection site erythema/
Redness at injection site

2 21SEP2020 1/3 1 Yes NA R 
(23SEP2020)

N/N

Injection site pain/
Soreness at injection site

2 21SEP2020 1/3 2 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
injection site pain

1 02SEP2020 1/1 1 Yes NA R 
(02SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1142 
11421173

GENRL Injection site pain/
injection site pain

2 23SEP2020 1/3 1 Yes NA R 
(25SEP2020)

N/Y

GENRL Injection site bruising/
injection site bruising

2 24SEP2020 2/4 1 Yes NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1142 
11421202

3^ GENRL Injection site pain/
Injection site pain

2 30SEP2020 2/2 2 Yes NA R 
(01OCT2020)

N/N

NERV Headache/
Headache

2 30SEP2020 2/2 2 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1142 
11421219

3^ GENRL Chills/
Chills

2 03OCT2020 2/1 1 Yes NA R 
(03OCT2020)

N/N

Pain/
Body aches

2 03OCT2020 2/1 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1142 
11421222

3^ GENRL Fatigue/
Fatigue

2 05OCT2020 1/3 1 Yes NA R 
(07OCT2020)

N/N

GENRL Chills/
Chills

2 06OCT2020 2/3 2 Yes NA R 
(08OCT2020)

N/N

SKIN Rash/
Rash on neck

2 06OCT2020 2/4 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
Injection site pain

2 06OCT2020 2/3 1 Yes NA R 
(08OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1142 
11421230

16-55/
C459100
1 1142 
11421231

3^ GENRL Injection site pain/
Injection site pain

2 07OCT2020 1/2 2 Yes NA R 
(08OCT2020)

N/N

GENRL Malaise/
Malaise

2 08OCT2020 2/2 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1142 
11421233

3^ GENRL Injection site pain/
Injection Site Pain

2 05OCT2020 1/2 2 Yes NA R 
(06OCT2020)

N/N

Pain/
Body aches

2 05OCT2020 1/2 1 Yes NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1142 
11421235

3^ GENRL Injection site pain/
injection site (left deltoid) 

soreness

1 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

GENRL Injection site pain/
injection site (left deltoid) 

soreness

2 12OCT2020 1/3 1 Yes NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1142 
11421248

3^ GENRL Injection site pain/
injection site (left deltoid) 

soreness

1 21SEP2020 1/4 2 Yes NA/TCN R 
(24SEP2020)

N/N

SKIN Hyperhidrosis/
profuse sweating

2 13OCT2020 1/2 2 Yes NA/TC R 
(14OCT2020)

N/N

GENRL Fatigue/
fatigue

2 14OCT2020 2/2 2 Yes NA R 
(15OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Muscular weakness/
muscle weakness

2 14OCT2020 2/2 2 Yes NA/TC R 
(15OCT2020)

N/N

GENRL Injection site erythema/
injection site redness

2 16OCT2020 4/2 2 Yes NA/TC R 
(17OCT2020)

N/N

Injection site pruritus/
injection site itching

2 16OCT2020 4/2 2 Yes NA/TC R 
(17OCT2020)

N/N

16-55/
C459100
1 1142 
11421250

3^ GENRL Injection site erythema/
Redness at injection site

2 13OCT2020 2/2 1 Yes NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1142 
11421253

3^ GENRL Injection site pain/
Injection site pain

1 23SEP2020 2/2 1 Yes NA/TC R 
(24SEP2020)

N/N

NERV Headache/
Headache

1 23SEP2020 2/2 1 Yes NA/TC R 
(24SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 14OCT2020 2/2 2 Yes NA R 
(15OCT2020)

N/N

NERV Headache/
Headache

2 14OCT2020 2/2 2 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1142 
11421258

3^ GENRL Malaise/
Malaise

2 12OCT2020 1/2 1 Yes NA R 
(13OCT2020)

N/N

16-55/
C459100
1 1145 
11451017

3^ GENRL Fatigue/
fatigue

2 09SEP2020 2/1 1 Yes NA R 
(09SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1145 
11451019

3^ GENRL Fatigue/
Fatigue

1 17AUG2020 1/3 1 Yes NA R 
(19AUG2020)

N/N

GENRL Fatigue/
Fatigue

2 08SEP2020 1/2 3 Yes NA R 
(09SEP2020)

N/N

Injection site pain/
Injection site pain

2 08SEP2020 1/6 3 Yes NA R 
(13SEP2020)

N/N

MUSC Myalgia/
Generalized Muscle Aches

2 08SEP2020 1/3 1 Yes NA R 
(10SEP2020)

N/N

NERV Headache/
Headache

2 08SEP2020 1/3 3 Yes NA R 
(10SEP2020)

N/N

MUSC Arthralgia/
Joint pain

2 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1145 
11451022

3^ GENRL Chills/
Chills

1 18AUG2020 1/2 1 Yes NA R 
(19AUG2020)

N/N

Fatigue/
Fatigue

1 18AUG2020 1/3 1 Yes NA R 
(20AUG2020)

N/N

Injection site pain/
Injection site pain

1 18AUG2020 1/3 2 Yes NA/TC R 
(20AUG2020)

N/N

16-55/
C459100
1 1145 
11451025

3^ GENRL Fatigue/
Fatigue

1 19AUG2020 2/2 3 Yes NA R 
(20AUG2020)

N/N

Injection site pain/
Injection site pain

1 19AUG2020 2/2 1 Yes NA R 
(20AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

1 19AUG2020 2/2 2 Yes NA R 
(20AUG2020)

N/N

16-55/
C459100
1 1145 
11451026

3^ GENRL Injection site pain/
Injection site pain

1 18AUG2020 1/1 1 Yes NA R 
(18AUG2020)

N/Y

GENRL Injection site swelling/
injection site swelling

2 11SEP2020 3/7 1 Yes NA R 
(17SEP2020)

N/N

IMMU
N

Seasonal allergy/
worsening of seasonal allergies

2 28SEP2020 20/2 1 No O NA R 
(29SEP2020)

N/N

16-55/
C459100
1 1145 
11451030

3^ GENRL Chills/
chills

1 22AUG2020 2/1 1 Yes NA R 
(22AUG2020)

N/N

MUSC Myalgia/
muscle aches

1 22AUG2020 2/1 1 Yes NA R 
(22AUG2020)

N/N

NERV Headache/
headache

1 22AUG2020 2/1 2 Yes NA R 
(22AUG2020)

N/N

MUSC Myalgia/
muscle aches

2 09SEP2020 1/2 2 Yes NA R 
(10SEP2020)

N/N

Pain in extremity/
left arm pain

2 09SEP2020 1/2 2 Yes NA R 
(10SEP2020)

N/N

NERV Headache/
headache

2 09SEP2020 1/2 2 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1145 
11451031

3^ RESP Paranasal sinus discomfort/
Sinus pressure

1 21AUG2020 1/1 1 No O NA R 
(21AUG2020)

N/Y

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1033

FDA-CBER-2021-5683-0127059



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1145 
11451033

3^ GENRL Fatigue/
Fatigue

1 21AUG2020 1/2 1 No O NA R 
(22AUG2020)

N/N

SKIN Rash/
Rash

1 24AUG2020 4/8 1 No O NA R 
(31AUG2020)

N/N

16-55/
C459100
1 1145 
11451034

3^ GENRL Injection site pain/
Injection site pain

1 24AUG2020 1/1 1 Yes NA R 
(24AUG2020)

N/N

GENRL Chills/
Chills

2 15SEP2020 1/1 2 Yes NA R 
(15SEP2020)

N/N

Injection site erythema/
Injection site redness

2 15SEP2020 1/3 2 Yes NA R 
(17SEP2020)

N/N

Injection site pain/
Injection site pain

2 15SEP2020 1/1 2 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1145 
11451037

3^ GENRL Fatigue/
Fatigue

1 25AUG2020 2/1 1 Yes NA R 
(25AUG2020)

N/N

GENRL Injection site pain/
Arm pain at injection site

2 15SEP2020 1/1 1 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1145 
11451043

3^ GENRL Injection site pain/
left arm injection site pain

1 25AUG2020 1/3 1 Yes NA R 
(27AUG2020)

N/N

GENRL Injection site pain/
left arm injection site pain

2 15SEP2020 1/2 2 Yes NA/TC R 
(16SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1145 
11451053

3^ GENRL Injection site pain/
Injection site pain

1 27AUG2020 1/2 1 Yes NA R 
(28AUG2020)

N/N

GENRL Fatigue/
Fatigue

1 28AUG2020 2/1 1 Yes NA R 
(28AUG2020)

N/N

GENRL Chills/
Chills

2 15SEP2020 1/2 2 Yes NA R 
(16SEP2020)

N/N

Fatigue/
Fatigue

2 15SEP2020 1/2 2 Yes NA R 
(16SEP2020)

N/N

MUSC Arthralgia/
Joint pain

2 15SEP2020 1/2 2 Yes NA/TC R 
(16SEP2020)

N/N

16-55/
C459100
1 1145 
11451057

3^ GENRL Injection site pain/
left arm injection site pain

1 28AUG2020 1/1 1 Yes NA R 
(28AUG2020)

N/N

16-55/
C459100
1 1145 
11451059

3^ EYE Photophobia/
Photophobia

1 28AUG2020 1/1 1 Yes NA R 
(28AUG2020)

N/Y

GENRL Injection site pain/
Injection site pain

1 28AUG2020 1/4 2 Yes NA R 
(31AUG2020)

N/Y

NERV Headache/
Headache

1 28AUG2020 1/1 1 Yes NA R 
(28AUG2020)

N/Y

MUSC Arthralgia/
Knee pain

1 08SEP2020 12/4 2 No O NA R 
(11SEP2020)

N/N

MUSC Joint swelling/
Knee swelling

1 11SEP2020 15/1 2 No O NA R 
(11SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1145 
11451063

3^ MUSC Intervertebral disc protrusion/
disc herniation

1 14SEP2020 15/C 2 No O NA/TC RG N/N

NERV Paraesthesia/
Paresthesias of Skin

1 21SEP2020 22/8 3 No CD NA/TC R 
(28SEP2020)

Y/N

NERV Dizziness/
dizziness

1 24SEP2020 25/2 2 No CD NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1145 
11451064

3^ GENRL Injection site pain/
pain at injection site

2 22SEP2020 1/3 1 Yes NA R 
(24SEP2020)

N/N

Pyrexia/
fever

2 22SEP2020 1/2 2 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1145 
11451068

3^ GENRL Injection site pain/
mild pain on injection site in left 

arm

2 22SEP2020 1/3 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1145 
11451071

3^ GENRL Injection site pain/
Injection site pain

1 04SEP2020 1/2 2 Yes NA R 
(05SEP2020)

N/N

GENRL Chills/
chills

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

Fatigue/
fatigue

2 24SEP2020 1/1 1 Yes NA R 
(24SEP2020)

N/N

Pyrexia/
fever

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
muscle pain

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1145 
11451074

3^ GENRL Injection site pain/
Injection site pain

1 04SEP2020 1/3 1 Yes NA R 
(06SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 05SEP2020 2/2 1 Yes NA R 
(06SEP2020)

N/N

16-55/
C459100
1 1145 
11451075

3^ GENRL Fatigue/
Fatigue

1 05SEP2020 2/2 1 Yes NA R 
(06SEP2020)

N/N

NERV Headache/
Headache

1 05SEP2020 2/2 1 Yes NA R 
(06SEP2020)

N/N

16-55/
C459100
1 1145 
11451079

3^ MUSC Pain in extremity/
Arm pain

1 04SEP2020 1/3 1 Yes NA R 
(06SEP2020)

N/N

GENRL Chills/
chills

2 25SEP2020 2/2 3 Yes NA R 
(26SEP2020)

N/N

Pyrexia/
fever

2 25SEP2020 2/1 1 Yes NA R 
(25SEP2020)

N/N

MUSC Myalgia/
muscle aches

2 25SEP2020 2/1 2 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1145 
11451080

3^ GENRL Fatigue/
fatigue

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1145 
11451081

3^ GENRL Injection site pain/
Injection site pain*

09SEP2020 1/3 2 Yes NA R 
(11SEP2020)

N/N

GENRL Chills/
chills

2 29SEP2020 1/2 2 Yes NA R 
(30SEP2020)

N/N

Injection site pain/
injection site pain

1 29SEP2020 21/2 2 Yes NA R 
(30SEP2020)

N/N

MUSC Myalgia/
muscle ache

2 29SEP2020 1/2 3 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1145 
11451086

3^ GASTR Nausea/
nausea*

09SEP2020 1/23 2 Yes NA R 
(01OCT2020)

N/N

GENRL Fatigue/
fatigue

1 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

Injection site pain/
injection site pain

1 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

RESP Nasal congestion/
nasal congestion

1 10SEP2020 2/3 1 No O NA/TC R 
(12SEP2020)

N/N

Oropharyngeal pain/
sore throat

1 10SEP2020 2/3 1 No O NA R 
(12SEP2020)

N/N

Rhinorrhoea/
nasal discharge

1 10SEP2020 2/3 1 No O NA/TC R 
(12SEP2020)

N/N

NERV Headache/
headache

1 29SEP2020 21/3 2 Yes NA R 
(01OCT2020)

N/N

GENRL Fatigue/
fatigue

2 30SEP2020 2/2 2 Yes NA R 
(01OCT2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1038

FDA-CBER-2021-5683-0127064



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1145 
11451088

3^ RESP Upper-airway cough syndrome/
post nasal drip

2 19OCT2020 21/3 1 Yes NA R 
(21OCT2020)

N/N

16-55/
C459100
1 1145 
11451090

3^ GENRL Injection site pain/
injection site pain

1 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N

SKIN Drug eruption/
fixed drug erruption

2 01OCT2020 3/9 2 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1145 
11451091

3^ GENRL Chills/
chills*

10SEP2020 1/1 1 Yes NA R 
(10SEP2020)

N/N

Injection site pain/
injection site pain*

10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N

GENRL Chills/
chills

2 29SEP2020 1/2 2 Yes NA R 
(30SEP2020)

N/N

Injection site pain/
injection site pain

2 29SEP2020 1/2 2 Yes NA R 
(30SEP2020)

N/N

Pyrexia/
fever

2 29SEP2020 1/3 2 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1145 
11451093

3^ GENRL Chills/
chills

1 11SEP2020 2/2 2 Yes NA R 
(12SEP2020)

N/N

SKIN Hyperhidrosis/
sweating

1 11SEP2020 2/2 2 Yes NA R 
(12SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
chills

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

Fatigue/
fatigue

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

Injection site pain/
injection site pain

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1145 
11451107

3^ GENRL Injection site pain/
injection site pain left arm

1 18SEP2020 1/4 2 Yes NA R 
(21SEP2020)

N/N

GENRL Chills/
shivering

2 08OCT2020 1/2 2 Yes NA R 
(09OCT2020)

N/N

Injection site pain/
left arm injection site pain

1 08OCT2020 21/2 1 Yes NA R 
(09OCT2020)

N/N

Pain/
body aches

1 08OCT2020 21/2 2 Yes NA R 
(09OCT2020)

N/N

GASTR Vomiting/
vomitting

2 09OCT2020 2/1 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1146 
11461002

3^ INV Blood pressure increased/
Elevation of baseline blood 

pressure

2 15SEP2020 15/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1146 
11461007

3^ EYE Eye irritation/
Burning eyes status post 

injection #1

1 12AUG2020 1/5 1 Yes NA R 
(16AUG2020)

N/N

EYE Eye irritation/
Burning eyes status post 

injection #2

2 31AUG2020 1/5 1 Yes NA R 
(04SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1146 
11461021

3^ GENRL Fatigue/
Fatigue

1 14AUG2020 1/8 2 Yes NA R 
(21AUG2020)

N/N

NERV Headache/
Headache

1 14AUG2020 1/8 2 Yes NA R 
(21AUG2020)

N/N

MUSC Myalgia/
Muscle pain

1 20AUG2020 7/2 1 Yes NA R 
(21AUG2020)

N/N

16-55/
C459100
1 1146 
11461044

3^ EYE Eye pain/
Bilateral eye pain

2 06OCT2020 29/14 1 No O NA R 
(19OCT2020)

N/N

INV Blood pressure increased/
blood pressure elevation

2 20OCT2020 43/C 2 No O NA/TC N N/N

16-55/
C459100
1 1146 
11461054

3^ GENRL Injection site pain/
Injection site pain

1 19AUG2020 1/5 1 Yes NA R 
(23AUG2020)

N/Y

GENRL Injection site pain/
Injection sit pain post 2nd 

injection

2 11SEP2020 2/2 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1146 
11461058

3^ GENRL Injection site pain/
injection site pain left arm

2 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/Y

16-55/
C459100
1 1146 
11461061

3^ GASTR Diarrhoea/
Diarrhea

1 20AUG2020 2/5 1 Yes NA R 
(24AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1146 
11461075

3^ BLOOD Lymphadenopathy/
Enlarged lymph node

2 15SEP2020 8/C 1 Yes NA N N/N

INFEC Hordeolum/
sty left eye

2 15SEP2020 8/22 1 No O NA/TC R 
(06OCT2020)

N/N

16-55/
C459100
1 1146 
11461085

3^ RESP Sinus congestion/
Congested Sinuses

2 08NOV2020 59/C 1 No O NA N N/N

16-55/
C459100
1 1146 
11461092

3^ GASTR Diarrhoea/
Diarrhea

1 28AUG2020 8/2 1 Yes NA R 
(29AUG2020)

N/N

16-55/
C459100
1 1146 
11461124

3^ INJ&P Post procedural haemorrhage/
Mild nose bleed s/p nasal swab*

27AUG2020 1/1 1 No O NA/TCN R 
(27AUG2020)

N/N

16-55/
C459100
1 1146 
11461130

3^ MUSC Back pain/
Right mid to low back pain

2 14OCT2020 30/3 1 No O NA/TCN R 
(16OCT2020)

N/N

16-55/
C459100
1 1146 
11461150

3^ NERV Headache/
headache- day 8-9 post vaccine

1 05SEP2020 9/3 1 Yes NA R 
(07SEP2020)

N/N

EYE Vitreous detachment/
Posterior Vitriol Detachment

2 21SEP2020 6/C 2 No O NA N N/N

SKIN Dermatitis contact/
Poison Ivy Rash

2 08OCT2020 23/C 1 No O NA/TC N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1146 
11461170

3^ MUSC Arthralgia/
Pain in left knee

1 SEP2020 1/C 2 No O NA N N/N

GASTR Food poisoning/
food poisoning

1 15SEP2020 15/2 1 No O NA R 
(16SEP2020)

N/N

Nausea/
Nausea

1 15SEP2020 15/2 1 No O NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1146 
11461176

3^ GENRL Vaccination site induration/
6cm induration secondary to flu 

vaccine

2 06OCT2020 16/5 2 No CND NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1146 
11461183

3^ GENRL Chills/
Chills

2 21SEP2020 1/3 1 Yes NA R 
(23SEP2020)

N/N

Pain/
Body aches

2 21SEP2020 1/3 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1146 
11461187

3^ INFEC Herpes simplex/
Herpes Simplex 1

1 14SEP2020 13/8 1 No O NA/TC R 
(21SEP2020)

N/N

16-55/
C459100
1 1146 
11461197

3^ MUSC Bursitis/
Bursitis of the knee

1 22SEP2020 20/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1146 
11461200

3^ CARD Atrioventricular block first 
degree/

1 Degree AV block

2 27SEP2020 3/1 2 No O NA R 
(27SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Bradycardia/
Acute Bradycardia

2 27SEP2020 3/2 3 No O NA/TC R 
(28SEP2020)

Y/N

NERV Loss of consciousness/
Loss of consciousness

2 27SEP2020 3/3 2 No O NA R 
(29SEP2020)

Y/N

16-55/
C459100
1 1146 
11461204

3^ PSYCH Depression/
Worsening of depression

2 13OCT2020 22/14 2 No O NA/TC R 
(26OCT2020)

N/N

16-55/
C459100
1 1146 
11461206

3^ RESP Upper-airway cough syndrome/
Post nasal drip

2 27OCT2020 35/4 1 No O NA R 
(30OCT2020)

N/N

16-55/
C459100
1 1146 
11461212

3^ INFEC Urinary tract infection/
Urinary Tract Infection

2 07OCT2020 15/8 2 No O NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 1146 
11461218

3^ INFEC Hordeolum/
Stye of the left eye

1 23SEP2020 20/8 1 No O NA/TCN R 
(30SEP2020)

N/N

16-55/
C459100
1 1146 
11461219

3^ NERV Headache/
Mild Headache

1 23SEP2020 20/1 1 No O NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1146 
11461237

3^ GENRL Fatigue/
Fatigue

2 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N

Injection site pain/
Injection site pain

2 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pain/
Body aches

2 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1146 
11461238

3^ GENRL Chills/
Chills

2 07OCT2020 2/3 1 Yes NA/TC R 
(09OCT2020)

N/N

Pain/
Body aches

2 07OCT2020 2/3 1 Yes NA R 
(09OCT2020)

N/N

Pyrexia/
Low grade fever of 100.8

2 07OCT2020 2/3 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1146 
11461239

3^ GENRL Pain/
Bodyaches

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/Y

NERV Headache/
Headaches post vaccine #2

2 09OCT2020 2/2 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1146 
11461241

3^ GENRL Chills/
Chills

2 07OCT2020 2/3 1 Yes NA/TC R 
(09OCT2020)

N/N

Fatigue/
Fatigue

2 07OCT2020 2/3 1 Yes NA R 
(09OCT2020)

N/N

Injection site pain/
Injection site pain

2 07OCT2020 2/3 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1146 
11461245

3^ INV Blood pressure increased/
Elevated blood pressure

2 02NOV2020 28/C 1 No O NA/TC RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1146 
11461248

3^ GENRL Fatigue/
Fatigue

2 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N

Pyrexia/
Fever of 101.5 post injection #2

2 06OCT2020 2/2 1 Yes NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1146 
11461250

3^ GENRL Injection site pain/
Injection site pain

2 06OCT2020 1/5 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1146 
11461255

3^ GENRL Chills/
Chills

2 10OCT2020 2/3 1 Yes NA R 
(12OCT2020)

N/N

Fatigue/
Fatigue

2 10OCT2020 2/2 2 Yes NA R 
(11OCT2020)

N/N

Injection site pain/
Injection site pain

2 10OCT2020 2/3 1 Yes NA R 
(12OCT2020)

N/N

NERV Headache/
Headache

2 10OCT2020 2/2 1 Yes NA/TC R 
(11OCT2020)

N/N

16-55/
C459100
1 1147 
11471003

3^ VASC Essential hypertension/
essential hypertension

2 21AUG2020 3/C 1 No O NA/TC N N/N

16-55/
C459100
1 1147 
11471019

3^ MUSC Myalgia/
Muscle ache

2 24AUG2020 1/5 3 Yes NA/TC R 
(28AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1147 
11471047

3^ PSYCH Anxiety/
Anxiety (New Diagnosis)

2 28AUG2020 3/C 1 No O NA/TCN N N/N

16-55/
C459100
1 1147 
11471049

3^ INV Blood thyroid stimulating 
hormone increased/

elevated TSH

2 18SEP2020 22/C 1 No O NA N N/N

16-55/
C459100
1 1147 
11471053

3^ NERV Migraine/
migraine (exacerbation)

2 10OCT2020 44/2 1 No O NA R 
(11OCT2020)

N/N

16-55/
C459100
1 1147 
11471073

3^ INV Blood creatinine decreased/
Decreased Creatinine (31.6)

2 02SEP2020 3/C 1 No O NA N N/N

16-55/
C459100
1 1147 
11471092

3^ RESP Rhinitis allergic/
Allergic Rhinitis

2 11SEP2020 11/8 1 No O NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1147 
11471112

3^ RESP Oropharyngeal pain/
Sore throat*

12AUG2020 -12/13 1 No O NA R 
(24AUG2020)

N/N

16-55/
C459100
1 1147 
11471121

3^ INFEC Abscess neck/
Nape abscess

2 25SEP2020 22/2 1 No O NA/TC R 
(26SEP2020)

N/N

16-55/
C459100

3^ INFEC Influenza/
Flu A&B

2 21SEP2020 12/C 1 No O NA/TC RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1147 
11471153

16-55/
C459100
1 1147 
11471166

3^ INV Blood cholesterol increased/
elevated cholesterol

2 06OCT2020 26/C 1 No O NA N N/N

16-55/
C459100
1 1147 
11471180

3^ GENRL Injection site pain/
Pain at injection site

1 09SEP2020 17/6 1 Yes NA R 
(14SEP2020)

N/N

16-55/
C459100
1 1147 
11471216

3^ BLOOD Anaemia/
anemia (new diagnosis)

1 11SEP2020 9/C 1 No O NA/TC N N/N

16-55/
C459100
1 1149 
11491001

3^ GENRL Pyrexia/
Fever

2 24AUG2020 1/3 1 Yes NA R 
(26AUG2020)

N/N

MUSC Pain in extremity/
Pain in left arm

2 24AUG2020 1/1 1 Yes NA R 
(24AUG2020)

N/N

16-55/
C459100
1 1149 
11491012

3^ GASTR Diarrhoea/
Diarrhea

2 01SEP2020 8/25 1 Yes NA R 
(25SEP2020)

N/N

MUSC Flank pain/
Flank Pain

2 15SEP2020 22/8 1 No CND NA R 
(22SEP2020)

N/N

NERV Headache/
Headache

2 20SEP2020 27/3 1 No CND NA R 
(22SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1149 
11491020

3^ GENRL Chills/
chills

2 31AUG2020 5/2 1 Yes NA R 
(01SEP2020)

N/N

Fatigue/
fatigue

2 31AUG2020 5/2 1 Yes NA R 
(01SEP2020)

N/N

16-55/
C459100
1 1149 
11491025

3^ GENRL Fatigue/
fatigue

1 08AUG2020 2/3 1 Yes NA R 
(10AUG2020)

N/N

GENRL Injection site erythema/
injection site redness

1 12AUG2020 6/2 1 Yes NA R 
(13AUG2020)

N/N

16-55/
C459100
1 1149 
11491044

3^ GASTR Nausea/
nausea

2 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N

GENRL Injection site pain/
left arm pain at injection site 

with touch

2 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N

Pyrexia/
fever

2 10SEP2020 1/3 1 Yes NA/TC R 
(12SEP2020)

N/N

16-55/
C459100
1 1149 
11491057

3^ GASTR Diarrhoea/
loose stool

1 12AUG2020 1/1 1 Yes NA R 
(12AUG2020)

N/N

16-55/
C459100
1 1149 
11491076

3^ MUSC Pain in extremity/
right arm pain

1 17AUG2020 1/3 2 Yes NA R 
(19AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1149 
11491077

3^ GENRL Chills/
Chills

1 18AUG2020 2/3 1 Yes NA R 
(20AUG2020)

N/N

Pain/
Body Aches

1 18AUG2020 2/3 1 Yes NA R 
(20AUG2020)

N/N

Pyrexia/
Fever

1 18AUG2020 2/3 1 Yes NA R 
(20AUG2020)

N/N

16-55/
C459100
1 1149 
11491083

3^ MUSC Myalgia/
Myalgia

2 09SEP2020 2/28 2 Yes NA/TC R 
(06OCT2020)

N/N

16-55/
C459100
1 1149 
11491086

3^ GENRL Injection site pain/
left arm pain at injection site 

related to motion

1 18AUG2020 1/3 1 Yes NA R 
(20AUG2020)

N/N

GENRL Fatigue/
fatigue

1 19AUG2020 2/2 1 Yes NA R 
(20AUG2020)

N/N

GENRL Fatigue/
Fatigue

2 09SEP2020 2/3 1 Yes NA R 
(11SEP2020)

N/N

Injection site pain/
left arm pain at injection site 

related to motion

2 09SEP2020 2/6 1 Yes NA R 
(14SEP2020)

N/N

Pain/
body aches

2 09SEP2020 2/3 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1149 
11491089

3^ GENRL Injection site pain/
Left arm pain at injection site

1 19AUG2020 1/2 1 Yes NA R 
(20AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GASTR Vomiting/
Emesis

1 06SEP2020 19/31 1 No O NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1149 
11491092

3^ NERV Lethargy/
Lethargic

1 23AUG2020 5/1 1 Yes NA R 
(23AUG2020)

N/N

GENRL Fatigue/
Tired

1 26AUG2020 8/1 1 Yes NA R 
(26AUG2020)

N/N

PSYCH Insomnia/
Difficulty sleeping

1 31AUG2020 13/2 1 Yes NA R 
(01SEP2020)

N/N

GENRL Fatigue/
Tired

1 01SEP2020 14/1 1 Yes NA R 
(01SEP2020)

N/N

16-55/
C459100
1 1149 
11491093

3^ MUSC Musculoskeletal pain/
joint/muscle pain in arms and 

legs

1 20AUG2020 2/2 1 Yes NA R 
(21AUG2020)

N/N

Myalgia/
left triceps pain

1 20AUG2020 2/5 1 Yes NA R 
(24AUG2020)

N/N

16-55/
C459100
1 1149 
11491098

3^ GENRL Injection site pain/
injection site pain with motion

1 19AUG2020 1/2 1 Yes NA R 
(20AUG2020)

N/N

16-55/
C459100
1 1149 
11491116

3^ MUSC Pain in extremity/
Left arm pain*

20AUG2020 1/2 1 Yes NA R 
(21AUG2020)

N/N

16-55/
C459100

3^ MUSC Myalgia/
Generalized myalgia

1 21AUG2020 1/2 1 Yes NA R 
(22AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1149 
11491121

GENRL Fatigue/
Fatigue

2 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 12SEP2020 2/4 1 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1149 
11491128

3^ MUSC Pain in extremity/
left arm soreness

1 24AUG2020 1/2 2 Yes NA/TC R 
(25AUG2020)

N/N

16-55/
C459100
1 1149 
11491136

3^ MUSC Myalgia/
left arm muscle pain with motion

1 25AUG2020 1/2 1 Yes NA R 
(26AUG2020)

N/N

GASTR Nausea/
nausea

1 27AUG2020 3/1 1 Yes NA R 
(27AUG2020)

N/N

NERV Headache/
headache/ left-post occipital pain

1 27AUG2020 3/1 1 Yes NA R 
(27AUG2020)

N/N

16-55/
C459100
1 1149 
11491146

3^ GENRL Injection site pain/
Left arm injection site pain

1 26AUG2020 1/1 1 Yes NA R 
(26AUG2020)

N/N

UNC LEFT ARM BLEEDING AT 
INJECTION SITE@@/

Left arm bleeding at injection 
site

1 26AUG2020 1/1 1 Yes NA R 
(26AUG2020)

N/Y

16-55/
C459100

3^ GASTR Abdominal discomfort/
Upset stomach

2 18SEP2020 2/4 1 Yes NA R 
(21SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1149 
11491157

Diarrhoea/
Diarrhea

2 18SEP2020 2/4 1 Yes NA R 
(21SEP2020)

N/N

16-55/
C459100
1 1149 
11491165

3^ GENRL Injection site pain/
left arm pain at injection site 

with movement

2 19SEP2020 2/3 1 Yes NA R 
(21SEP2020)

N/N

16-55/
C459100
1 1149 
11491176

3^ GENRL Injection site pain/
Left arm pain at injection site

1 02SEP2020 2/2 1 Yes NA R 
(03SEP2020)

N/N

16-55/
C459100
1 1149 
11491180

3^ MUSC Pain in extremity/
left arm pain

1 01SEP2020 1/3 1 Yes NA R 
(03SEP2020)

N/N

NERV Headache/
headache

1 01SEP2020 1/3 1 Yes NA R 
(03SEP2020)

N/N

16-55/
C459100
1 1149 
11491181

3^ GENRL Injection site pain/
Left arm pain at injection site 

with touch

1 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/N

16-55/
C459100
1 1149 
11491186

3^ GENRL Injection site pain/
left arm injection site pain with 

touch

1 02SEP2020 1/3 1 Yes NA R 
(04SEP2020)

N/N

MUSC Musculoskeletal chest pain/
muscle chest pain

2 23SEP2020 1/3 1 No O NA R 
(25SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
chills

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

Pyrexia/
fever

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

NERV Headache/
headache

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1149 
11491202

3^ MUSC Arthralgia/
Joint pain

1 05SEP2020 2/2 1 Yes NA R 
(06SEP2020)

N/N

Pain in extremity/
Left arm pain

1 05SEP2020 2/4 1 Yes NA/TC R 
(08SEP2020)

N/N

GENRL Chills/
chills

2 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/N

Pain/
body aches

2 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/N

16-55/
C459100
1 1149 
11491203

3^ GENRL Pain/
Body aches

2 25SEP2020 1/3 1 Yes NA R 
(27SEP2020)

N/N

Pyrexia/
Fever/chills

2 25SEP2020 1/3 1 Yes NA/TC R 
(27SEP2020)

N/N

16-55/
C459100
1 1149 
11491210

3^ GENRL Injection site pain/
left arm pain at injection site

1 05SEP2020 2/4 1 Yes NA R 
(08SEP2020)

N/N

NERV Headache/
headache

1 05SEP2020 2/2 1 Yes NA R 
(06SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
chills

2 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

Fatigue/
fatigue

2 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

Injection site pain/
Left arm injection site pain with 

motion

2 26SEP2020 2/4 1 Yes NA R 
(29SEP2020)

N/N

Pyrexia/
fever

2 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

NERV Headache/
headache

2 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1149 
11491218

3^ GENRL Pyrexia/
Fever

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1149 
11491219

3^ MUSC Pain in extremity/
Left arm soreness

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

GENRL Chills/
Chills

2 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N

Fatigue/
Fatigue

2 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N

NERV Headache/
Headache

2 30SEP2020 2/1 2 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100

3^ GENRL Fatigue/
fatigue

1 09SEP2020 2/4 1 Yes NA R 
(12SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1149 
11491220

Injection site pain/
left arm pain at injection site

1 09SEP2020 2/4 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1149 
11491221

3^ GENRL Injection site pain/
injection site pain

1 10SEP2020 1/3 1 Yes NA/TC R 
(12SEP2020)

N/N

NERV Headache/
Headache

1 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N

GASTR Paraesthesia oral/
Buccal paresthesia

1 13SEP2020 4/27 1 Yes NA R 
(09OCT2020)

N/N

MUSC Musculoskeletal chest pain/
Chest pain (muscular not 

cardiac)

1 14SEP2020 5/3 3 Yes NA R 
(16SEP2020)

N/N

GASTR Gingival pain/
Gingival pain

1 22SEP2020 13/4 1 Yes NA R 
(25SEP2020)

N/N

GENRL Pyrexia/
fever

2 02OCT2020 2/1 1 Yes NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 1149 
11491227

3^ GENRL Fatigue/
fatigue

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

Injection site pain/
Left arem injection site pain with 

motion

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

MUSC Myalgia/
myalgia

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1149 
11491234

3^ GENRL Injection site pain/
Left arm injection pain

1 12SEP2020 2/1 1 Yes NA R 
(12SEP2020)

N/N

Pyrexia/
Low Fever (99.6 F)

1 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

GENRL Injection site pain/
Left arm injection site pain with 

motion

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

GENRL Pyrexia/
Low Grade Fever (99.6 F)

2 03OCT2020 2/2 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1149 
11491238

3^ GENRL Feeling hot/
Hot ears

1 15SEP2020 1/1 1 Yes NA R 
(15SEP2020)

N/N

Injection site pain/
left arm pain at injection site

1 15SEP2020 1/1 1 Yes NA R 
(15SEP2020)

N/N

RESP Pharyngeal swelling/
Swelling in throat (no shortness 

of breath)

1 15SEP2020 1/1 1 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1149 
11491254

3^ GASTR Nausea/
Nausea

1 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

GENRL Chills/
Chills

1 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

Injection site pain/
pain in left arm at injection site

1 18SEP2020 1/1 1 Yes NA R 
(18SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1149 
11491258

3^ GENRL Injection site erythema/
Injection site erythema

2 09OCT2020 1/2 1 Yes NA R 
(10OCT2020)

N/Y

Injection site pain/
Pain at injection site

2 09OCT2020 1/2 1 Yes NA R 
(10OCT2020)

N/Y

16-55/
C459100
1 1149 
11491270

3^ GENRL Injection site pain/
Left arm pain at injection site

1 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

NERV Headache/
headache

1 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1149 
11491271

3^ GENRL Injection site pain/
left arm pain at injection site 

related to motion

1 28SEP2020 8/8 1 Yes NA R 
(05OCT2020)

N/N

GENRL Pyrexia/
fever

2 14OCT2020 3/2 1 Yes NA R 
(15OCT2020)

N/N

NERV Headache/
headache

2 14OCT2020 3/2 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1149 
11491273

3^ GENRL Fatigue/
fatigue

1 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1149 
11491274

3^ GENRL Injection site pain/
Left arm injection site pain with 

touch and movement

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Arthralgia/
Joint pain

2 13OCT2020 1/2 3 Yes NA R 
(14OCT2020)

N/N

Myalgia/
Myalgia

2 13OCT2020 1/2 3 Yes NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1149 
11491275

3^ GENRL Injection site pain/
Right arm injection site pain with 

touch

1 22SEP2020 1/3 1 Yes NA R 
(24SEP2020)

N/N

GENRL Injection site pain/
Right arm injection site pain with 

movement and touch

2 13OCT2020 1/2 2 Yes NA R 
(14OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1149 
11491281

3^ GENRL Injection site pain/
Left arm injection site pain with 

touch

1 23SEP2020 2/4 1 Yes NA R 
(26SEP2020)

N/N

Pyrexia/
Fever

1 23SEP2020 2/1 1 Yes NA/TC R 
(23SEP2020)

N/N

MUSC Myalgia/
Myalgia

1 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1149 
11491285

3^ MUSC Flank pain/
left flank pain

1 23SEP2020 1/5 1 Yes NA R 
(27SEP2020)

N/N

Pain in extremity/
Left arm pain

1 23SEP2020 1/5 1 Yes NA/TC R 
(27SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1149 
11491286

3^ GENRL Nodule/
hypopigmented nodule lesion 
right dorsal 2nd metacarpal

1 30SEP2020 8/7 1 Yes NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1149 
11491289

3^ GENRL Injection site pain/
Left arm pain at injection site

1 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

GENRL Chills/
chills

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1149 
11491294

3^ GENRL Injection site pain/
left arm injection site pain with 

touch

1 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

MUSC Myalgia/
muscle aches

2 20OCT2020 2/3 1 Yes NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1149 
11491305

3^ GENRL Injection site pain/
left arm injection site pain with 

movement

1 24SEP2020 1/22 1 Yes NA R 
(15OCT2020)

N/Y

16-55/
C459100
1 1149 
11491310

3^ GENRL Chills/
chills

2 16OCT2020 2/1 1 Yes NA R 
(16OCT2020)

N/N

Pyrexia/
fever

2 16OCT2020 2/1 1 Yes NA/TC R 
(16OCT2020)

N/N

MUSC Myalgia/
myalgia

2 16OCT2020 2/1 1 Yes NA R 
(16OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
headache

2 16OCT2020 2/1 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1149 
11491311

3^ GENRL Injection site pain/
left arm injection site pain

1 24SEP2020 1/4 1 Yes NA/TC R 
(27SEP2020)

N/N

16-55/
C459100
1 1149 
11491314

3^ GENRL Injection site pain/
left arm injection site pain

1 24SEP2020 1/4 1 Yes NA R 
(27SEP2020)

N/N

NERV Headache/
headache

1 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1149 
11491315

3^ GENRL Chills/
chills

2 16OCT2020 2/1 1 Yes NA R 
(16OCT2020)

N/N

Fatigue/
fatigue

2 16OCT2020 2/1 1 Yes NA R 
(16OCT2020)

N/N

Pyrexia/
fever

2 16OCT2020 2/1 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1149 
11491316

3^ GENRL Pyrexia/
Fever

1 25SEP2020 2/1 1 Yes NA R 
(25SEP2020)

N/N

GENRL Injection site pain/
right arm pain at injection site

2 14OCT2020 2/2 1 Yes NA R 
(15OCT2020)

N/N

Pyrexia/
fever

2 14OCT2020 2/2 1 Yes NA R 
(15OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1150 
11501001

3^ MUSC Myalgia/
General Muscle Pain

1 17AUG2020 1/3 1 Yes NA R 
(19AUG2020)

N/N

GASTR Pancreatitis/
Worsening Pancreatitis

1 21AUG2020 5/34 3 No O NA R 
(23SEP2020)

Y/N

16-55/
C459100
1 1150 
11501003

3^ MUSC Pain in extremity/
Arm Soreness (Left Arm)

2 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

16-55/
C459100
1 1150 
11501004

3^ RESP Cough/
cough

1 05SEP2020 20/5 1 No O NA R 
(09SEP2020)

N/N

Nasal congestion/
nasal congestion

1 05SEP2020 20/5 1 No O NA R 
(09SEP2020)

N/N

Oropharyngeal pain/
sore throat

1 05SEP2020 20/5 1 No O NA R 
(09SEP2020)

N/N

Rhinorrhoea/
runny nose

1 05SEP2020 20/5 1 No O NA R 
(09SEP2020)

N/N

16-55/
C459100
1 1150 
11501005

3^ GENRL Injection site pain/
arm soreness (injection site, left 

arm)

1 19AUG2020 2/1 1 Yes NA R 
(19AUG2020)

N/N

GENRL Chills/
Chills

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

Pyrexia/
Fever (100.1)

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Pain in extremity/
Arm Soreness (Left arm)

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1150 
11501006

3^ GENRL Pain/
Body Aches

2 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

Pyrexia/
Fever (100.0 F)

2 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1150 
11501007

3^ GASTR Diarrhoea/
Diarrhea

2 15SEP2020 8/1 1 No O NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1150 
11501009

3^ GASTR Diarrhoea/
Diarrhea

1 25AUG2020 8/1 1 Yes NA R 
(25AUG2020)

N/N

RESP Oropharyngeal pain/
Sore Throat

1 03SEP2020 17/1 1 No O NA R 
(03SEP2020)

N/N

16-55/
C459100
1 1150 
11501011

3^ GENRL Injection site pain/
Arm soreness (injection site,left)

1 19AUG2020 2/2 1 Yes NA R 
(20AUG2020)

N/N

GENRL Fatigue/
Fatigue

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

Pain/
Body Aches

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

Pyrexia/
Fever (101.5 F)

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Pain in extremity/
Arm pain/soreness (Left arm)

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1150 
11501013

3^ GENRL Injection site pain/
Arm soreness (injection site, left 

arm)

1 20AUG2020 2/1 1 Yes NA R 
(20AUG2020)

N/N

GENRL Fatigue/
Fatigue

2 11SEP2020 2/2 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1150 
11501014

3^ GENRL Injection site pain/
Burning sensation at injection 

site (left arm)

2 10SEP2020 1/1 1 Yes NA R 
(10SEP2020)

N/Y

16-55/
C459100
1 1150 
11501015

3^ GENRL Injection site pain/
Pain at injection site

2 12SEP2020 3/3 1 Yes NA R 
(14SEP2020)

N/N

16-55/
C459100
1 1150 
11501016

3^ MUSC Pain in extremity/
Arm Soreness (Right arm)

2 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

NERV Headache/
Headache

2 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

16-55/
C459100
1 1150 
11501017

3^ MUSC Pain in extremity/
Arm Soreness (Left arm)

2 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

16-55/
C459100
1 1150 
11501018

3^ GENRL Injection site pain/
Arm soreness (injection site)

1 20AUG2020 2/1 1 Yes NA R 
(20AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Pain in extremity/
Arm Soreness (Left arm)

2 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1150 
11501019

3^ GENRL Fatigue/
fatigue

1 20AUG2020 2/2 1 Yes NA R 
(21AUG2020)

N/N

MUSC Myalgia/
muscle aches

1 20AUG2020 2/2 1 Yes NA R 
(21AUG2020)

N/N

GENRL Chills/
Chills

2 11SEP2020 2/2 1 Yes NA R 
(12SEP2020)

N/N

Pain/
Body Aches

2 11SEP2020 2/2 1 Yes NA R 
(12SEP2020)

N/N

Pyrexia/
Fever

2 11SEP2020 2/2 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1150 
11501020

3^ GENRL Fatigue/
fatigue

1 20AUG2020 2/1 1 Yes NA R 
(20AUG2020)

N/N

GENRL Fatigue/
Fatigue

2 11SEP2020 2/1 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1150 
11501021

3^ GENRL Fatigue/
fatigue

1 19AUG2020 1/2 1 Yes NA R 
(20AUG2020)

N/N

16-55/
C459100
1 1150 
11501024

3^ GENRL Fatigue/
Tiredness

1 21AUG2020 2/1 1 Yes NA R 
(21AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Arm soreness (Injection site left 

arm)

1 21AUG2020 2/1 1 Yes NA R 
(21AUG2020)

N/N

GENRL Chills/
Chills

2 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

Fatigue/
Tiredness

2 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

Pyrexia/
Fever (101.5)

2 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

MUSC Myalgia/
Muscle Aches

2 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

NERV Headache/
Headache

2 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1150 
11501025

3^ GENRL Chills/
Chills

2 09SEP2020 2/1 1 Yes NA R 
(09SEP2020)

N/N

MUSC Myalgia/
Muscle Aches

2 09SEP2020 2/1 1 Yes NA R 
(09SEP2020)

N/N

16-55/
C459100
1 1150 
11501027

3^ GENRL Injection site pain/
Arm soreness (left injection site)

1 20AUG2020 1/2 1 Yes NA R 
(21AUG2020)

N/N

GENRL Chills/
Chills

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

MUSC Pain in extremity/
Arm Soreness (Left Arm)

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
Arm soreness in injection site

1 22AUG2020 2/1 1 Yes NA R 
(22AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1150 
11501029

NERV Headache/
Headache

2 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1150 
11501032

3^ GENRL Injection site pain/
pain at injection site

1 24AUG2020 1/3 1 Yes NA R 
(26AUG2020)

N/N

GENRL Fatigue/
fatigue

1 25AUG2020 2/5 1 Yes NA R 
(29AUG2020)

N/N

GENRL Injection site pain/
Pain at injection site

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

GENRL Chills/
Chills

2 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)

N/N

Fatigue/
Fatigue

2 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1150 
11501036

3^ GENRL Fatigue/
Fatigue

2 15SEP2020 2/1 2 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1150 
11501037

3^ GENRL Injection site pain/
Arm soreness (injection L site 

arm)

1 24AUG2020 1/2 2 Yes NA R 
(25AUG2020)

N/N

GASTR Nausea/
Nausea

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

MUSC Pain in extremity/
Arm Soreness (Left arm)

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

BLOOD Lymphadenopathy/
Swollen lymph nodes under left 

armpit

2 18SEP2020 5/C 1 No O NA N N/N

16-55/
C459100
1 1150 
11501039

3^ GENRL Injection site pain/
Pain at injection site

1 25AUG2020 1/2 2 Yes NA R 
(26AUG2020)

N/N

GENRL Pain/
Body Aches

2 15SEP2020 1/3 2 Yes NA R 
(17SEP2020)

N/N

Pyrexia/
Fever

2 15SEP2020 1/3 2 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1150 
11501040

3^ GENRL Injection site pain/
pain at injection site

1 25AUG2020 1/3 1 Yes NA R 
(27AUG2020)

N/N

CARD Supraventricular tachycardia/
Worsening Supraventricular 

Tachycardia

1 02SEP2020 9/C 2 Yes NA RG N/N

GENRL Chills/
Chills

2 14SEP2020 1/3 2 Yes NA R 
(16SEP2020)

N/N

Pain/
Body Aches

2 14SEP2020 1/3 2 Yes NA R 
(16SEP2020)

N/N

NERV Headache/
Headache

2 14SEP2020 1/3 2 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1150 
11501041

3^ GENRL Pyrexia/
fever (101.0)

1 11SEP2020 18/1 1 No O NA R 
(11SEP2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1068

FDA-CBER-2021-5683-0127094



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1150 
11501043

3^ INJ&P Concussion/
concussion

1 05SEP2020 12/6 1 No O NA R 
(10SEP2020)

N/N

Fall/
Fall from stairs at home

1 05SEP2020 12/1 1 No O NA/TCN R 
(05SEP2020)

N/N

Ligament sprain/
ankle sprain (left)

1 05SEP2020 12/4 1 No O NA R 
(08SEP2020)

N/N

GENRL Pain/
Body Aches

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1150 
11501044

3^ GENRL Injection site pain/
pain at injection site

1 25AUG2020 1/3 1 Yes NA R 
(27AUG2020)

N/N

GENRL Chills/
Chills

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

Injection site pain/
Pain at injection site (right arm)

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

MUSC Myalgia/
Muscle Aches

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

SKIN Hyperhidrosis/
Sweats

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1150 
11501046

3^ GENRL Injection site pain/
pain at injection site

1 26AUG2020 2/3 1 Yes NA R 
(28AUG2020)

N/N

GENRL Injection site pain/
Pain at injection site

2 15SEP2020 1/2 2 Yes NA R 
(16SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
Fatigue

2 16SEP2020 2/1 1 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1150 
11501048

3^ GENRL Injection site pain/
pain at injection site

1 26AUG2020 2/3 2 Yes NA R 
(28AUG2020)

N/N

GENRL Injection site pain/
Pain at injection site

2 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/Y

GENRL Chills/
Chills

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

Pyrexia/
Fever

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1150 
11501050

3^ GENRL Chills/
Chills

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

Injection site pain/
Pain at injection Site

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

RESP Oropharyngeal pain/
Sore Throat

2 01OCT2020 16/3 1 No O NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1150 
11501051

3^ GENRL Injection site pain/
pain at injection site

1 26AUG2020 1/2 2 Yes NA R 
(27AUG2020)

N/N

GASTR Nausea/
Nausea

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

METAB Decreased appetite/
Loss of Appetite

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Tremor/
Body Shakes

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

PSYCH Insomnia/
Insomnia

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

SKIN Night sweats/
Night Sweats

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

NERV Headache/
Headache

2 20SEP2020 5/1 2 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1150 
11501053

3^ GENRL Injection site pain/
Arm soreness (left arm) injection 

site

1 26AUG2020 1/2 1 Yes NA R 
(27AUG2020)

N/N

GENRL Fatigue/
Fatigue

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

Injection site pain/
Arm soreness (Left arm, 

injection site)

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

Pyrexia/
Fever

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1150 
11501056

3^ GENRL Fatigue/
Fatigue

2 16SEP2020 2/3 1 Yes NA R 
(18SEP2020)

N/N

Injection site pain/
Pain at injection site

2 16SEP2020 2/3 1 Yes NA R 
(18SEP2020)

N/N

NERV Headache/
Headache

2 16SEP2020 2/3 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100

3^ GASTR Nausea/
nausea

1 27AUG2020 2/2 1 Yes NA R 
(28AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1150 
11501058

GENRL Fatigue/
fatigue

1 27AUG2020 2/2 1 Yes NA R 
(28AUG2020)

N/N

Injection site pain/
arm pain: injection site, left arm

1 27AUG2020 2/2 1 Yes NA R 
(28AUG2020)

N/N

GENRL Fatigue/
Fatigue

2 18SEP2020 2/2 2 Yes NA R 
(19SEP2020)

N/N

Injection site pain/
Arm Pain (Injection Site)

2 18SEP2020 2/2 2 Yes NA R 
(19SEP2020)

N/N

Pain/
Body Aches

2 18SEP2020 2/2 2 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1150 
11501059

3^ GENRL Injection site pain/
pain at injection site

1 27AUG2020 2/4 1 Yes NA R 
(30AUG2020)

N/N

NERV Headache/
Headache

1 27AUG2020 2/2 1 Yes NA R 
(28AUG2020)

N/N

GENRL Injection site pain/
Pain at injection site

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

NERV Headache/
Headache

2 16SEP2020 2/2 2 Yes NA R
(17SEP2020)

N/N

16-55/
C459100
1 1150 
11501060

3^ GENRL Injection site pain/
arm soreness (injection site), Left 

arm

1 28AUG2020 2/1 1 Yes NA R 
(28AUG2020)

N/N

GASTR Nausea/
Nausea

2 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Vomiting/
Vomiting

2 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

MUSC Pain in extremity/
Left arm soreness

2 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1150 
11501063

3^ MUSC Pain in extremity/
Left arm soreness

1 27AUG2020 1/2 1 Yes NA R 
(28AUG2020)

N/N

GENRL Fatigue/
Fatigue

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

Pain/
Body Aches

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1150 
11501064

3^ GENRL Injection site pain/
arm soreness (left arm); injection 

site

1 28AUG2020 2/2 1 Yes NA R 
(29AUG2020)

N/N

16-55/
C459100
1 1150 
11501067

3^ GENRL Injection site pain/
pain at injection site

1 28AUG2020 2/3 1 Yes NA R 
(30AUG2020)

N/N

GENRL Injection site pain/
Pain at injection site

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

GASTR Abdominal pain/
Abdominal Pain

2 19SEP2020 3/3 1 Yes NA R 
(21SEP2020)

N/N

GENRL Chills/
Chills

2 19SEP2020 3/3 1 Yes NA R 
(21SEP2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1073

FDA-CBER-2021-5683-0127099



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Fatigue/
Fatigue

2 19SEP2020 3/3 1 Yes NA R 
(21SEP2020)

N/N

NERV Headache/
Headache

2 19SEP2020 3/3 1 Yes NA R 
(21SEP2020)

N/N

RESP Nasal congestion/
Congested Nose

2 19SEP2020 3/3 1 Yes NA R 
(21SEP2020)

N/N

Oropharyngeal pain/
Sore Throat

2 19SEP2020 3/3 1 Yes NA R 
(21SEP2020)

N/N

NERV Headache/
Headache

2 05OCT2020 19/2 1 No O NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1150 
11501068

3^ GENRL Chills/
chills

1 28AUG2020 2/1 2 Yes NA R 
(28AUG2020)

N/N

Injection site pain/
Pain at injection site

1 28AUG2020 2/2 2 Yes NA R 
(29AUG2020)

N/N

Pain/
Body aches

1 28AUG2020 2/1 2 Yes NA R 
(28AUG2020)

N/N

INFEC Ear infection/
Right ear infection

1 14SEP2020 19/C 2 No O NA/TC RG N/N

GENRL Injection site pain/
Pain at injection site

2 17SEP2020 1/2 2 Yes NA R 
(18SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1150 
11501069

3^ GENRL Injection site pain/
arm soreness (left arm, injection 

site)

1 28AUG2020 1/2 1 Yes NA R 
(29AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
Pain at injection site

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

NERV Headache/
Headache

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1150 
11501073

3^ GENRL Pyrexia/
low grade fever (99.9)

1 31AUG2020 1/2 1 Yes NA R 
(01SEP2020)

N/N

MUSC Pain in extremity/
arm soreness (left arm)

1 31AUG2020 1/2 1 Yes NA R 
(01SEP2020)

N/N

NERV Headache/
headache

1 31AUG2020 1/2 1 Yes NA R 
(01SEP2020)

N/N

GENRL Chills/
Chills

2 21SEP2020 1/2 2 Yes NA R 
(22SEP2020)

N/N

Pain/
Body Aches

2 21SEP2020 1/2 2 Yes NA R 
(22SEP2020)

N/N

Pyrexia/
Fever

2 21SEP2020 1/2 2 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1150 
11501075

3^ GENRL Injection site pain/
pain at injection site

1 31AUG2020 1/3 2 Yes NA R 
(02SEP2020)

N/N

GENRL Fatigue/
fatigue

1 01SEP2020 2/1 1 Yes NA R 
(01SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

Injection site pain/
Pain at Injection Site

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
Burning sensation at injection 

site

2 30SEP2020 9/2 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1150 
11501077

3^ GASTR Diarrhoea/
diarrhea

1 15SEP2020 15/2 1 No O NA R 
(16SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

NERV Headache/
Headache

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1150 
11501078

3^ GASTR Nausea/
nausea

1 01SEP2020 1/2 2 Yes NA R 
(02SEP2020)

N/N

GENRL Chills/
chills

1 01SEP2020 1/2 2 Yes NA R 
(02SEP2020)

N/N

Injection site pain/
pain at injection site

1 01SEP2020 1/2 2 Yes NA R 
(02SEP2020)

N/N

NERV Migraine/
migraine

1 01SEP2020 1/2 3 Yes NA R
(02SEP2020)

N/N

GENRL Chills/
Chills

2 24SEP2020 1/3 2 Yes NA R 
(26SEP2020)

N/N

Injection site pain/
Pain at injection site

2 24SEP2020 1/2 2 Yes NA R 
(25SEP2020)

N/N

MUSC Myalgia/
Muscle Aches

2 24SEP2020 1/3 2 Yes NA R 
(26SEP2020)

N/N

NERV Headache/
Headache

2 24SEP2020 1/3 2 Yes NA R 
(26SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1150 
11501079

3^ GENRL Fatigue/
fatigue

1 03SEP2020 3/2 1 Yes NA R 
(04SEP2020)

N/N

NERV Dizziness/
dizziness

1 03SEP2020 3/2 1 Yes NA R 
(04SEP2020)

N/N

16-55/
C459100
1 1150 
11501082

3^ GENRL Pain/
Body Aches

1 02SEP2020 2/2 1 Yes NA R 
(03SEP2020)

N/N

Pyrexia/
Low grade fever

1 02SEP2020 2/1 1 Yes NA R 
(02SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

Injection site pain/
Injection Site Pain

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

Pain/
Body Aches

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

NERV Headache/
Headache

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1150 
11501083

3^ GENRL Injection site pain/
Pain at injection Site*

01SEP2020 1/4 2 Yes NA R 
(04SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 02SEP2020 2/3 2 Yes NA R 
(04SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Pain at injection site

2 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1150 
11501084

3^ GENRL Chills/
Chills

1 19SEP2020 19/5 1 No O NA R 
(23SEP2020)

N/N

NERV Headache/
Headache

1 19SEP2020 19/5 1 No O NA R 
(23SEP2020)

N/N

RESP Cough/
Cough

1 19SEP2020 19/5 1 No O NA R 
(23SEP2020)

N/N

Oropharyngeal pain/
Sore Throat

1 19SEP2020 19/5 2 No O NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1150 
11501085

3^ GENRL Chills/
chills

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N

Fatigue/
fatigue

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N

Injection site pain/
arm soreness (left) injection site

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N

NERV Headache/
headache

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

Pain/
Body Aches

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

NERV Headache/
Headache

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1150 
11501087

3^ GENRL Injection site pain/
Arm soreness (Right arm, 

injection site)

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N

GENRL Chills/
Chills

2 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/N

Pain/
Body Aches

2 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/N

Pyrexia/
Fever

2 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/N

16-55/
C459100
1 1150 
11501088

3^ GENRL Fatigue/
fatigue

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

Injection site pain/
left arm pain (injection site)

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

PSYCH Insomnia/
trouble sleeping

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1150 
11501089

3^ GASTR Nausea/
nausea

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N

GENRL Fatigue/
fatigue

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N

PSYCH Irritability/
irritable mood

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GASTR Abdominal pain upper/
Stomach Pain

2 24SEP2020 2/C 1 Yes NA RG N/N

GENRL Fatigue/
Fatigue

2 24SEP2020 2/2 3 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1150 
11501090

3^ GENRL Injection site pain/
pain at injection site

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

GENRL Injection site pain/
Pain at injection site

2 24SEP2020 1/3 1 Yes NA R 
(26SEP2020)

N/N

16-55/
C459100
1 1150 
11501092

3^ GENRL Injection site pain/
arm soreness (L arm, injection 

site)

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

NERV Headache/
Headache

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

RESP Oropharyngeal pain/
Sore Throat

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1150 
11501094

3^ GENRL Injection site pain/
pain at injection site

1 03SEP2020 1/3 1 Yes NA R 
(05SEP2020)

N/N

16-55/
C459100
1 1150 
11501096

3^ GENRL Injection site pain/
pain at injection site

1 04SEP2020 2/4 2 Yes NA R 
(07SEP2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1080

FDA-CBER-2021-5683-0127106



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
Pain at injection Site

2 22SEP2020 1/2 2 Yes NA R 
(23SEP2020)

N/N

Pyrexia/
Fever

2 22SEP2020 1/2 2 Yes NA R 
(23SEP2020)

N/N

NERV Headache/
Headache

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1150 
11501098

3^ GENRL Fatigue/
fatigue

1 03SEP2020 1/3 3 Yes NA R 
(05SEP2020)

N/N

GENRL Injection site pain/
pain at injection site

1 04SEP2020 2/2 3 Yes NA R 
(05SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 24SEP2020 1/4 3 Yes NA R 
(27SEP2020)

N/N

GENRL Injection site pain/
Pain at injection site

2 25SEP2020 2/1 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1150 
11501100

3^ GENRL Injection site pain/
pain at injection site

1 03SEP2020 1/3 2 Yes NA R 
(05SEP2020)

N/N

GENRL Chills/
Chills

2 23SEP2020 2/2 2 Yes NA R 
(24SEP2020)

N/N

Pain/
Body Aches

2 23SEP2020 2/2 2 Yes NA R 
(24SEP2020)

N/N

Pyrexia/
Fever

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

NERV Headache/
Headache

2 23SEP2020 2/2 2 Yes NA R 
(24SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1150 
11501101

3^ MUSC Pain in extremity/
arm soreness (L arm)

1 04SEP2020 2/2 1 Yes NA R 
(05SEP2020)

N/N

PSYCH Insomnia/
Trouble Sleeping

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1150 
11501104

3^ GENRL Injection site pain/
left injection site arm soreness

1 09SEP2020 2/1 3 Yes NA R 
(09SEP2020)

N/N

16-55/
C459100
1 1150 
11501106

3^ GENRL Injection site pain/
Arm soreness (Left arm/injection 

site)

1 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

GENRL Chills/
Chills

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1150 
11501110

3^ GENRL Fatigue/
Fatigue

2 03OCT2020 3/2 1 Yes NA R 
(04OCT2020)

N/N

Pain/
Body Aches

2 03OCT2020 3/2 1 Yes NA R 
(04OCT2020)

N/N

NERV Sciatica/
Sciatica Nerve Pain

2 08OCT2020 8/C 1 No O NA RG N/N

16-55/
C459100

3^ GENRL Injection site pain/
Pain at injection site

1 12SEP2020 2/2 2 Yes NA R 
(13SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1150 
11501111

NERV Dizziness/
Lightheaded

2 30SEP2020 1/2 2 Yes NA R 
(01OCT2020)

N/N

GENRL Injection site pain/
Pain at injection site

2 01OCT2020 2/2 2 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1150 
11501113

3^ MUSC Pain in extremity/
Arm Pain (Left arm)

1 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

16-55/
C459100
1 1150 
11501114

3^ GENRL Fatigue/
Fatigue

1 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

MUSC Pain in extremity/
Arm Soreness (Left arm)

1 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

GENRL Injection site pain/
Pain at injection site

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1150 
11501115

3^ GENRL Fatigue/
Fatigue

1 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

Injection site pain/
Injection site pain

1 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 17OCT2020 2/2 1 Yes NA R 
(18OCT2020)

N/N

Pyrexia/
Fever (101.0)

2 17OCT2020 2/2 1 Yes NA R 
(18OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1150 
11501117

3^ GENRL Fatigue/
Fatigue

1 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 15OCT2020 2/1 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1152 
11521010

3^ NERV Headache/
headache, intermittent

1 13AUG2020 2/21 2 No O NA/TC R 
(02SEP2020)

N/N

16-55/
C459100
1 1152
11521012

3^ INJ&P Procedural pain/
post-surgical pain left shoulder

2 21SEP2020 20/22 2 No O NA/TC R 
(12OCT2020)

N/N

16-55/
C459100
1 1152 
11521046

3^ SKIN Rash/
body rash

2 03SEP2020 3/C 2 Yes NA/TC N N/N

16-55/
C459100
1 1152 
11521077

3^ GASTR Toothache/
tooth pain

1 27AUG2020 15/1 2 No O NA/TC/TCN R 
(27AUG2020)

N/N

16-55/
C459100
1 1152 
11521085

3^ GENRL Unevaluable event/
Unknown of Unknown Origin

1 26AUG2020 8/1 4 No O P/W F 
(26AUG2020)

Y/N

16-55/
C459100
1 1152 
11521138

3^ INFEC Urinary tract infection/
Urinary Tract Infection

1 14SEP2020 25/7 1 No O NA/TC R 
(20SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1152 
11521147

3^ INJ&P Contusion/
Antecubital bruise of the right 

arm

2 08OCT2020 29/15 1 No O NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1152 
11521149

3^ PSYCH Depression/
worsening depression

2 28SEP2020 18/18 2 No O NA/TC R 
(15OCT2020)

N/N

16-55/
C459100
1 1152 
11521165

3^ GASTR Nausea/
nausea

2 22SEP2020 9/3 2 No O NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1152 
11521182

3^ GENRL Injury associated with device/
needle stick injury (finger)

1 26AUG2020 3/1 1 No O NA/TC R 
(26AUG2020)

N/N

16-55/
C459100
1 1152 
11521183

3^ INFEC Genital herpes/
genital herpes diagnosed

1 04SEP2020 12/7 2 No O NA/TC R 
(10SEP2020)

N/N

16-55/
C459100
1 1152 
11521209

3^ RESP Throat irritation/
irritated throat

1 02SEP2020 8/6 1 No O NA R 
(07SEP2020)

N/N

16-55/
C459100
1 1152 
11521227

3^ GENRL Injury associated with device/
needle stick injury, right foot

2 27SEP2020 11/1 2 No O NA/TC R 
(27SEP2020)

N/N

16-55/
C459100

3^ NERV Neuropathy peripheral/
neuropathy

1 05SEP2020 6/6 2 No O NA/TC R 
(10SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1152 
11521276

16-55/
C459100
1 1152 
11521308

3^ GENRL Injection site pain/
injection site pain

1 04SEP2020 2/4 3 Yes NA/TC R 
(07SEP2020)

N/N

GENRL Fatigue/
fatigue

1 08SEP2020 6/5 2 No O NA R 
(12SEP2020)

N/N

MUSC Myalgia/
myalgia

1 08SEP2020 6/4 2 No O NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1152 
11521318

3^ PSYCH Insomnia/
worsening insomnia

1 03SEP2020 1/8 2 Yes NA/TC R 
(10SEP2020)

N/N

16-55/
C459100
1 1152 
11521365

3^ SKIN Pruritus/
itchy scalp

2 05OCT2020 8/25 2 Yes NA/TC/TCN R 
(29OCT2020)

N/N

Rash/
rash back of neck

2 05OCT2020 8/25 2 Yes NA/TC R 
(29OCT2020)

N/N

Rash/
rash bilateral arms

2 05OCT2020 8/25 2 Yes NA/TC R 
(29OCT2020)

N/N

16-55/
C459100
1 1152 
11521436

3^ GASTR Proctalgia/
Rectal Pain

2 03NOV2020 36/C 2 No O NA/TC RG N/N

16-55/
C459100

3^ INJ&P Limb injury/
injured right arm

1 27SEP2020 19/4 1 No O NA R 
(30SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1152 
11521437

16-55/
C459100
1 1152 
11521449

3^ GASTR Diarrhoea/
Diarrhea

1 16SEP2020 1/1 2 No O NA R 
(16SEP2020)

N/N

GASTR Diarrhoea/
Diarrhea

2 09OCT2020 1/1 2 No O NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1152 
11521467

3^ GASTR Diarrhoea/
diarrhea

2 16OCT2020 5/6 3 Yes NA R 
(21OCT2020)

N/N

16-55/
C459100
1 1152 
11521474

3^ CARD Palpitations/
Heart Palpitations

1 11OCT2020 18/C 2 No O NA RG N/N

16-55/
C459100
1 1156 
11561002

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 19AUG2020 1/4 1 Yes NA R 
(22AUG2020)

N/N

Injection site pain/
INJECTION-SITE SORENESS

1 19AUG2020 1/4 1 Yes NA R 
(22AUG2020)

N/N

GASTR Diarrhoea/
DIARRHEA

1 24AUG2020 6/1 1 Yes NA R 
(24AUG2020)

N/N

GENRL Pyrexia/
FEVER

1 24AUG2020 6/1 1 Yes NA R 
(24AUG2020)

N/N

RESP Cough/
COUGH

1 24AUG2020 6/1 1 No O NA R 
(24AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1156 
11561006

3^ RESP Pulmonary embolism/
PULMONARY EMBOLISM

1 31AUG2020 12/3 3 No O NA/TC R 
(02SEP2020)

N/N

VASC Deep vein thrombosis/
DEEP VEIN THROMBOSIS

1 31AUG2020 12/10 3 No O NA/TC R 
(09SEP2020)

Y/N

MUSC Musculoskeletal stiffness/
right shoulder stiffness

1 05SEP2020 17/3 1 No O NA/TCN R 
(07SEP2020)

N/N

16-55/
C459100
1 1156 
11561007

3^ PREG Abortion spontaneous 
incomplete/

INCOMPLETE 
SPONTANEOUS ABORTION

2 04OCT2020 25/4 3 No O NA/TCN R 
(07OCT2020)

Y/N

RESP Haemoptysis/
HEMOPTYSIS

2 04OCT2020 25/1 2 No O NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1156 
11561008

3^ GENRL Chills/
Chills

1 27AUG2020 8/2 1 Yes NA R 
(28AUG2020)

N/N

MUSC Myalgia/
muscle aches

1 27AUG2020 8/2 1 Yes NA R 
(28AUG2020)

N/N

16-55/
C459100
1 1156 
11561009

3^ GENRL Injection site pain/
Injection Site Pain (left deltoid)

1 03SEP2020 15/6 1 Yes NA R 
(08SEP2020)

N/N

16-55/
C459100
1 1156 
11561015

3^ INJ&P Exposure during pregnancy/
EXPOSURE DURING 

PREGNANCY*

21AUG2020 1/C No O P UNK N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1156 
11561018

3^ REPRO Dysfunctional uterine bleeding/
DYSFUNCTIONAL UTERINE 

BLEEDING

1 10SEP2020 18/22 2 No O NA/TC R 
(01OCT2020)

N/N

INFEC Urinary tract infection/
ACUTE URINARY TRACT 

INFECTION

2 30SEP2020 16/7 1 No O NA/TC R 
(06OCT2020)

N/N

16-55/
C459100
1 1156 
11561048

3^ GENRL Pyrexia/
fever

2 17SEP2020 2/2 1 Yes NA/TC R 
(18SEP2020)

N/N

MUSC Arthralgia/
arthralgia

2 17SEP2020 2/2 1 Yes NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1156 
11561054

3^ RESP Dyspnoea/
Shortness of breath

1 04SEP2020 8/2 1 No O NA R 
(05SEP2020)

N/N

MUSC Arthralgia/
arthralgia

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1156 
11561057

3^ GENRL Pyrexia/
fever

2 18SEP2020 2/1 1 Yes NA/TC R 
(18SEP2020)

N/N

MUSC Arthralgia/
arthralgia

2 18SEP2020 2/1 1 Yes NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1156 
11561076

3^ RESP Oropharyngeal pain/
sore throat

1 03SEP2020 3/2 1 Yes NA/TCN R 
(04SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Pyrexia/
fever

2 21SEP2020 1/2 1 Yes NA/TC R 
(22SEP2020)

N/N

MUSC Myalgia/
myalgia

2 21SEP2020 1/2 1 Yes NA/TC R 
(22SEP2020)

N/N

16-55/
C459100
1 1156 
11561089

3^ GENRL Pyrexia/
fever

2 22SEP2020 1/2 1 Yes NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1156 
11561090

3^ GENRL Injection site pain/
Injection Site Pain (Left 

Shoulder)

1 04SEP2020 2/5 1 Yes NA R 
(08SEP2020)

N/N

MUSC Back pain/
Back Pain

2 08OCT2020 7/6 1 No O NA/TCN R 
(13OCT2020)

N/N

RENAL Urethral discharge/
Urethral Discharge

2 08OCT2020 7/10 1 No O NA/TC R 
(17OCT2020)

N/N

16-55/
C459100
1 1156 
11561111

3^ INFEC Otitis externa/
external otitis

1 11SEP2020 4/6 1 No O NA/TC R 
(16SEP2020)

N/N

16-55/
C459100
1 1156 
11561113

3^ REPRO Vaginal discharge/
Vaginal discharge

2 29SEP2020 2/22 1 No O NA/TC R 
(20OCT2020)

N/N

INFEC Vaginal infection/
ACUTE VAGINITIS

2 20OCT2020 23/7 1 No O NA/TC R 
(26OCT2020)

N/N

METAB Hypercholesterolaemia/
HYPERCHOLESTEROLEMIA

2 20OCT2020 23/C 1 No O NA RG N/N09
01
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1156 
11561121

3^ GASTR Diarrhoea/
diarrhea

1 10SEP2020 2/9 1 Yes NA R 
(18SEP2020)

N/N

MUSC Arthralgia/
left shoulder pain

1 10SEP2020 2/5 1 Yes NA R 
(14SEP2020)

N/N

RESP Oropharyngeal pain/
sore throat

1 10SEP2020 2/5 1 Yes NA R 
(14SEP2020)

N/N

16-55/
C459100
1 1156 
11561159

3^ GASTR Diarrhoea/
diarrhea

1 27SEP2020 7/2 1 Yes NA R 
(28SEP2020)

N/N

16-55/
C459100
1 1156 
11561166

3^ SKIN Dermal cyst/
sebaceous cyst

1 06OCT2020 14/C 1 No O NA RG N/N

GASTR Vomiting/
VOMITING

2 13OCT2020 2/4 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1156 
11561172

3^ GASTR Gastritis/
GASTRITIS

1 28SEP2020 4/C 1 No O NA/TC RG N/N

NEOPL Acrochordon/
ACROCHORDON

1 28SEP2020 4/C 1 No O NA RG N/N

16-55/
C459100
1 1157 
11571113

3^ MUSC Myalgia/
Myalgia

1 02SEP2020 2/6 1 Yes NA R 
(07SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
Chills

2 23SEP2020 1/3 2 Yes NA R 
(25SEP2020)

N/N

NERV Headache/
Headache

2 24SEP2020 2/2 2 Yes NA/TC R 
(25SEP2020)

N/N

16-55/
C459100
1 1157 
11571114

3^ GASTR Nausea/
Nausea

1 02SEP2020 2/2 1 Yes NA R 
(03SEP2020)

N/N

16-55/
C459100
1 1157 
11571115

3^ GENRL Pain/
Body Aches

2 24SEP2020 2/2 2 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1157 
11571125

3^ GENRL Injection site pain/
Pain at the injection site

1 01SEP2020 1/3 1 Yes NA R 
(03SEP2020)

N/N

MUSC Myalgia/
General Muscle Aches

1 01SEP2020 1/3 1 Yes NA R 
(03SEP2020)

N/N

16-55/
C459100
1 1157 
11571126

3^ IMMU
N

Allergy to arthropod bite/
Allergic reaction to mosquito 

bite

2 01OCT2020 9/10 2 No O NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1157 
11571130

3^ NERV Headache/
Headache

1 16SEP2020 16/5 1 No O NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1157 
11571132

3^ GENRL Injection site erythema/
Redness at injection site

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site swelling/
Swelling at injection site

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N

INFEC Sinusitis/
Sinusitis

2 03OCT2020 12/13 2 No O NA/TC R 
(15OCT2020)

N/N

16-55/
C459100
1 1157 
11571141

3^ GENRL Injection site erythema/
Redness at injection site

2 27OCT2020 1/8 1 Yes NA R 
(03NOV2020)

N/N

Injection site induration/
Induration at injection site

2 27OCT2020 1/8 1 Yes NA R 
(03NOV2020)

N/N

GENRL Chills/
Chills

2 28OCT2020 2/5 1 Yes NA/TC R 
(01NOV2020)

N/N

MUSC Myalgia/
Myalgia

2 28OCT2020 2/5 1 Yes NA/TC R 
(01NOV2020)

N/N

NERV Headache/
Headache

2 28OCT2020 2/5 1 Yes NA/TC R 
(01NOV2020)

N/N

16-55/
C459100
1 1161 
11611011

3^ EAR Excessive cerumen production/
Excess cerumen, lt EAC

1 16OCT2020 77/C 1 No O NA N N/N

16-55/
C459100
1 1161 
11611020

3^ BLOOD Lymphadenopathy/
1+right distal cervical lymph 

node enlarged

1 08NOV2020 98/C 1 No O NA N N/N

16-55/
C459100
1 1162 
11621019

3^ INFEC Sinusitis/
sinus infection

2 06OCT2020 42/C 1 No O NA/TC N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1162 
11621025

3^ GASTR Gastrooesophageal reflux 
disease/

Esophageal pain/Acid Reflux

1 13AUG2020 10/2 1 No O NA R 
(14AUG2020)

N/N

16-55/
C459100
1 1162 
11621103

3^ NERV Headache/
Headache

2 05SEP2020 2/3 1 No O NA R 
(07SEP2020)

N/N

16-55/
C459100
1 1162 
11621121

3^ RESP Nasal congestion/
Nasal Congestion

2 02OCT2020 31/2 1 No O NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1162 
11621128

3^ INJ&P Exposure during pregnancy/
Exposure during pregnancy

2 SEP2020 1/C No O NA UNK N/N

16-55/
C459100
1 1162 
11621137

3^ NERV Tension headache/
Stress induced Headache

2 14SEP2020 6/2 1 No O NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1162 
11621142

3^ GENRL Pyrexia/
Fever

1 20AUG2020 4/2 1 Yes NA R 
(21AUG2020)

N/N

16-55/
C459100
1 1162 
11621151

3^ NERV Headache/
Headache

2 14OCT2020 35/1 1 No O NA R 
(14OCT2020)

N/N

16-55/
C459100

3^ GENRL Fatigue/
Fatigue

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1162 
11621158

Injection site pain/
Left shoulder soreness (injection 

site pain)

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

Pyrexia/
Slight increased fever

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

EAR Vertigo/
Intermittent Vertigo

2 27SEP2020 19/26 1 No O NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1162 
11621166

3^ GASTR Diarrhoea/
Diarrhea

2 11OCT2020 26/2 1 No O NA R 
(12OCT2020)

N/N

16-55/
C459100
1 1162 
11621205

3^ GENRL Fatigue/
Fatigue

1 28AUG2020 2/2 1 Yes NA R 
(29AUG2020)

N/N

NERV Headache/
Headache

1 28AUG2020 2/1 1 Yes NA R 
(28AUG2020)

N/N

16-55/
C459100
1 1162 
11621279

3^ NERV Migraine/
Migraine

2 12OCT2020 19/17 1 No O NA/TC R 
(28OCT2020)

N/N

16-55/
C459100
1 1162 
11621283

3^ INFEC Pharyngitis streptococcal/
Strep Throat

2 12OCT2020 18/11 1 No O NA/TC/TCN R 
(22OCT2020)

N/N

16-55/
C459100

3^ GENRL Fatigue/
Fatigue

1 14SEP2020 5/2 1 No O NA R 
(15SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1162 
11621324

RESP Oropharyngeal pain/
Sore throat

1 14SEP2020 5/2 1 No O NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1162 
11621392

3^ GENRL Injection site pain/
Injection site pain

1 17SEP2020 1/3 1 Yes NA R 
(19SEP2020)

N/Y

RESP Oropharyngeal pain/
Sore throat

1 18SEP2020 2/2 1 No O NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1162 
11621416

3^ GENRL Chills/
Chills

1 02OCT2020 12/1 1 No O NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1162 
11621464

3^ NERV Hypoaesthesia/
Leg Numbness

1 05OCT2020 6/2 1 No O NA R 
(06OCT2020)

N/N

NERV Nerve compression/
Pinched Nerve

2 OCT2020 1/C 1 No O NA R N/N

16-55/
C459100
1 1163 
11631040

3^ INFEC Urinary tract infection/
UTI

1 22AUG2020 17/7 2 No O NA/TC R 
(28AUG2020)

N/N

16-55/
C459100
1 1163 
11631059

3^ UNC UPPER BODYRASH DUE TO 
VACCINE@@/

UPPER BODYRASH DUE TO 
VACCINE

1 08AUG2020 2/18 2 Yes P/TC R 
(25AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1163 
11631069

3^ PSYCH Depression/
DEPRESSION

1 01SEP2020 23/C 2 No O NA/TC N N/N

16-55/
C459100
1 1163 
11631077

3^ GENRL Pyrexia/
FEVER

2 01SEP2020 2/2 1 Yes NA R 
(02SEP2020)

N/N

NERV Headache/
HEADACHE

2 01SEP2020 2/2 1 Yes NA R 
(02SEP2020)

N/N

16-55/
C459100
1 1166 
11661003

3^ GENRL Injection site pain/
Injection site soreness

2 09SEP2020 1/3 1 Yes NA/TC R 
(11SEP2020)

N/N

Pyrexia/
Low grade fever

2 09SEP2020 1/3 1 Yes NA/TC R 
(11SEP2020)

N/N

16-55/
C459100
1 1166 
11661030

3^ VASC Hot flush/
Exacerbation of hot flashes

2 02OCT2020 22/C 2 No O NA/TC N N/N

16-55/
C459100
1 1166 
11661036

3^ NERV Dysgeusia/
Metallic taste

1 21AUG2020 2/2 1 Yes NA R 
(22AUG2020)

N/N

PSYCH Insomnia/
Insomnia

1 21AUG2020 2/9 2 Yes NA R 
(29AUG2020)

N/N

16-55/
C459100
1 1166 
11661046

3^ GENRL Pyrexia/
Fever

2 24SEP2020 2/1 1 Yes NA/TC R 
(24SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1166 
11661047

3^ NERV Dizziness/
Dizziness

1 31AUG2020 1/1 1 Yes P R 
(31AUG2020)

N/N

16-55/
C459100
1 1166 
11661063

3^ GENRL Pyrexia/
Fever

2 25SEP2020 1/31 1 Yes NA R 
(25OCT2020)

N/N

16-55/
C459100
1 1166 
11661076

3^ INJ&P Contusion/
LEFT UPPER CHEST 

BRUISING.

1 25SEP2020 11/C 1 No O NA/TC N N/N

Road traffic accident/
Motor vehicle accident (MVA)

1 25SEP2020 11/1 1 No O NA R 
(25SEP2020)

N/N

Skin abrasion/
SUPERFICIAL ABRAISIONS, 

dorsal wrist, right.

1 25SEP2020 11/C 1 No O NA N N/N

Skin abrasion/
SUPERFICIAL ABRAISIONS, 

dorsal wrists, left

1 25SEP2020 11/C 1 No O NA/TC N N/N

16-55/
C459100
1 1166 
11661087

3^ GENRL Injection site pain/
Injection site pain

1 18SEP2020 1/1 1 Yes NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1167 
11671009

3^ HEPAT Cholecystitis acute/
Acute Cholecystitis

1 21AUG2020 5/2 3 No O NA/TC/TCN R 
(22AUG2020)

Y/N

Cholelithiasis/
Cholelithiasis

1 21AUG2020 5/2 2 No O NA/TCN RS 
(22AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1167 
11671021

3^ INJ&P Muscle strain/
Back Strain

2 14OCT2020 36/C 1 No O NA/TC N N/N

16-55/
C459100
1 1167 
11671120

3^ INFEC Cellulitis/
Cellulitis nose

2 27SEP2020 6/21 2 No O NA/TC R 
(17OCT2020)

N/N

16-55/
C459100
1 1167 
11671130

3^ METAB Type 2 diabetes mellitus/
Worsening Type 2 diabetes

1 09SEP2020 7/C 2 No O NA/TC N N/N

VASC Hypertension/
Hypertension with microalbumin

1 09SEP2020 7/C 1 No O NA/TC N N/N

GASTR Nausea/
Nausea

1 22SEP2020 20/1 1 No CD NA R 
(22SEP2020)

N/N

GENRL Chest pain/
Chest pain

1 22SEP2020 20/1 2 No CD NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1167 
11671175

3^ NERV Cerebrovascular accident/
Cerebrovascular accident

2 21OCT2020 23/C 3 No O NA/TC RG Y/N

16-55/
C459100
1 1168 
11681016

3^ GASTR Nausea/
nausea, not COVID related

1 15AUG2020 3/1 1 No O NA R 
(15AUG2020)

N/N

16-55/
C459100
1 1168 
11681024

3^ SKIN Urticaria/
HIVES(NECK)

2 22SEP2020 19/5 1 No CD NA R 
(26SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1168 
11681054

3^ GENRL Chills/
chills

2 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

SKIN Cold sweat/
cold sweat

2 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1168 
11681073

3^ SKIN Rash/
upper body rash

2 13SEP2020 3/2 1 Yes NA/TC R 
(14SEP2020)

N/N

SKIN Rash/
intermittent upper body rash

2 18SEP2020 8/25 1 Yes NA R 
(12OCT2020)

N/N

16-55/
C459100
1 1168 
11681109

3^ MUSC Pain in extremity/
Intermittent pain in both feet

1 06SEP2020 10/6 1 No O NA R 
(11SEP2020)

N/N

GENRL Peripheral swelling/
Intermittent Swelling in the L 

hand

1 09SEP2020 13/3 1 No O NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1168 
11681132

3^ GENRL Fatigue/
Fatigue

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

Injection site pain/
Injection site pain

2 24SEP2020 1/3 1 Yes NA R 
(26SEP2020)

N/N

16-55/
C459100
1 1168 
11681138

3^ GASTR Nausea/
nausea

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Pyrexia/
low grade fever

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

MUSC Back pain/
low back pain

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

NERV Headache/
headache

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

16-55/
C459100
1 1168 
11681162

3^ GENRL Fatigue/
FATIGUE

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1168 
11681176

3^ MUSC Myalgia/
Myalgia

2 08OCT2020 2/2 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1168 
11681195

3^ GENRL Chills/
chills

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

GENRL Pyrexia/
low grade fever

2 14OCT2020 2/3 1 Yes NA/TC R 
(16OCT2020)

N/N

MUSC Myalgia/
myalgia

2 14OCT2020 2/6 1 Yes NA/TC R 
(19OCT2020)

N/N

16-55/
C459100
1 1168 
11681198

3^ INFEC Sinusitis/
SINUS INFECTION

1 27SEP2020 5/8 1 No O NA/TC R 
(04OCT2020)

N/N

GENRL Fatigue/
fatigue

2 14OCT2020 1/2 1 Yes NA R 
(15OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1168 
11681210

3^ GENRL Chills/
chills

1 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/N

Pain/
body aches

1 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/N

Pyrexia/
fever

1 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/N

GENRL Chills/
chills

2 15OCT2020 1/3 2 Yes NA R 
(17OCT2020)

N/N

Pain/
body aches

2 15OCT2020 1/3 2 Yes NA R 
(17OCT2020)

N/N

Pyrexia/
fever

2 15OCT2020 1/3 2 Yes NA R 
(17OCT2020)

N/N

NERV Headache/
headache

2 16OCT2020 2/2 2 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100
1 1168 
11681213

3^ GENRL Fatigue/
fatigue

2 14OCT2020 1/3 1 Yes NA R 
(16OCT2020)

N/N

MUSC Myalgia/
myalgia

2 14OCT2020 1/3 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1168 
11681215

3^ GENRL Injection site pain/
injection site soreness

1 29SEP2020 1/3 1 Yes NA R 
(01OCT2020)

N/N

GENRL Fatigue/
fatigue

1 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1102

FDA-CBER-2021-5683-0127128



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
muscle ache

1 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1169 
11691001

3^ GENRL Injection site pain/
Pain at Injection Site

1 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/Y

NERV Headache/
Headache

1 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/Y

GENRL Injection site induration/
Red induration at injection site

2 22SEP2020 1/3 1 Yes NA/TC R 
(24SEP2020)

N/N

Injection site pain/
Soreness at injection site

2 22SEP2020 1/3 1 Yes NA/TC R 
(24SEP2020)

N/N

Injection site warmth/
Warmth at injection site

2 22SEP2020 1/3 1 Yes NA/TC R 
(24SEP2020)

N/N

NERV Headache/
Headache

2 22SEP2020 1/3 1 Yes NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1169 
11691002

3^ GENRL Malaise/
General Malaise

1 02SEP2020 2/2 1 Yes NA R 
(03SEP2020)

N/N

RESP Oropharyngeal pain/
Sore Throat

1 02SEP2020 2/2 1 Yes NA R 
(03SEP2020)

N/N

16-55/
C459100
1 1169 
11691007

3^ GENRL Fatigue/
Fatigue

1 04SEP2020 2/2 1 Yes NA R 
(05SEP2020)

N/N

16-55/
C459100

3^ BLOOD Lymphadenopathy/
Swollen Right Axillary lymph 

node

1 03SEP2020 1/40 1 Yes NA R 
(12OCT2020)

N/Y
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1169 
11691010

GENRL Injection site pain/
Injection Site pain

2 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/Y

16-55/
C459100
1 1169 
11691011

3^ MUSC Arthralgia/
Painful Left Knee

1 08SEP2020 6/4 1 No O NA/TC R 
(11SEP2020)

N/N

Joint swelling/
swelling Left knee

1 08SEP2020 6/4 1 No O NA R 
(11SEP2020)

N/N

GENRL Injection site pain/
Soreness at injection site

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 12OCT2020 21/3 1 No O NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1169 
11691012

3^ GENRL Injection site pain/
Arm pain at Injection Site

1 04SEP2020 1/3 1 Yes NA R 
(06SEP2020)

N/N

GENRL Sensation of foreign body/
Globus Sensation of the throat

1 06SEP2020 3/19 1 Yes NA R 
(24SEP2020)

N/N

GENRL Injection site pain/
Arm pain at Injection Site

2 23SEP2020 1/3 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1169 
11691017

3^ GENRL Injection site pain/
Mild Soreness at Injection Site

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100

3^ MUSC Pain in extremity/
Left Arm pain

2 30SEP2020 1/2 2 Yes NA/TCN R 
(01OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1169 
11691019

GENRL Chills/
Chills

2 01OCT2020 2/1 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1169 
11691020

3^ GENRL Injection site pain/
Tenderness at injection site

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

Injection site swelling/
Swelling at injection site

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N

Injection site pain/
Soreness at Injection Site

2 02OCT2020 2/3 1 Yes NA R 
(04OCT2020)

N/N

NERV Mental impairment/
Mental Fogginess

2 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N

GASTR Diarrhoea/
Diarrhea

2 03OCT2020 3/1 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1169 
11691023

3^ GENRL Injection site pain/
Pain at injection site

1 08SEP2020 1/3 1 Yes NA R 
(10SEP2020)

N/N

GENRL Injection site pain/
Moderate Pain at Injection Site

2 29SEP2020 1/3 2 Yes NA/TC R 
(01OCT2020)

N/N

Injection site swelling/
Mild swelling at Injection site

2 29SEP2020 1/3 1 Yes NA/TC R 
(01OCT2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
Pain at injection site

1 09SEP2020 1/3 1 Yes NA/TC R 
(11SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1169 
11691024

Injection site swelling/
2 cm swelling at injection site

1 09SEP2020 1/3 1 Yes NA/TC R 
(11SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 29SEP2020 1/3 2 Yes NA/TC R 
(01OCT2020)

N/N

Injection site erythema/
Redness at Injection Site

2 29SEP2020 1/3 2 Yes NA/TC R 
(01OCT2020)

N/N

Injection site pain/
Moderate pain at injection Site

2 29SEP2020 1/3 2 Yes NA/TC R 
(01OCT2020)

N/N

Injection site swelling/
Swelling at Injection Site

2 29SEP2020 1/3 2 Yes NA/TC R 
(01OCT2020)

N/N

16-55/
C459100
1 1169 
11691026

3^ GASTR Diarrhoea/
Diarrhea

1 13SEP2020 5/2 1 No O NA R 
(14SEP2020)

N/N

16-55/
C459100
1 1169 
11691029

3^ GENRL Fatigue/
Fatigue

1 09SEP2020 1/2 2 Yes NA R 
(10SEP2020)

N/N

Injection site pain/
Pain at Injection Site

1 09SEP2020 1/2 2 Yes NA R 
(10SEP2020)

N/N

Injection site pain/
Tenderness at Injection Site

1 09SEP2020 1/2 2 Yes NA R 
(10SEP2020)

N/N

MUSC Myalgia/
Muscle Aches

1 09SEP2020 1/2 2 Yes NA R 
(10SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 28SEP2020 1/2 2 Yes NA R 
(29SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Pain at Injection Site

2 28SEP2020 1/2 2 Yes NA R 
(29SEP2020)

N/N

Injection site pain/
Tenderness at Injection site

2 28SEP2020 1/2 2 Yes NA R 
(29SEP2020)

N/N

MUSC Myalgia/
Muscle Aches

2 28SEP2020 1/2 2 Yes NA R 
(29SEP2020)

N/N

16-55/
C459100
1 1169 
11691030

3^ MUSC Pain in extremity/
pain in left arm

1 10SEP2020 1/4 1 Yes NA/TC R 
(13SEP2020)

N/N

GENRL Injection site pain/
Moderate Pain at Injection Site

2 01OCT2020 1/4 2 Yes NA/TC R 
(04OCT2020)

N/N

16-55/
C459100
1 1169 
11691031

3^ GENRL Chills/
Chills

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

Fatigue/
Fatigue

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

Injection site pain/
Mild pain at Injection Site

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

NERV Headache/
Headache

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1169 
11691033

3^ GENRL Injection site bruising/
Bruise at Injection Site

2 30SEP2020 1/4 1 Yes NA R 
(03OCT2020)

N/N

Injection site pain/
Soreness at Injection Site

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1169 
11691036

3^ GENRL Injection site pain/
Tenderness at injection site

1 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

GENRL Injection site pain/
Soreness at Injection site

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1169 
11691040

3^ GASTR Nausea/
Nausea

2 03OCT2020 2/2 2 Yes NA/TC R 
(04OCT2020)

N/N

GENRL Pain/
Body Aches

2 03OCT2020 2/2 2 Yes NA/TC R 
(04OCT2020)

N/N

MUSC Arthralgia/
Joint Aches

2 03OCT2020 2/2 2 Yes NA/TC R 
(04OCT2020)

N/N

16-55/
C459100
1 1169 
11691041

3^ GENRL Injection site pain/
Injection Site Soreness

1 11SEP2020 1/3 1 Yes NA/TC R 
(13SEP2020)

N/N

GENRL Malaise/
General malaise

1 12SEP2020 2/3 1 Yes NA/TC R 
(14SEP2020)

N/N

GENRL Fatigue/
fatigue

2 03OCT2020 2/3 1 Yes NA/TC R 
(05OCT2020)

N/N

Injection site pain/
injection site soreness

2 03OCT2020 2/3 1 Yes NA/TC R 
(05OCT2020)

N/N

Malaise/
malaise

2 03OCT2020 2/3 1 Yes NA/TC R 
(05OCT2020)

N/N

16-55/
C459100

3^ GENRL Chills/
Chills

2 05OCT2020 1/2 1 Yes NA/TC R 
(06OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1169 
11691043

Pyrexia/
Fever of 100.7

2 05OCT2020 1/2 1 Yes NA/TC R 
(06OCT2020)

N/N

GENRL Injection site pain/
Pain at injection site

2 06OCT2020 2/2 2 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1169 
11691047

3^ GENRL Injection site pain/
Pain at injection site

1 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

Injection site pain/
Tenderness at injection site

1 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

GENRL Injection site pain/
Pain at Injection Site

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

NERV Headache/
Headache

2 09OCT2020 2/2 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1169 
11691049

3^ GENRL Injection site pain/
Painful Right Arm Injection Site

1 15SEP2020 1/3 2 Yes NA R 
(17SEP2020)

N/N

Pyrexia/
Fever

1 15SEP2020 1/4 1 Yes NA R 
(18SEP2020)

N/N

NERV Headache/
Headache

1 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

GENRL Chills/
Chills

2 06OCT2020 2/2 2 Yes NA/TC R 
(07OCT2020)

N/N

Injection site pain/
Injection Site Pain

2 06OCT2020 2/2 1 Yes NA/TC R 
(07OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever

2 06OCT2020 2/2 2 Yes NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1169 
11691056

3^ GENRL Injection site pain/
Pain at injection Site

2 08OCT2020 1/4 2 Yes NA/TC R 
(11OCT2020)

N/N

Pyrexia/
Fever of 99.9

2 08OCT2020 1/2 1 Yes NA/TC R 
(09OCT2020)

N/N

GENRL Fatigue/
Fatigue

2 09OCT2020 2/1 1 Yes NA/TC R 
(09OCT2020)

N/N

16-55/
C459100
1 1169 
11691057

3^ GENRL Chills/
Chills

2 08OCT2020 1/2 1 Yes NA/TC R 
(09OCT2020)

N/N

Fatigue/
Fatigue

2 08OCT2020 1/2 1 Yes NA/TC R 
(09OCT2020)

N/N

Pain/
Generalized Body Aches

2 08OCT2020 1/2 1 Yes NA/TC R 
(09OCT2020)

N/N

Pyrexia/
Fever

2 08OCT2020 1/2 1 Yes NA/TC R 
(09OCT2020)

N/N

16-55/
C459100
1 1169 
11691059

3^ MUSC Pain in extremity/
Left Arm Pain

1 18SEP2020 2/6 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1169 
11691062

3^ GASTR Nausea/
Nausea

2 09OCT2020 2/2 1 Yes NA R 
(10OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
Chills

2 09OCT2020 2/2 1 Yes NA R 
(10OCT2020)

N/N

Pain/
Generalized Body Aches

2 09OCT2020 2/2 1 Yes NA R 
(10OCT2020)

N/N

MUSC Pain in extremity/
Sore Left Arm

2 09OCT2020 2/2 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1169 
11691065

3^ GENRL Injection site pain/
injection site pain

1 18SEP2020 1/3 1 Yes NA R 
(20SEP2020)

N/N

MUSC Joint range of motion decreased/
mild range of motion deficit left 

arm

1 18SEP2020 1/3 1 Yes NA R 
(20SEP2020)

N/N

GENRL Injection site pain/
mild pain at injection site

2 09OCT2020 1/3 1 Yes NA/TC/TCN R 
(11OCT2020)

N/N

MUSC Joint range of motion decreased/
Limited range of motion in left 

arm

2 09OCT2020 1/3 1 Yes NA/TC/TCN R 
(11OCT2020)

N/N

16-55/
C459100
1 1169 
11691067

3^ GENRL Injection site pain/
Pain at injection site

1 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

INFEC Urinary tract infection/
Urinary Tract Infection

2 15OCT2020 7/13 2 No O NA/TC R 
(27OCT2020)

N/N

SKIN Pruritus/
Pruritis

2 29OCT2020 21/C 2 No O NA/TC RG N/N

Urticaria/
Hives- Entire Body

2 29OCT2020 21/C 2 No O NA/TC RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1169 
11691072

3^ GENRL Injection site pain/
Pain at injection site

1 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

Injection site pain/
Tenderness at injection site

1 23SEP2020 2/1 1 Yes NA R 
(23SEP2020)

N/N

GENRL Chills/
Chills

2 13OCT2020 1/2 1 Yes NA/TC R 
(14OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 13OCT2020 1/2 1 Yes NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 1169 
11691073

3^† GASTR Diarrhoea/
Diarrhea

1 08OCT2020 8/1 1 No O NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1170 
11701003

3^ GENRL Fatigue/
Fatigue

2 26SEP2020 27/2 1 Yes NA R 
(27SEP2020)

N/N

Pain/
Body Aches

2 26SEP2020 27/2 1 Yes NA R 
(27SEP2020)

N/N

NERV Headache/
Headache

2 26SEP2020 27/2 1 Yes NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1170 
11701020

3^ GENRL Injection site pain/
Injection Site Pain

1 18AUG2020 2/4 1 Yes NA R 
(21AUG2020)

N/N

GENRL Fatigue/
Fatigue

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Arthralgia/
Joint Pain

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1170 
11701021

3^ GENRL Injection site pain/
Pain at Injection Site

1 18AUG2020 2/5 1 Yes NA R 
(22AUG2020)

N/N

NERV Headache/
Headache

1 18AUG2020 2/2 1 Yes NA R 
(19AUG2020)

N/N

GENRL Injection site swelling/
Injection Site Swelling

2 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1170 
11701022

3^ GENRL Pain/
Exercise Induced Body Soreness

1 06SEP2020 21/2 1 No O NA/TC R 
(07SEP2020)

N/N

NERV Headache/
Headache

2 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1170 
11701023

3^ GASTR Nausea/
Nausea

2 05SEP2020 2/2 1 Yes NA/TC R 
(06SEP2020)

N/N

GENRL Chills/
Chills

2 05SEP2020 2/2 1 Yes NA/TC R 
(06SEP2020)

N/N

Malaise/
Malaise

2 05SEP2020 2/2 1 Yes NA/TC R 
(06SEP2020)

N/N

Pyrexia/
Fever

2 05SEP2020 2/2 1 Yes NA/TC R 
(06SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 05SEP2020 2/2 1 Yes NA/TC R 
(06SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1170 
11701029

3^ GENRL Injection site erythema/
Injection Site Redness

1 18AUG2020 1/2 1 Yes NA R 
(19AUG2020)

N/N

Injection site pain/
Injection Site Pain

1 18AUG2020 1/4 1 Yes NA R 
(21AUG2020)

N/N

NERV Headache/
Headache

1 18AUG2020 1/2 1 Yes NA/TC R 
(19AUG2020)

N/N

GENRL Pyrexia/
Fever

1 19AUG2020 2/1 1 Yes NA R 
(19AUG2020)

N/N

GENRL Fatigue/
Fatigue

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

Injection site pain/
Injection Site Pain

2 09SEP2020 1/3 1 Yes NA R 
(11SEP2020)

N/N

Pyrexia/
Fever

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

GENRL Chest pain/
Chest Pain

2 10SEP2020 2/2 1 No O NA/TC R 
(11SEP2020)

N/N

16-55/
C459100
1 1170 
11701034

3^ GENRL Fatigue/
Fatigue

2 12SEP2020 4/2 1 Yes NA R 
(13SEP2020)

N/N

Pyrexia/
Fever

2 12SEP2020 4/2 1 Yes NA R 
(13SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 12SEP2020 4/2 1 Yes NA R 
(13SEP2020)

N/N

16-55/
C459100

3^ GENRL Fatigue/
Fatigue

2 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1170 
11701036

16-55/
C459100
1 1170 
11701038

3^ GENRL Injection site pain/
Pain at Injection Site

2 09SEP2020 1/4 1 Yes NA/TC R 
(12SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 10SEP2020 2/1 1 Yes NA/TC R 
(10SEP2020)

N/N

16-55/
C459100
1 1170 
11701043

3^ GENRL Fatigue/
Fatigue

2 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

NERV Headache/
Headache

2 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

16-55/
C459100
1 1170 
11701044

3^ GENRL Injection site pain/
Injection Site Pain

1 20AUG2020 1/2 1 Yes NA R 
(21AUG2020)

N/N

GENRL Fatigue/
Fatigue

1 21AUG2020 2/2 1 Yes NA R 
(22AUG2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 11SEP2020 1/3 1 Yes NA R 
(13SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 12SEP2020 2/1 1 Yes NA R 
(12SEP2020)

N/N

SKIN Rash pruritic/
Itchy Pink Rash (bilateral 

forearms, upper back, top of 
head at forehead and scalp)

2 12SEP2020 2/3 1 Yes NA R 
(14SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1170 
11701047

3^ GENRL Fatigue/
Fatuge

2 12SEP2020 2/2 1 Yes NA/TC R 
(13SEP2020)

N/N

Injection site pain/
Injection Site Pain

2 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

Pyrexia/
Fever

2 12SEP2020 2/2 2 Yes NA/TC R 
(13SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 12SEP2020 2/2 1 Yes NA/TC R 
(13SEP2020)

N/N

NERV Headache/
Headache

2 12SEP2020 2/2 1 Yes NA/TC R 
(13SEP2020)

N/N

16-55/
C459100
1 1170 
11701049

3^ GENRL Chills/
Chills

2 12SEP2020 2/1 1 Yes NA R 
(12SEP2020)

N/N

Fatigue/
Fatigue

2 12SEP2020 2/1 1 Yes NA R 
(12SEP2020)

N/N

Pyrexia/
Fever

2 12SEP2020 2/1 1 Yes NA R 
(12SEP2020)

N/N

MUSC Myalgia/
Generalized Muscle Pain

2 12SEP2020 2/1 1 Yes NA R 
(12SEP2020)

N/N

NERV Headache/
Headache

2 12SEP2020 2/1 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1170 
11701055

3^ GENRL Injection site pain/
Injection Site Pain

1 21AUG2020 1/2 1 Yes NA R 
(22AUG2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1116

FDA-CBER-2021-5683-0127142



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
Injection Site Pain

2 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1170 
11701057

3^ GENRL Injection site pain/
Injection Site Pain

1 21AUG2020 1/3 2 Yes NA/TC R 
(23AUG2020)

N/N

Pyrexia/
Fever

1 21AUG2020 1/2 2 Yes NA R 
(22AUG2020)

N/N

16-55/
C459100
1 1170 
11701063

3^ GENRL Injection site pain/
Pain at Injection Site

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

GENRL Chills/
Chills

2 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1170 
11701065

3^ GENRL Fatigue/
Fatigue

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

GENRL Pyrexia/
Fever

2 15SEP2020 2/2 1 Yes NA/TC R 
(16SEP2020)

N/N

MUSC Arthralgia/
Joint Pain

2 15SEP2020 2/2 1 Yes NA/TC R 
(16SEP2020)

N/N

Myalgia/
Myalgias

2 15SEP2020 2/2 1 Yes NA/TC R 
(16SEP2020)

N/N

16-55/
C459100
1 1170 
11701069

3^ GENRL Chills/
Chills

1 25AUG2020 2/2 1 Yes NA R 
(26AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Fatigue/
Fatigue

1 25AUG2020 2/3 1 Yes NA R 
(27AUG2020)

N/N

Injection site pain/
Injection Site Pain

1 25AUG2020 2/2 1 Yes NA R 
(26AUG2020)

N/N

Pyrexia/
Fever

1 25AUG2020 2/2 1 Yes NA R 
(26AUG2020)

N/N

MUSC Myalgia/
Muscle Pain

1 25AUG2020 2/2 1 Yes NA R 
(26AUG2020)

N/N

16-55/
C459100
1 1170 
11701073

3^ GENRL Injection site pain/
Injection Site Pain

1 26AUG2020 2/4 1 Yes NA R 
(29AUG2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1170 
11701075

3^ GENRL Fatigue/
Fatigue

2 15SEP2020 1/3 1 Yes NA R 
(17SEP2020)

N/N

Injection site pain/
Injection Site Soreness

2 15SEP2020 1/2 1 Yes NA/TC R 
(16SEP2020)

N/N

Pyrexia/
Fever

2 15SEP2020 1/2 2 Yes NA/TC R 
(16SEP2020)

N/N

NERV Headache/
Headache

2 15SEP2020 1/2 1 Yes NA/TC R 
(16SEP2020)

N/N

16-55/
C459100
1 1170 
11701079

3^ GENRL Injection site pain/
Injection Site Pain

1 25AUG2020 1/4 1 Yes NA R 
(28AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
Fatigue

2 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)

N/N

Injection site pain/
Injection Site Pain

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

MUSC Myalgia/
Muscle Pain

2 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1170 
11701085

3^ GENRL Fatigue/
Fatigue

1 26AUG2020 1/2 1 Yes NA R 
(27AUG2020)

N/N

Injection site pain/
Injection Site Pain

1 26AUG2020 1/3 2 Yes NA R 
(28AUG2020)

N/N

GENRL Fatigue/
Fatigue

2 18SEP2020 2/1 1 Yes NA R 
(18SEP2020)

N/N

Injection site pain/
Pain at Injection Site

2 18SEP2020 2/4 1 Yes NA R 
(21SEP2020)

N/N

Pyrexia/
Fever

2 18SEP2020 2/1 1 Yes NA R 
(18SEP2020)

N/N

MUSC Myalgia/
Muscle Pain

2 18SEP2020 2/4 1 Yes NA R 
(21SEP2020)

N/N

NERV Headache/
Headache

2 18SEP2020 2/1 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1170 
11701087

3^ GENRL Injection site erythema/
Injection Site Redness

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

Injection site pain/
Injection Site Pain

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1170 
11701089

3^ GENRL Pyrexia/
Fever

1 27AUG2020 2/3 1 Yes NA R 
(29AUG2020)

N/N

16-55/
C459100
1 1170 
11701091

3^ GENRL Chills/
Chills

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

Fatigue/
Fatigue

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

Injection site erythema/
Injection Site Redness

2 17SEP2020 2/8 1 Yes NA R 
(24SEP2020)

N/N

Injection site swelling/
Injection Site Swelling

2 17SEP2020 2/8 1 Yes NA R 
(24SEP2020)

N/N

Pyrexia/
Fever

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

MUSC Myalgia/
Muscle Pain

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1170 
11701093

3^ GENRL Injection site pain/
Pain at Injection Site

1 26AUG2020 1/2 1 Yes NA/TC R 
(27AUG2020)

N/N

Injection site swelling/
Swelling at Injection Site

1 26AUG2020 1/2 1 Yes NA R 
(27AUG2020)

N/N

MUSC Myalgia/
Generalized Muscle Pain

1 26AUG2020 1/2 1 Yes NA R 
(27AUG2020)

N/N

GENRL Fatigue/
Fatigue

2 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Pain at Injection Site

2 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

Injection site swelling/
Injection Site Swelling

2 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

MUSC Myalgia/
Generalized Muscle Pain

2 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

NERV Headache/
Headache

2 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1170 
11701094

3^ GENRL Chills/
Chills

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

Injection site pain/
Pain at Injection Site

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1170 
11701096

3^ MUSC Myalgia/
Myalgias

1 26AUG2020 1/3 1 Yes NA R 
(28AUG2020)

N/N

NERV Headache/
Headache

1 26AUG2020 1/3 1 Yes NA R 
(28AUG2020)

N/N

GENRL Pyrexia/
Fever

1 27AUG2020 2/2 1 Yes NA R 
(28AUG2020)

N/N

16-55/
C459100
1 1170 
11701099

3^ GENRL Injection site pain/
Pain at injection site

2 17SEP2020 1/3 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100

3^ GENRL Fatigue/
Fatigue

2 18SEP2020 2/1 1 Yes NA R 
(18SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1170 
11701102

NERV Headache/
Headache

2 18SEP2020 2/1 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1170 
11701103

3^ GASTR Nausea/
Nausea

2 15SEP2020 1/2 1 Yes NA/TC R 
(16SEP2020)

N/N

GENRL Chills/
Chills

2 15SEP2020 1/2 1 Yes NA/TC R 
(16SEP2020)

N/N

Malaise/
Malaise

2 15SEP2020 1/2 1 Yes NA/TC R 
(16SEP2020)

N/N

Pyrexia/
Fever

2 15SEP2020 1/2 1 Yes NA/TC R 
(16SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 16SEP2020 2/2 1 Yes NA/TC R 
(17SEP2020)

N/N

NERV Headache/
Headache

2 16SEP2020 2/2 1 Yes NA/TC R 
(17SEP2020)

N/N

16-55/
C459100
1 1170 
11701105

3^ GENRL Chills/
Chills

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

Fatigue/
Fatigue

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

Pyrexia/
Fever

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1170 
11701106

3^ GENRL Fatigue/
Fatigue

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

Injection site pain/
Pain at Injection Site

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

Pyrexia/
Fever

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

MUSC Arthralgia/
Joint Pain

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

Myalgia/
Generalized Muscle Pain

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

NERV Headache/
Headache

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1170 
11701111

3^ GENRL Injection site pain/
Injection Site Pain

1 27AUG2020 1/3 2 Yes NA R 
(29AUG2020)

N/N

GENRL Pyrexia/
Fever

1 28AUG2020 2/2 2 Yes NA R 
(29AUG2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 18SEP2020 1/2 2 Yes NA/TC R 
(19SEP2020)

N/N

16-55/
C459100
1 1170 
11701112

3^ GENRL Injection site pain/
Pain at injection site

1 28AUG2020 1/3 1 Yes NA R 
(30AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

IMMU
N

Drug hypersensitivity/
Allergic Reaction to Lisinopril

1 15SEP2020 19/2 3 No O NA/TC R 
(16SEP2020)

N/N

GENRL Injection site swelling/
Injection Site Swelling

2 17OCT2020 2/3 1 Yes NA R 
(19OCT2020)

N/N

16-55/
C459100
1 1170 
11701116

3^ GENRL Fatigue/
Fatigue

1 28AUG2020 1/2 1 Yes NA R 
(29AUG2020)

N/N

MUSC Myalgia/
Muscle Pain Generalized

1 28AUG2020 1/2 1 Yes NA/TC R 
(29AUG2020)

N/N

16-55/
C459100
1 1170 
11701120

3^ GENRL Injection site pain/
Pain at Injection Site

1 28AUG2020 1/2 2 Yes NA/TC R 
(29AUG2020)

N/N

MUSC Myalgia/
Generalized Muscle Pain

1 28AUG2020 1/3 1 Yes NA R 
(30AUG2020)

N/N

GENRL Injection site erythema/
Injection Site Redness

2 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

Injection site pain/
Injection Site Pain

2 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

Injection site swelling/
Injection Site Swelling

2 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

MUSC Myalgia/
Muscle Pain

2 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1170 
11701121

3^ NERV Headache/
Headache

2 18SEP2020 1/1 1 Yes NA R 
(18SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1170 
11701122

3^ GENRL Injection site pain/
Injection Site Pain

1 28AUG2020 1/2 2 Yes NA R 
(29AUG2020)

N/N

NERV Headache/
Headache

1 28AUG2020 1/2 2 Yes NA R 
(29AUG2020)

N/N

GENRL Chills/
Chills

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

Injection site pain/
Injection Pain Site

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

Pyrexia/
Fever

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

MUSC Myalgia/
Muscle Pain

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

NERV Headache/
Headache

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1170 
11701123

3^ GASTR Nausea/
Nausea

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

GENRL Chills/
Chills

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

Fatigue/
Fatigue

2 17SEP2020 2/2 2 Yes NA R 
(18SEP2020)

N/N

Pyrexia/
Fever

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

METAB Decreased appetite/
Poor Appetite

2 17SEP2020 2/2 2 Yes NA R 
(18SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Myalgias

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1170 
11701126

3^ GENRL Chills/
Chills

1 28AUG2020 1/1 1 Yes NA R 
(28AUG2020)

N/N

Injection site pain/
Injection Site Pain

1 28AUG2020 1/8 1 Yes NA R 
(04SEP2020)

N/N

GENRL Chills/
Chills

2 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

Fatigue/
Fatigue

2 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

Injection site pain/
Injection Site Pain

2 17SEP2020 1/8 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1170 
11701128

3^ GENRL Fatigue/
Fatigue

2 18SEP2020 1/3 1 Yes NA R 
(20SEP2020)

N/N

GENRL Chills/
Chills

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

Pyrexia/
Fever

2 19SEP2020 2/2 1 Yes NA/TC R 
(20SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1170 
11701129

3^ GENRL Injection site pain/
Injection Pain Site

2 18SEP2020 1/1 1 Yes NA R 
(18SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1170 
11701131

3^ GENRL Chills/
Chills

1 31AUG2020 1/1 1 Yes NA R 
(31AUG2020)

N/N

Injection site pain/
Injection Site Pain

1 31AUG2020 1/2 1 Yes NA R 
(01SEP2020)

N/N

GENRL Chills/
Chills

2 21SEP2020 1/1 1 Yes NA R 
(21SEP2020)

N/N

Injection site pain/
Injection Site Pain

2 21SEP2020 1/3 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1170 
11701138

3^ GENRL Fatigue/
Fatigue

1 31AUG2020 1/3 2 Yes NA R 
(02SEP2020)

N/N

Injection site erythema/
Injection Site Redness

1 31AUG2020 1/8 1 Yes NA R 
(07SEP2020)

N/N

Injection site pain/
Injection Site Pain

1 31AUG2020 1/4 2 Yes NA/TC R 
(03SEP2020)

N/N

MUSC Myalgia/
Generalized Muscle Pain

1 01SEP2020 2/1 2 Yes NA R 
(01SEP2020)

N/N

NERV Headache/
Headache

1 02SEP2020 3/6 2 Yes NA R 
(07SEP2020)

N/N

GENRL Chills/
Chills

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

Fatigue/
Fatigue

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

Injection site pain/
Injection Site Pain

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Generalized Muscle Pain

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

NERV Headache/
Headache

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1170 
11701143

3^ GENRL Fatigue/
Fatigue

1 01SEP2020 2/2 1 Yes NA R 
(02SEP2020)

N/N

Injection site pain/
Injection Site Pain

1 01SEP2020 2/3 1 Yes NA R 
(03SEP2020)

N/N

NERV Headache/
Headache

1 01SEP2020 2/2 2 Yes NA/TC R 
(02SEP2020)

N/N

GENRL Chills/
Chills

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

Injection site erythema/
Injection Site Redness

2 22SEP2020 2/3 1 Yes NA R 
(24SEP2020)

N/N

Injection site pain/
Injection Site Pain

2 22SEP2020 2/3 1 Yes NA R 
(24SEP2020)

N/N

NERV Headache/
Headache

2 22SEP2020 2/2 1 Yes NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1170 
11701144

3^ GENRL Injection site pain/
Injection Site Pain

1 31AUG2020 1/3 1 Yes NA R 
(02SEP2020)

N/N

GASTR Gingival pain/
Gum Tingling Pain

1 04SEP2020 5/1 1 Yes NA R 
(04SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
Injection Site Pain

2 21SEP2020 1/3 1 Yes NA R 
(23SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

MUSC Myalgia/
Muscle Pain

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

NERV Headache/
Headache

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

INFEC Sinusitis/
Sinus Infection

2 02OCT2020 12/8 2 No O NA/TC R 
(09OCT2020)

N/N

16-55/
C459100
1 1170 
11701145

3^ GENRL Injection site pain/
Injection Site Pain

1 31AUG2020 1/3 1 Yes NA R 
(02SEP2020)

N/N

GENRL Pain/
Body Aches

2 22SEP2020 2/4 1 Yes NA R 
(25SEP2020)

N/N

Pyrexia/
Fever

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

MUSC Pain in extremity/
Arm Pain

2 22SEP2020 2/4 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1170 
11701146

3^ GENRL Injection site pain/
Pain at injection site

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1170 
11701151

3^ GENRL Injection site pain/
Injection Site Pain

1 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
Chills

2 22SEP2020 1/1 1 Yes NA R 
(22SEP2020)

N/N

Fatigue/
Fatigue

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

Injection site pain/
Injection Site Pain

2 22SEP2020 1/3 1 Yes NA R 
(24SEP2020)

N/N

Pyrexia/
Fever

2 22SEP2020 1/1 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1170 
11701153

3^ GENRL Injection site pain/
Injection Site Pain

1 01SEP2020 1/3 1 Yes NA R 
(03SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 22SEP2020 1/3 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1170 
11701156

3^ GENRL Injection site pain/
Injection Site Pain

1 02SEP2020 2/1 1 Yes NA R 
(02SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 22SEP2020 1/1 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1170 
11701158

3^ GENRL Injection site pain/
Injection Site Pain

1 01SEP2020 1/1 1 Yes NA R 
(01SEP2020)

N/N

16-55/
C459100
1 1170 
11701159

3^ GENRL Fatigue/
Fatigue

1 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Injection Site Pain

1 01SEP2020 1/3 1 Yes NA R 
(03SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 22SEP2020 1/1 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1170 
11701163

3^ EYE Blepharitis/
Blepharitis of the left eye

1 15SEP2020 15/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1170 
11701165

3^ GENRL Chills/
Chills

1 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/N

Injection site pain/
Injection Site Pain

1 01SEP2020 1/3 1 Yes NA R 
(03SEP2020)

N/N

GENRL Injection site pain/
Pain at injection site

2 24SEP2020 1/5 1 Yes NA R 
(28SEP2020)

N/N

MUSC Arthralgia/
Joint Pain

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

Myalgia/
Muscle Pain

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1170 
11701166

3^ GENRL Injection site pain/
Injection Site Pain

1 01SEP2020 1/3 1 Yes NA R 
(03SEP2020)

N/N

16-55/
C459100
1 1170 
11701167

3^ GENRL Injection site pain/
Injection Site Pain

1 01SEP2020 1/3 1 Yes NA R
(03SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
Chills

1 02SEP2020 2/2 1 Yes NA R 
(03SEP2020)

N/N

Fatigue/
Fatigue

1 02SEP2020 2/2 1 Yes NA R 
(03SEP2020)

N/N

Pyrexia/
Fever

1 02SEP2020 2/2 1 Yes NA R 
(03SEP2020)

N/N

MUSC Myalgia/
Generalized Muscle Pain

1 02SEP2020 2/2 1 Yes NA R 
(03SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 21SEP2020 1/3 1 Yes NA R 
(23SEP2020)

N/N

GENRL Chills/
Chills

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

Fatigue/
Fatigue

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

Pyrexia/
Fever

2 22SEP2020 2/2 2 Yes NA R 
(23SEP2020)

N/N

MUSC Myalgia/
Generalized Muscle Pain

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1170 
11701174

3^ GENRL Fatigue/
Fatigue

1 03SEP2020 2/4 1 Yes NA/TC R 
(06SEP2020)

N/N

Injection site pain/
Injection Site Pain

1 03SEP2020 2/4 1 Yes NA R 
(06SEP2020)

N/N

Injection site pain/
Injection Site Soreness

1 03SEP2020 2/4 2 Yes NA/TC R 
(06SEP2020)

N/N

MUSC Arthralgia/
General Joint Pain

1 03SEP2020 2/4 1 Yes NA R 
(06SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Myalgia/
Myalgias

1 03SEP2020 2/4 1 Yes NA/TC R 
(06SEP2020)

N/N

NERV Headache/
Headache

1 03SEP2020 2/4 1 Yes NA/TC R 
(06SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 24SEP2020 2/C 2 Yes NA/TC RG N/N

Injection site pain/
Injection Site Pain

2 24SEP2020 2/25 2 Yes NA/TC R 
(18OCT2020)

N/N

MUSC Myalgia/
Myalgias

2 24SEP2020 2/2 2 Yes NA/TC R 
(25SEP2020)

N/N

NERV Headache/
Headache

2 24SEP2020 2/2 2 Yes NA/TC R 
(25SEP2020)

N/N

EYE Vision blurred/
Blurry Vision

2 30SEP2020 8/C 1 No O NA/TC N N/N

NERV Headache/
Headache

2 30SEP2020 8/C 1 No O NA/TC N N/N

VASC Hypertension/
High Blood Pressure

2 30SEP2020 8/C 1 No O NA/TC N N/N

16-55/
C459100
1 1170 
11701178

3^ GENRL Injection site pain/
Injection Site Pain

1 03SEP2020 2/3 1 Yes NA R 
(05SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1170 
11701179

3^ GASTR Diarrhoea/
Diarrhea

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
Fatigue

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

Injection site erythema/
Injection Site Redness

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

Malaise/
Malaise

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

NERV Headache/
Headache

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 23SEP2020 1/3 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1170 
11701182

3^ GENRL Injection site pain/
Injection Site Pain

1 02SEP2020 1/4 1 Yes NA R 
(05SEP2020)

N/N

NERV Headache/
Headache

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 23SEP2020 1/3 1 Yes NA R 
(25SEP2020)

N/N

Pyrexia/
Fever

2 23SEP2020 1/3 2 Yes NA/TC R 
(25SEP2020)

N/N

MUSC Myalgia/
General Muscle Pain

2 23SEP2020 1/3 1 Yes NA R 
(25SEP2020)

N/N

NERV Headache/
Headache

2 23SEP2020 1/3 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1170 
11701183

3^ GENRL Injection site pain/
Injection Site Pain

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1134

FDA-CBER-2021-5683-0127160



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1170 
11701187

3^ GENRL Chills/
Chills

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

Fatigue/
Fatigue

2 21SEP2020 1/3 1 Yes NA R 
(23SEP2020)

N/N

Injection site pain/
Injection Site Pain

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

Malaise/
Malaise

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1170 
11701190

3^ GENRL Fatigue/
Fatigue

1 03SEP2020 1/2 2 Yes NA R 
(04SEP2020)

N/N

NERV Headache/
Headache

1 03SEP2020 1/2 1 Yes NA R 
(04SEP2020)

N/N

16-55/
C459100
1 1170 
11701192

3^ GENRL Injection site pain/
Injection Site Pain

1 03SEP2020 1/3 1 Yes NA R 
(05SEP2020)

N/N

16-55/
C459100
1 1170 
11701193

3^ GENRL Chills/
Chills

1 03SEP2020 1/3 1 Yes NA R 
(05SEP2020)

N/N

Injection site pain/
Injection Site Pain

1 03SEP2020 1/3 1 Yes NA R 
(05SEP2020)

N/N

GENRL Malaise/
Malaise

1 04SEP2020 2/2 1 Yes NA R 
(05SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
Fatigue

2 25SEP2020 2/1 1 Yes NA R 
(25SEP2020)

N/N

Injection site pain/
Injection Site Pain

2 25SEP2020 2/1 1 Yes NA R 
(25SEP2020)

N/N

MUSC Myalgia/
General Muscle Pain

2 25SEP2020 2/1 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1170 
11701199

3^ GENRL Injection site pain/
Injection Site Pain

1 03SEP2020 1/3 1 Yes NA R 
(05SEP2020)

N/N

GASTR Abdominal pain/
Abdominal Pain

1 18SEP2020 16/3 1 Yes NA R 
(20SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

MUSC Myalgia/
Generalized Muscle Pain

2 25SEP2020 2/1 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1170 
11701204

3^ GENRL Injection site pain/
Injection Site Pain

1 03SEP2020 1/3 1 Yes NA R 
(05SEP2020)

N/N

16-55/
C459100
1 1170 
11701205

3^ GENRL Chills/
Chills

1 05SEP2020 3/1 1 Yes NA R 
(05SEP2020)

N/N

GENRL Chills/
Chills

2 21SEP2020 1/4 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
Injection Site Pain

1 04SEP2020 1/1 1 Yes NA R 
(04SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1170 
11701206

16-55/
C459100
1 1170 
11701207

3^ GENRL Injection site erythema/
Injection site Redness

2 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/N

Injection site pain/
Pain at injection Site

2 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/N

16-55/
C459100
1 1170 
11701209

3^ GENRL Injection site pain/
Injection Site Pain

1 05SEP2020 2/3 1 Yes NA R 
(07SEP2020)

N/N

16-55/
C459100
1 1170 
11701210

3^ GENRL Injection site pain/
Injection Site Pain

1 08SEP2020 1/1 1 Yes NA R 
(08SEP2020)

N/N

16-55/
C459100
1 1170 
11701211

3^ GENRL Injection site pain/
Injection Site Pain

1 08SEP2020 1/3 1 Yes NA R 
(10SEP2020)

N/N

GENRL Chills/
Chills

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

Injection site swelling/
Injection Site Swelling

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

Pyrexia/
Fever

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
Injection Site Pain

1 08SEP2020 1/6 1 Yes NA R 
(13SEP2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1137

FDA-CBER-2021-5683-0127163



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1170 
11701213

GENRL Injection site pain/
Pain at Injection Site

2 29SEP2020 1/5 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1170 
11701215

3^ GENRL Injection site pain/
Injection Site Pain

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1170 
11701221

3^ NERV Headache/
Headache

2 01OCT2020 3/2 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1170 
11701222

3^ NERV Dysgeusia/
Metallic Taste

1 22SEP2020 15/8 1 No O NA R 
(29SEP2020)

N/N

NERV Headache/
Headache

1 25SEP2020 18/1 1 No O NA R 
(25SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1170 
11701225

3^ GENRL Pyrexia/
Fever

2 02OCT2020 4/2 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100

3^ GENRL Fatigue/
Fatigue

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1138

FDA-CBER-2021-5683-0127164



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1170 
11701226

NERV Headache/
Headache

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

1 09SEP2020 2/1 1 Yes NA R 
(09SEP2020)

N/N

16-55/
C459100
1 1170 
11701227

3^ GENRL Chills/
Chills

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

Injection site swelling/
Injection Site Swelling

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

MUSC Arthralgia/
Joint Pain

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1170 
11701228

3^ GENRL Injection site pain/
Injection Pain

1 08SEP2020 1/3 1 Yes NA R 
(10SEP2020)

N/N

MUSC Myalgia/
Generalized Muscle Pain

1 08SEP2020 1/3 1 Yes NA R 
(10SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

MUSC Myalgia/
Muscle Pain

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1170 
11701229

3^ GASTR Diarrhoea/
Diarrhea

1 09SEP2020 2/1 1 Yes NA R 
(09SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1170 
11701230

3^ GENRL Chills/
Chills

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

Fatigue/
Fatigue

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

Injection site pain/
Injection Site Pain

1 08SEP2020 1/3 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1170 
11701232

3^ GENRL Chills/
Chills

1 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

Fatigue/
Fatigue

1 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

MUSC Myalgia/
Muscle Pain

1 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

GENRL Injection site pain/
Pain at injection site

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1170 
11701233

3^ NERV Headache/
Headache

1 08SEP2020 1/1 1 Yes NA R 
(08SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1170 
11701234

3^ GENRL Injection site pain/
Injection Site Pain

1 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1170 
11701235

3^ NERV Headache/
Headache

1 12SEP2020 4/8 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1170 
11701236

3^ GENRL Injection site pain/
Pain at injection site

1 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1170 
11701237

3^ GENRL Chills/
Chills

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

Fatigue/
Fatigue

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

Injection site pain/
Pain at Injection Site

2 30SEP2020 1/2 3 Yes NA R 
(01OCT2020)

N/N

MUSC Myalgia/
Generalized Muscle Pain

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1170 
11701241

3^ NERV Headache/
Headache

1 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1170 
11701244

3^ GENRL Injection site pain/
Injection Site Pain

1 09SEP2020 1/3 1 Yes NA R 
(11SEP2020)

N/N

MUSC Arthralgia/
Generalized Joint Pain

1 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Myalgia/
Generalized Muscle Pain

1 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

GENRL Chills/
Chills

2 02OCT2020 1/3 1 Yes NA R 
(04OCT2020)

N/N

Fatigue/
Fatigue

2 02OCT2020 1/3 1 Yes NA R 
(04OCT2020)

N/N

Injection site pain/
Pain at injection site

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

NERV Headache/
Headache

2 02OCT2020 1/3 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1170 
11701245

3^ GENRL Fatigue/
Fatigue

1 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

Injection site pain/
Injection Site Pain

1 10SEP2020 2/4 1 Yes NA R 
(13SEP2020)

N/N

GENRL Chills/
Chills

2 02OCT2020 1/1 1 Yes NA R 
(02OCT2020)

N/N

Injection site erythema/
Redness at injection site

2 02OCT2020 1/4 1 Yes NA R 
(05OCT2020)

N/N

MUSC Myalgia/
Muscle Pain

2 02OCT2020 1/1 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1170 
11701252

3^ GENRL Injection site pain/
Injection Site Pain

1 09SEP2020 1/3 1 Yes NA R 
(11SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1170 
11701258

3^ GENRL Injection site pain/
Pain at injection site

1 10SEP2020 2/3 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1170 
11701261

3^ GENRL Injection site pain/
Injection Site Pain

1 11SEP2020 2/2 1 Yes NA R 
(12SEP2020)

N/N

NERV Headache/
Headache

1 11SEP2020 2/4 1 Yes NA R 
(14SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

NERV Headache/
Headache

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1170 
11701263

3^ GENRL Injection site pain/
Injection Site Pain

1 10SEP2020 1/2 1 Yes NA/TC R 
(11SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1170 
11701268

3^ GENRL Injection site pain/
Injection Site Pain

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

MUSC Arthralgia/
Generalized Joint Pain

1 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N

Myalgia/
Generalized Muscle Pain

1 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
Fatigue

1 11SEP2020 2/2 1 Yes NA R 
(12SEP2020)

N/N

GENRL Chills/
Chills

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

Fatigue/
Fatigue

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

Injection site pain/
Pain at Injection Site

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

MUSC Arthralgia/
Joint Pain

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

Myalgia/
Muscle Pain

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1170 
11701269

3^ GENRL Fatigue/
Fatigue

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

Injection site pain/
Injection Site Pain

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

GENRL Chills/
Chills

2 01OCT2020 1/2 1 Yes NA/TC R 
(02OCT2020)

N/N

Injection site erythema/
Redness at Injection Site

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

Injection site pain/
Injection Site Pain

2 01OCT2020 1/2 1 Yes NA/TC R 
(02OCT2020)

N/N

Pyrexia/
Fever

2 01OCT2020 1/2 1 Yes NA/TC R 
(02OCT2020)

N/N

NERV Headache/
Headache

2 01OCT2020 1/2 1 Yes NA/TC R 
(02OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1170 
11701279

3^ GENRL Injection site pain/
Injection Site Pain

1 10SEP2020 1/4 1 Yes NA R 
(13SEP2020)

N/N

GENRL Pyrexia/
Fever

1 11SEP2020 2/3 1 Yes NA/TC R 
(13SEP2020)

N/N

16-55/
C459100
1 1170 
11701281

3^ GENRL Injection site pain/
Injection Site Sore (Left Arm)

1 11SEP2020 2/3 2 Yes NA R 
(13SEP2020)

N/N

GASTR Diarrhoea/
Diarrhea

1 12SEP2020 3/4 1 Yes NA R 
(15SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 12SEP2020 3/4 1 Yes NA R 
(15SEP2020)

N/N

NERV Headache/
Headache

1 12SEP2020 3/4 1 Yes NA R 
(15SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 01OCT2020 1/3 1 Yes NA R 
(03OCT2020)

N/N

Injection site erythema/
Injection Site Redness

2 01OCT2020 1/3 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1170 
11701285

3^ GENRL Injection site pain/
Injection Site Pain

1 10SEP2020 1/4 1 Yes NA R 
(13SEP2020)

N/N

NERV Headache/
Headache

1 11SEP2020 2/2 1 Yes NA R 
(12SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1170
11701286

3^ GENRL Injection site pain/
Injection Site Pain

1 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1170 
11701289

3^ NERV Headache/
Headache

1 11SEP2020 1/1 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1170 
11701291

3^ GENRL Injection site pain/
Injection Site Pain

1 11SEP2020 1/3 1 Yes NA R 
(13SEP2020)

N/N

NERV Headache/
Headache

1 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 02OCT2020 1/2 1 Yes NA/TC R 
(03OCT2020)

N/N

Injection site pain/
Left Arm Injection Site Pain

2 02OCT2020 1/2 1 Yes NA/TC R 
(03OCT2020)

N/N

Pain/
Body Aches

2 02OCT2020 1/C 1 Yes NA/TC N N/N

MUSC Arthralgia/
Joint Pain

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

NERV Headache/
Headache

2 02OCT2020 1/2 1 Yes NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1170 
11701293

3^ GENRL Fatigue/
Fatigue

1 11SEP2020 1/3 1 Yes NA R 
(13SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Injection Site Pain

1 11SEP2020 1/3 1 Yes NA R 
(13SEP2020)

N/N

16-55/
C459100
1 1170 
11701300

3^ GENRL Injection site pain/
Injection Site Pain

1 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1170 
11701303

3^ GENRL Injection site pain/
Injection Site Pain

1 11SEP2020 1/4 1 Yes NA R 
(14SEP2020)

N/N

MUSC Myalgia/
Muscle Pain Generalized

1 11SEP2020 1/4 1 Yes NA R 
(14SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

NERV Headache/
Headache

1 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 02OCT2020 1/3 1 Yes NA R 
(04OCT2020)

N/N

Injection site pain/
Pain at Injection site

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

MUSC Myalgia/
Generalized Muscle Pain

2 02OCT2020 1/3 1 Yes NA R 
(04OCT2020)

N/N

NERV Headache/
Headache

2 02OCT2020 1/3 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1170 
11701304

3^ GENRL Injection site pain/
Pain at Injection Site

1 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
Pain at Injection Site

2 03OCT2020 2/2 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1170 
11701307

3^ GENRL Injection site pain/
Injection Site Pain

1 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

GASTR Diarrhoea/
Diarrhea

1 26SEP2020 16/3 1 Yes NA R 
(28SEP2020)

N/N

GENRL Pyrexia/
Fever

2 02OCT2020 1/3 1 Yes NA R 
(04OCT2020)

N/N

MUSC Myalgia/
General Muscle Pain

2 02OCT2020 1/3 1 Yes NA R 
(04OCT2020)

N/N

Pain in extremity/
Left Arm Pain

2 02OCT2020 1/3 1 Yes NA R 
(04OCT2020)

N/N

NERV Headache/
Headache

2 03OCT2020 2/1 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1170 
11701308

3^ GENRL Injection site pain/
Injection Site Pain

1 11SEP2020 1/3 1 Yes NA R 
(13SEP2020)

N/N

16-55/
C459100
1 1170 
11701310

3^ GENRL Injection site pain/
Injection Site Pain

1 15SEP2020 2/4 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1170 
11701312

3^ NERV Headache/
Headache

1 14SEP2020 1/3 1 Yes NA R 
(16SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
Fatigue

1 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

Injection site pain/
Injection Site Pain

1 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)

N/N

MUSC Arthralgia/
Generalized Joint Pain

1 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1170 
11701313

3^ GENRL Injection site pain/
Injection Site Pain

1 14SEP2020 1/3 1 Yes NA R 
(16SEP2020)

N/N

Injection site swelling/
Injection Site Swelling

1 14SEP2020 1/3 1 Yes NA R 
(16SEP2020)

N/N

GENRL Chills/
Chills

1 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)

N/N

Fatigue/
Fatigue

1 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)

N/N

GENRL Chills/
Chills

2 05OCT2020 1/2 1 Yes NA R 
(06OCT2020)

N/N

Injection site pain/
Pain at Injection Site

2 05OCT2020 1/4 1 Yes NA R 
(08OCT2020)

N/N

Pyrexia/
Fever

2 05OCT2020 1/2 1 Yes NA R 
(06OCT2020)

N/N

NERV Headache/
Headache

2 05OCT2020 1/2 1 Yes NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1170 
11701316

3^ GASTR Nausea/
Nausea

1 15SEP2020 2/2 1 Yes NA/TC R 
(16SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
Fatigue

1 15SEP2020 2/2 1 Yes NA/TC R 
(16SEP2020)

N/N

Pyrexia/
Fever

1 15SEP2020 2/2 1 Yes NA/TC R 
(16SEP2020)

N/N

MUSC Myalgia/
Myalgias

1 15SEP2020 2/2 1 Yes NA/TC R 
(16SEP2020)

N/N

GENRL Chills/
Chills

2 03OCT2020 2/1 1 Yes NA/TC R 
(03OCT2020)

N/N

Pyrexia/
Fever

2 03OCT2020 2/1 1 Yes NA/TC R 
(03OCT2020)

N/N

MUSC Myalgia/
Muscle Pain

2 03OCT2020 2/1 1 Yes NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1170 
11701317

3^ GASTR Dysphagia/
Difficulty Swallowing

1 15SEP2020 1/5 1 Yes NA R 
(19SEP2020)

N/N

Eructation/
Burping

1 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1170 
11701318

3^ GENRL Chills/
Chills

1 15SEP2020 1/3 1 Yes NA R 
(17SEP2020)

N/N

Fatigue/
Fatigue

1 15SEP2020 1/4 1 Yes NA R 
(18SEP2020)

N/N

Injection site erythema/
Injection Site Redness

1 15SEP2020 1/6 1 Yes NA R 
(20SEP2020)

N/N

Injection site pain/
Pain Injection Site

1 15SEP2020 1/5 1 Yes NA R 
(19SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site swelling/
Injection Site Swelling

1 15SEP2020 1/6 1 Yes NA R 
(20SEP2020)

N/N

Pyrexia/
Fever

1 15SEP2020 1/3 1 Yes NA R 
(17SEP2020)

N/N

MUSC Arthralgia/
Generalized Joint Pain

1 15SEP2020 1/4 1 Yes NA R 
(18SEP2020)

N/N

Myalgia/
Muscle Pain

1 15SEP2020 1/4 1 Yes NA R 
(18SEP2020)

N/N

NERV Headache/
Headache

1 18SEP2020 4/2 1 Yes NA R 
(19SEP2020)

N/N

GENRL Chills/
Chills

2 06OCT2020 1/33 1 Yes NA R 
(07NOV2020)

N/N

Fatigue/
Fatigue

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N

Injection site erythema/
Redness at Injection Site

2 06OCT2020 1/3 1 Yes NA R 
(08OCT2020)

N/N

Injection site pain/
Pain at Injection Site

2 06OCT2020 1/3 1 Yes NA R 
(08OCT2020)

N/N

Injection site swelling/
Swelling at Injection Site

2 06OCT2020 1/3 1 Yes NA R 
(08OCT2020)

N/N

Pyrexia/
Fever

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N

MUSC Arthralgia/
Joint Pain

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N

Myalgia/
Muscle Pain

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N

NERV Headache/
Headache

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1170 
11701320

3^ GASTR Diarrhoea/
Diarrhea

1 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 16SEP2020 2/3 1 Yes NA/TC R 
(18SEP2020)

N/N

MUSC Myalgia/
Myalgias

1 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

NERV Headache/
Headache

1 16SEP2020 2/3 1 Yes NA/TC R 
(18SEP2020)

N/N

GENRL Injection site erythema/
Redness at injection site

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1170 
11701321

3^ GENRL Fatigue/
Fatigue

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N

Injection site pain/
Pain at injection site

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1170 
11701322

3^ GENRL Chills/
Chills

1 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

Fatigue/
Fatigue

1 15SEP2020 1/3 1 Yes NA R 
(17SEP2020)

N/N

Injection site pain/
Injection Site Pain

1 15SEP2020 1/5 1 Yes NA R 
(19SEP2020)

N/N

NERV Headache/
Headache

1 15SEP2020 1/3 1 Yes NA R 
(17SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
Fatigue

2 06OCT2020 1/4 1 Yes NA/TC R 
(09OCT2020)

N/N

Pyrexia/
Fever

2 06OCT2020 1/3 1 Yes NA/TC R 
(08OCT2020)

N/N

MUSC Myalgia/
Myalgias

2 06OCT2020 1/4 1 Yes NA/TC R 
(09OCT2020)

N/N

NERV Headache/
Headache

2 06OCT2020 1/4 1 Yes NA/TC R 
(09OCT2020)

N/N

GASTR Diarrhoea/
Diarrhea

2 17OCT2020 12/2 1 No O NA R 
(18OCT2020)

N/N

16-55/
C459100
1 1170 
11701325

3^† GENRL Injection site erythema/
Injection Site Redness

1 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

Injection site pain/
Injection Site Pain

1 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1170 
11701337

3^ GENRL Injection site pain/
Injection Site Pain

1 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

GENRL Injection site pain/
Pain at Injection Site

2 07OCT2020 1/2 1 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1170 
11701338

3^ GENRL Chills/
Chills

2 15OCT2020 1/2 1 Yes NA R 
(16OCT2020)

N/N

MUSC Myalgia/
General Muscle Pain

2 15OCT2020 1/2 1 Yes NA R 
(16OCT2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1153

FDA-CBER-2021-5683-0127179



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

2 15OCT2020 1/2 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1170 
11701340

3^ NERV Headache/
Headache

1 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

GENRL Chills/
Chills

1 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

Fatigue/
Fatigue

1 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

MUSC Myalgia/
Generalized Muscle Pain

1 19SEP2020 3/4 1 Yes NA R 
(22SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1170 
11701343

3^ GENRL Fatigue/
Fatigue

1 18SEP2020 2/1 1 Yes NA/TC R 
(18SEP2020)

N/N

Injection site pain/
Injection Site Pain

1 18SEP2020 2/3 1 Yes NA/TC R 
(20SEP2020)

N/N

GENRL Injection site erythema/
Injection site redness

2 08OCT2020 1/15 1 Yes NA/TC R 
(22OCT2020)

N/N

GASTR Diarrhoea/
Diarrhea

2 09OCT2020 2/2 1 Yes NA R 
(10OCT2020)

N/N

GENRL Chills/
Chills

2 09OCT2020 2/2 1 Yes NA/TC R 
(10OCT2020)

N/N

MUSC Myalgia/
Myalgias

2 09OCT2020 2/2 1 Yes NA/TC R 
(10OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

UNC INJECTION AT PAIN 
SITE@@/

Injection at Pain Site

2 09OCT2020 2/2 1 Yes NA/TC R 
(10OCT2020)

N/N

GASTR Vomiting/
vomiting

2 10OCT2020 3/2 1 Yes NA R 
(11OCT2020)

N/N

16-55/
C459100
1 1170 
11701348

3^ GENRL Injection site pain/
Injection Site Pain

1 17SEP2020 1/3 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1170 
11701352

3^† GENRL Chills/
Chills

1 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 10OCT2020 2/1 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1170 
11701355

3^† MUSC Myalgia/
Muscle Pain

1 18SEP2020 1/3 1 Yes NA/TC R 
(20SEP2020)

N/N

16-55/
C459100
1 1170 
11701358

3^ GENRL Injection site pain/
Injection Site Pain

1 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

MUSC Muscle spasms/
Muscle Spasms

1 07OCT2020 17/C 1 Yes NA N N/N

NERV Dizziness/
Dizziness

2 16OCT2020 5/5 1 No O NA R 
(20OCT2020)

N/N

EYE Glaucoma/
Glaucoma

2 NOV2020 21/C 1 No O NA/TC RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1170 
11701359

3^ GENRL Fatigue/
Fatigue

1 22SEP2020 2/3 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1170 
11701362

3^ GENRL Injection site pain/
Injection Site Pain

1 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

GENRL Chills/
Chills

2 12OCT2020 1/1 1 Yes NA R 
(12OCT2020)

N/N

MUSC Myalgia/
General Muscle Pain

2 12OCT2020 1/1 1 Yes NA R 
(12OCT2020)

N/N

16-55/
C459100
1 1170 
11701370

3^ GASTR Diarrhoea/
Diarrhea

2 13OCT2020 1/3 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1170 
11701372

3^ MUSC Myalgia/
Muscle Pain

2 17OCT2020 2/2 1 Yes NA R 
(18OCT2020)

N/N

NERV Headache/
Headache Pain

2 17OCT2020 2/2 1 Yes NA R 
(18OCT2020)

N/N

16-55/
C459100
1 1170 
11701373

3^ GENRL Injection site pain/
Injection Site Pain

1 25SEP2020 1/4 1 Yes NA R 
(28SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 26SEP2020 2/1 1 Yes NA R 
(26SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
Pain at injection site

2 15OCT2020 1/2 1 Yes NA R 
(16OCT2020)

N/N

MUSC Myalgia/
Muscle Pain

2 15OCT2020 1/2 1 Yes NA R 
(16OCT2020)

N/N

GENRL Chills/
Chills

2 16OCT2020 2/1 1 Yes NA R 
(16OCT2020)

N/N

Fatigue/
Fatigue

2 16OCT2020 2/1 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1171 
11711014

3^ GENRL Injection site pain/
Arm pain ( at the injection site )

1 02SEP2020 21/3 1 Yes NA R 
(04SEP2020)

N/N

16-55/
C459100
1 1171 
11711020

3^ GENRL Fatigue/
Fatigue

2 06SEP2020 3/1 1 Yes NA R 
(06SEP2020)

N/N

16-55/
C459100
1 1171 
11711021

3^ INFEC Subcutaneous abscess/
Skin abscess (wrist)

2 14SEP2020 5/6 2 No O NA/TC R 
(19SEP2020)

N/N

16-55/
C459100
1 1171 
11711026

3^ MUSC Neck pain/
Neck Pain

2 30SEP2020 28/17 2 No O NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 1171 
11711027

3^ INJ&P Muscle strain/
Lower back strain

2 18SEP2020 15/11 2 No O NA/TC R 
(28SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1171 
11711029

3^ GENRL Pyrexia/
Fever

2 03SEP2020 2/2 1 Yes NA/TC R 
(04SEP2020)

N/N

16-55/
C459100
1 1171 
11711033

3^ GENRL Fatigue/
Fatigue

1 14AUG2020 1/8 1 No O NA R 
(21AUG2020)

N/N

16-55/
C459100
1 1171 
11711034

3^ EAR Vertigo/
Vertigo (Unknown cause)

2 09OCT2020 36/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1171 
11711039

3^ RESP Nasal congestion/
Nasal Congestion

2 10OCT2020 39/6 2 No O NA/TC R 
(15OCT2020)

N/N

16-55/
C459100
1 1171 
11711050

3^ GENRL Chills/
Chills

2 09SEP2020 2/1 2 Yes NA/TC R 
(09SEP2020)

N/N

Injection site pain/
Injection Site Pain [Left Arm 

Deltoid]

2 09SEP2020 2/1 2 Yes NA/TC R 
(09SEP2020)

N/N

16-55/
C459100
1 1171 
11711055

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 19AUG2020 2/3 1 Yes NA R 
(21AUG2020)

N/N

GENRL Chills/
Chills

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Injection Site Pain [Left Arm 

Deltoid]

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1171 
11711060

3^ GENRL Injection site pain/
Soreness around injection site

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1171 
11711065

3^ GENRL Injection site pain/
Soreness around injection site

2 09SEP2020 1/4 2 Yes NA/TC R 
(12SEP2020)

N/N

16-55/
C459100
1 1171 
11711067

3^ INV Heart rate increased/
Elevated pulse rate

1 20AUG2020 3/1 1 Yes NA R 
(20AUG2020)

N/N

16-55/
C459100
1 1171 
11711069

3^ GENRL Chills/
Chills

2 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)

N/N

Injection site pain/
Injection Site Pain

2 15SEP2020 2/4 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1171 
11711073

3^ GENRL Injection site pain/
Injection site pain

1 20AUG2020 2/1 1 Yes NA R 
(20AUG2020)

N/N

16-55/
C459100
1 1171 
11711085

3^ GENRL Pain/
Body Aches (Generalized)

2 11SEP2020 1/2 1 Yes NA/TC R 
(12SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

2 11SEP2020 1/2 1 Yes NA/TC R 
(12SEP2020)

N/N

16-55/
C459100
1 1171 
11711088

3^ GENRL Injection site pain/
Injection site pain

1 21AUG2020 2/1 1 Yes NA R 
(21AUG2020)

N/N

16-55/
C459100
1 1171 
11711091

3^ GENRL Fatigue/
Fatigue

2 14SEP2020 1/2 1 Yes NA/TC R 
(15SEP2020)

N/N

16-55/
C459100
1 1171 
11711093

3^ GASTR Diarrhoea/
Diarrhea

1 21AUG2020 2/2 1 Yes NA R 
(22AUG2020)

N/N

MUSC Arthralgia/
LEFT SHOULDER PAIN

1 31AUG2020 12/12 2 No O NA/TC R 
(11SEP2020)

N/N

Neck pain/
WORSENING OF NECK PAIN

1 31AUG2020 12/12 2 No O NA/TC R 
(11SEP2020)

N/N

16-55/
C459100
1 1171 
11711128

3^ GENRL Fatigue/
Fatigue

1 28AUG2020 3/5 1 Yes NA R 
(01SEP2020)

N/N

NERV Headache/
Headache

1 29AUG2020 4/4 1 Yes NA R 
(01SEP2020)

N/N

16-55/
C459100
1 1171 
11711130

3^ GASTR Nausea/
Nausea

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
Chills

2 16SEP2020 1/2 1 Yes NA/TC R 
(17SEP2020)

N/N

Injection site pain/
Injection Site Pain [Left Arm 

Deltoid]

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

Pyrexia/
Fever

2 16SEP2020 1/2 2 Yes NA/TC R 
(17SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 16SEP2020 1/2 2 Yes NA/TC R 
(17SEP2020)

N/N

16-55/
C459100
1 1171 
11711137

3^ GENRL Injection site pain/
Soreness around injection site

2 16SEP2020 1/2 1 Yes NA/TC R 
(17SEP2020)

N/N

Pyrexia/
Fever

2 16SEP2020 1/2 2 Yes NA/TC R 
(17SEP2020)

N/N

16-55/
C459100
1 1171 
11711146

3^ MUSC Myalgia/
Myalgia

2 17SEP2020 2/1 1 Yes NA/TC R 
(17SEP2020)

N/N

16-55/
C459100
1 1171 
11711151

3^ GENRL Injection site erythema/
Redness to Injection Site

1 31AUG2020 1/6 1 Yes NA R 
(05SEP2020)

N/N

Injection site swelling/
Swelling to Injection Site

1 31AUG2020 1/6 1 Yes NA R 
(05SEP2020)

N/N

16-55/
C459100
1 1171 
11711154

3^ GENRL Fatigue/
Fatigue

1 02SEP2020 3/4 1 Yes NA R 
(05SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Muscle Pain

1 02SEP2020 3/4 1 Yes NA R 
(05SEP2020)

N/N

16-55/
C459100
1 1171 
11711158

3^ GENRL Injection site erythema/
Erythema to injection site

1 31AUG2020 1/4 1 Yes NA R 
(03SEP2020)

N/N

Injection site pain/
Injection Site Pain

1 31AUG2020 1/4 1 Yes NA R 
(03SEP2020)

N/N

NERV Dizziness/
Dizziness

1 31AUG2020 1/4 1 No O NA R 
(03SEP2020)

N/N

16-55/
C459100
1 1171 
11711175

3^ GENRL Pyrexia/
Fever

2 23SEP2020 1/2 2 Yes NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1171 
11711191

3^ GENRL Injection site pain/
Pain around injection site

1 08SEP2020 1/3 2 Yes NA/TC R 
(10SEP2020)

N/N

SKIN Alopecia/
Hair loss

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

16-55/
C459100
1 1171 
11711200

3^ GENRL Injection site pain/
Arm Pain (at the injection site)

1 09SEP2020 2/3 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1171 
11711203

3^ GENRL Pyrexia/
Fever

1 10SEP2020 2/2 2 Yes NA/TC R 
(11SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1171 
11711209

3^ GENRL Injection site pain/
Soreness around injection site

1 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1171 
11711211

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 10SEP2020 2/3 1 Yes NA R 
(12SEP2020)

N/N

NERV Headache/
Headache

1 10SEP2020 2/1 1 Yes NA R 
(10SEP2020)

N/N

NERV Headache/
Headache

2 29SEP2020 1/2 2 Yes NA R 
(30SEP2020)

N/N

CARD Tachycardia/
Tachycardia

2 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N

GENRL Chills/
Chills

2 30SEP2020 2/1 2 Yes NA R 
(30SEP2020)

N/N

Pyrexia/
Fever

2 30SEP2020 2/1 2 Yes NA/TC R 
(30SEP2020)

N/N

16-55/
C459100
1 1171 
11711223

3^ NERV Headache/
Headache

1 11SEP2020 2/1 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1171 
11711225

3^ MUSC Pain in extremity/
Pain in Arm [Left]

1 10SEP2020 1/4 2 Yes NA/TC R 
(13SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site erythema/
Redness around injection site

1 11SEP2020 1/6 1 Yes NA R 
(16SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1171 
11711236

Injection site pain/
Injection site pain

1 11SEP2020 1/5 2 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1171 
11711242

3^ GENRL Chills/
Chills

1 11SEP2020 1/2 2 Yes NA/TC R 
(12SEP2020)

N/N

Pyrexia/
Fever

1 11SEP2020 1/2 2 Yes NA/TC R 
(12SEP2020)

N/N

NERV Headache/
Headache

1 11SEP2020 1/2 1 Yes NA/TC R 
(12SEP2020)

N/N

16-55/
C459100
1 1171 
11711246

3^ GENRL Injection site erythema/
Erythema at injection site

1 11SEP2020 1/4 1 Yes NA R 
(14SEP2020)

N/N

Injection site pain/
Soreness at Injection Site

1 11SEP2020 1/6 2 Yes NA/TC R 
(16SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 03OCT2020 2/2 1 Yes NA R 
(04OCT2020)

N/N

Pain/
Body aches

2 03OCT2020 2/2 1 Yes NA R 
(04OCT2020)

N/N

Pyrexia/
Fever

2 03OCT2020 2/2 1 Yes NA/TC R 
(04OCT2020)

N/N

NERV Headache/
Headache

2 03OCT2020 2/2 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100

3^ MUSC Myalgia/
Muscle aches, generalized

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1171 
11711249

16-55/
C459100
1 1171 
11711251

3^ GENRL Fatigue/
Fatigue

2 03OCT2020 2/2 1 Yes NA R 
(04OCT2020)

N/N

Pyrexia/
Fever

2 03OCT2020 2/2 1 Yes NA R 
(04OCT2020)

N/N

MUSC Myalgia/
Muscle Ache

2 03OCT2020 2/2 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1171 
11711252

3^ GENRL Chills/
Chills

2 03OCT2020 2/1 1 Yes NA/TC R 
(03OCT2020)

N/N

Pyrexia/
Fever

2 03OCT2020 2/1 1 Yes NA/TC R 
(03OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 03OCT2020 2/1 1 Yes NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1171 
11711260

3^ GENRL Injection site pain/
Arm pain ( at the injection site )

1 16SEP2020 1/2 1 Yes NA/TCN R 
(17SEP2020)

N/N

16-55/
C459100
1 1171 
11711266

3^ GENRL Injection site pain/
Left Arm pain ( at the injection 

site )

1 18SEP2020 2/4 1 Yes NA R 
(21SEP2020)

N/N

16-55/
C459100

3^ GENRL Fatigue/
Fatigue

1 18SEP2020 1/3 1 Yes NA/TC R 
(20SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1171 
11711271

Pain/
Body aches

1 18SEP2020 1/3 1 Yes NA/TC R 
(20SEP2020)

N/N

16-55/
C459100
1 1171 
11711274

3^ GENRL Fatigue/
Fatigue

1 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

Injection site pain/
Soreness around injection site

1 18SEP2020 1/3 1 Yes NA R 
(20SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 07OCT2020 1/2 1 Yes NA R 
(08OCT2020)

N/N

NERV Headache/
Headache

2 07OCT2020 1/2 1 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1171 
11711281

3^ GENRL Injection site pain/
Soreness around injection site

1 21SEP2020 1/3 1 Yes NA R 
(23SEP2020)

N/N

UNC INJECTION SITE PAIN@@/
Injection site pain

2 12OCT2020 1/3 1 Yes NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1174 
11741003

3^ NEOPL Malignant melanoma/
right forearm melanoma

2 01OCT2020 11/8 1 No O NA/TCN R 
(08OCT2020)

N/N

16-55/
C459100
1 1174 
11741027

3^ MUSC Periarthritis/
Adhesive Capsulitis left shoulder

2 23OCT2020 29/C 1 Yes NA N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1177 
11771001

3^ NERV Headache/
HEADACHE

2 16OCT2020 45/1 2 No O NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 1177 
11771030

3^ NERV Dizziness/
Dizziness

1 27AUG2020 15/4 2 No O NA R 
(30AUG2020)

N/N

16-55/
C459100
1 1177 
11771050

3^ GENRL Fatigue/
FATIGUE

1 18AUG2020 2/29 1 No O NA R 
(15SEP2020)

N/N

GENRL Chills/
CHILLS

2 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

Pyrexia/
FEVER

2 08SEP2020 1/2 1 Yes NA/TC R 
(09SEP2020)

N/N

16-55/
C459100
1 1177 
11771051

3^ GENRL Injection site pain/
Injection Site Pain

1 18AUG2020 2/4 1 Yes NA R 
(21AUG2020)

N/N

16-55/
C459100
1 1177 
11771066

3^ GENRL Injection site pain/
Injection Site Pain

1 18AUG2020 1/2 1 Yes NA R 
(19AUG2020)

N/N

16-55/
C459100
1 1177 
11771078

3^ GASTR Diarrhoea/
DIARRHEA

1 29AUG2020 11/2 1 No O NA R 
(30AUG2020)

N/N

16-55/
C459100

3^ GENRL Chills/
Chills

2 16SEP2020 2/1 1 Yes NA R 
(16SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1177 
11771096

16-55/
C459100
1 1177 
11771105

3^ GENRL Chills/
CHILLS

2 11SEP2020 1/2 1 Yes NA/TC R 
(12SEP2020)

N/N

Injection site pain/
PAIN AT INJECTION SITE 

(LEFT ARM)

2 11SEP2020 1/2 1 Yes NA/TC R 
(12SEP2020)

N/N

Pain/
BODY ACHES

2 11SEP2020 1/2 1 Yes NA/TC R 
(12SEP2020)

N/N

Pyrexia/
FEVER

2 11SEP2020 1/2 1 Yes NA/TC R 
(12SEP2020)

N/N

16-55/
C459100
1 1177 
11771114

3^ GASTR Diarrhoea/
DIARRHEA

1 25AUG2020 5/2 1 No O NA R 
(26AUG2020)

N/N

INFEC Tooth infection/
TOOTH INFECTION

2 08OCT2020 28/C 2 No O NA/TC N N/N

16-55/
C459100
1 1177 
11771117

3^ GENRL Pain/
Generalized Body Aches

2 15SEP2020 2/3 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1177 
11771119

3^ MUSC Back pain/
BACK PAIN, INTERMITTENT

2 30SEP2020 17/C 1 No O NA N N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1168

FDA-CBER-2021-5683-0127194



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1177 
11771155

3^ INFEC Otitis externa/
EXTERNAL OTITIS, LEFT 

EAR

1 09SEP2020 15/10 2 No O NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1177 
11771156

3^ GENRL Injection site pain/
Injection Site Pain

2 17SEP2020 2/24 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1177 
11771159

3^ GENRL Pain/
WORSENING BODY ACHES

2 16SEP2020 2/3 1 Yes NA R 
(18SEP2020)

N/N

INFEC Sinusitis/
SINUS INFECTION

2 03OCT2020 19/C 2 No O NA/TC N N/N

16-55/
C459100
1 1177 
11771160

3^ GASTR Nausea/
NAUSEA

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

GENRL Pain/
GENERALIZED BODY 

ACHES

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1177 
11771162

3^ GENRL Injection site pain/
Injection Site Pain

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1177 
11771166

3^ GENRL Pyrexia/
FEVER

1 28AUG2020 2/2 1 Yes NA R 
(29AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1177 
11771167

3^ GENRL Pyrexia/
FEVER

1 28AUG2020 2/1 1 Yes NA R 
(28AUG2020)

N/N

16-55/
C459100
1 1177 
11771170

3^ GENRL Pain/
BODY ACHES

2 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1177 
11771182

3^ GENRL Pain/
BODY ACHES

2 17SEP2020 1/2 1 Yes NA/TC R 
(18SEP2020)

N/N

Pyrexia/
FEVER

2 17SEP2020 1/2 1 Yes NA/TC R 
(18SEP2020)

N/N

NERV Headache/
HEADACHE

2 17SEP2020 1/2 1 Yes NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1177 
11771186

3^ GENRL Pain/
Generalized Body Aches

2 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1177 
11771197

3^ GENRL Pain/
Generalized Body Aches

2 19SEP2020 2/2 2 Yes NA/TC R 
(20SEP2020)

N/N

Pyrexia/
Fever

2 19SEP2020 2/1 2 Yes NA/TC R 
(19SEP2020)

N/N

16-55/
C459100
1 1177 
11771219

3^ GASTR Abdominal pain upper/
Stomach Pain

1 08SEP2020 9/1 2 No O NA/TC R 
(08SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1177 
11771222

3^ GASTR Nausea/
NAUSEA

2 21SEP2020 1/1 1 Yes NA R 
(21SEP2020)

N/N

GENRL Pain/
BODY ACHES

2 21SEP2020 1/3 3 Yes NA/TC R 
(23SEP2020)

N/N

NERV Headache/
HEADACHE

2 21SEP2020 1/3 2 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1177 
11771224

3^ GENRL Pain/
Generalized Body Aches

1 02SEP2020 2/2 1 Yes NA R 
(03SEP2020)

N/N

16-55/
C459100
1 1177 
11771236

3^ SURG Salpingectomy/
Bilateral Salpingectomy

2 08OCT2020 16/1 2 No O NA/TC R 
(08OCT2020)

N/N

16-55/
C459100
1 1177 
11771241

3^ GENRL Injection site pain/
Injection Site Pain

1 02SEP2020 1/4 1 Yes NA R 
(05SEP2020)

N/N

GENRL Chills/
Chills

1 03SEP2020 2/3 1 Yes NA R 
(05SEP2020)

N/N

Pain/
Generalized Body Aches

1 03SEP2020 2/3 1 Yes NA R 
(05SEP2020)

N/N

16-55/
C459100
1 1177 
11771242

3^ NERV Headache/
Headache

1 02SEP2020 1/2 1 Yes NA/TC R 
(03SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1177 
11771254

3^ MUSC Myalgia/
Muscle Pain, Left Arm

1 03SEP2020 2/8 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1177 
11771283

3^ GENRL Injection site pain/
Injection Site Pain

1 05SEP2020 2/2 1 Yes NA R 
(06SEP2020)

N/N

16-55/
C459100
1 1177 
11771297

3^ MUSC Muscle spasms/
MUSCLE CRAMP, LEFT SIDE 

OF BODY

1 10SEP2020 6/1 1 Yes NA R 
(10SEP2020)

N/N

NERV Paraesthesia/
TINGLING SENSATION, 

LEFT ARM

1 10SEP2020 6/1 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1177 
11771310

3^ GENRL Fatigue/
FATIGUE

1 08SEP2020 1/2 3 Yes NA R 
(09SEP2020)

N/N

Pyrexia/
FEVER

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

MUSC Myalgia/
MUSCLE PAIN

1 08SEP2020 1/5 2 Yes NA R 
(12SEP2020)

N/N

NERV Headache/
HEADACHE

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

NERV Headache/
HEADACHE

2 29SEP2020 1/3 1 Yes NA/TC R 
(01OCT2020)

N/N

GASTR Diarrhoea/
DIARRHEA

2 01OCT2020 3/1 1 Yes NA/TC R 
(01OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1177 
11771323

3^ MUSC Arthralgia/
Left Shoulder Pain

2 09OCT2020 10/C 1 No O NA RG N/N

16-55/
C459100
1 1177 
11771330

3^ GENRL Injection site pain/
Injection Site Pain

1 11SEP2020 2/3 1 Yes NA R 
(13SEP2020)

N/N

16-55/
C459100
1 1177 
11771331

3^ GENRL Chills/
Chills

1 11SEP2020 2/1 2 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1177 
11771361

3^ GENRL Pyrexia/
FEVER

1 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1177 
11771393

3^ GENRL Chills/
Chills

1 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

GENRL Chills/
Chills

2 09OCT2020 1/2 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1177 
11771418

3^ INFEC Herpes zoster/
Shingles

1 11OCT2020 20/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1177 
11771445

3^ GENRL Pain/
Generalized Body Aches

1 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
Chills

2 15OCT2020 1/2 1 Yes NA/TC R 
(16OCT2020)

N/N

MUSC Myalgia/
Muscle Aches, Neck and 

Shoulders

2 15OCT2020 1/2 1 Yes NA/TC R 
(16OCT2020)

N/N

NERV Headache/
Headache

2 15OCT2020 1/2 1 Yes NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 1178 
11781019

3^ GENRL Injection site pain/
Injection Site Soreness

1 25AUG2020 1/4 1 Yes NA R 
(28AUG2020)

N/N

GENRL Chills/
chills

2 15SEP2020 2/1 1 Yes NA/TC R 
(15SEP2020)

N/N

Fatigue/
fatigue

2 15SEP2020 2/1 2 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1178 
11781029

3^ GENRL Injection site pain/
soreness, left arm at injection site

1 27AUG2020 1/2 1 Yes NA R 
(28AUG2020)

N/N

GENRL Chills/
chills

2 16SEP2020 2/1 1 Yes NA R 
(16SEP2020)

N/N

Pain/
Achiness

2 16SEP2020 2/1 1 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1178 
11781030

3^ GENRL Injection site pain/
Soreness at injection site.

1 27AUG2020 1/3 1 Yes NA/TC R 
(29AUG2020)

N/N

GENRL Chills/
Chills

1 28AUG2020 2/1 1 Yes NA R 
(28AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
soreness at injection site

2 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

GENRL Fatigue/
fatigue

2 18SEP2020 2/3 1 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1178 
11781036

3^ INJ&P Road traffic accident/
Motor Vehicle Accident

1 14SEP2020 19/1 1 No O NA R 
(14SEP2020)

N/N

MUSC Neck pain/
Neck pain

1 14SEP2020 19/3 1 No O NA/TC R 
(16SEP2020)

N/N

16-55/
C459100
1 1178 
11781043

3^ GENRL Injection site pain/
Injection site soreness

1 28AUG2020 1/2 1 Yes NA/TC R 
(29AUG2020)

N/N

NERV Headache/
Headache

1 29AUG2020 2/2 1 Yes NA/TC R 
(30AUG2020)

N/N

16-55/
C459100
1 1178 
11781044

3^ GENRL Injection site pain/
Pain at injection site.

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

Malaise/
Malaise

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1178 
11781052

3^ GENRL Fatigue/
fatigue

1 02SEP2020 3/2 2 Yes NA R 
(03SEP2020)

N/N

Injection site pain/
Injection Site Muscle Soreness

1 02SEP2020 3/7 1 Yes NA R 
(08SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

1 02SEP2020 3/2 2 Yes NA/TC R 
(03SEP2020)

N/N

GENRL Chills/
Chills

2 22SEP2020 2/2 2 Yes NA R 
(23SEP2020)

N/N

Fatigue/
Fatigue

2 22SEP2020 2/2 2 Yes NA R 
(23SEP2020)

N/N

Pyrexia/
Fever

2 22SEP2020 2/2 2 Yes NA/TC R 
(23SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 22SEP2020 2/2 2 Yes NA R 
(23SEP2020)

N/N

NERV Headache/
Headache

2 22SEP2020 2/2 2 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1178 
11781054

3^ MUSC Arthralgia/
Diffuse Arthralgia

2 23SEP2020 3/2 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1178 
11781055

3^ GENRL Injection site pain/
Pain at injection site

1 31AUG2020 1/2 1 Yes NA/TC R 
(01SEP2020)

N/N

GENRL Injection site pain/
pain at injection site

2 21SEP2020 1/4 1 Yes NA/TC R 
(24SEP2020)

N/N

GENRL Chills/
chills

2 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1178 
11781058

3^ NERV Syncope/
syncope

1 18SEP2020 18/1 1 No O NA R 
(18SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1178 
11781061

3^ GENRL Chills/
Chills

1 02SEP2020 2/1 1 Yes NA R 
(02SEP2020)

N/N

Injection site pain/
injection site soreness

1 02SEP2020 2/1 1 Yes NA R 
(02SEP2020)

N/N

MUSC Myalgia/
myalgias

1 02SEP2020 2/1 1 Yes NA R 
(02SEP2020)

N/N

NERV Headache/
headache

1 02SEP2020 2/1 1 Yes NA R 
(02SEP2020)

N/N

INJ&P Exposure during pregnancy/
partner exposure during 

pregnancy

1 02OCT2020 32/C No O NA UNK N/N

MUSC Bone pain/
sternum pain

2 15OCT2020 2/C 1 No O NA N N/N

16-55/
C459100
1 1178 
11781067

3^ GENRL Injection site pain/
Pain at injection site.

2 22SEP2020 2/4 1 Yes NA/TC R 
(25SEP2020)

N/N

Injection site pain/
Tenderness at injection site.

2 22SEP2020 2/4 1 Yes NA/TC R 
(25SEP2020)

N/N

16-55/
C459100
1 1178 
11781069

3^ GENRL Fatigue/
Fatigue

2 22SEP2020 1/5 1 Yes NA R 
(26SEP2020)

N/N

Injection site pain/
Left deltoid injection site 

soreness

2 22SEP2020 1/5 1 Yes NA R 
(26SEP2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1177

FDA-CBER-2021-5683-0127203



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Body aches (generalized muscle 

aches)

2 22SEP2020 1/5 1 Yes NA R 
(26SEP2020)

N/N

16-55/
C459100
1 1178 
11781073

3^ GENRL Pyrexia/
fever

2 23SEP2020 2/4 1 Yes NA/TC R 
(26SEP2020)

N/N

BLOOD Lymphadenopathy/
bilateral axillary 

lymphadenopathy

2 25SEP2020 4/3 2 Yes NA/TC R 
(27SEP2020)

N/N

16-55/
C459100
1 1178 
11781074

3^ SKIN Rash/
left shoulder blade rash

1 02SEP2020 1/1 1 Yes NA R 
(02SEP2020)

N/N

INJ&P Skin laceration/
right arch cut

1 05SEP2020 4/45 1 No O NA/TC R 
(19OCT2020)

N/N

16-55/
C459100
1 1178 
11781084

3^ GENRL Injection site pain/
pain at injection site

1 02SEP2020 1/4 2 Yes NA R 
(05SEP2020)

N/N

GENRL Chills/
Chills

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 24SEP2020 2/3 1 Yes NA R 
(26SEP2020)

N/N

Injection site erythema/
Redness at injection site

2 24SEP2020 2/7 1 Yes NA R 
(30SEP2020)

N/N

Injection site pain/
Injection site pain

2 24SEP2020 2/3 1 Yes NA R 
(26SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever

2 24SEP2020 2/3 1 Yes NA/TC R 
(26SEP2020)

N/N

16-55/
C459100
1 1178 
11781089

3^ GENRL Injection site pain/
injection site pain

1 03SEP2020 1/5 1 Yes NA R 
(07SEP2020)

N/N

GENRL Thirst/
increased sense of thirst

1 12SEP2020 10/C 1 No O NA N N/N

GENRL Pyrexia/
fever

2 24SEP2020 2/1 1 Yes NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1178 
11781095

3^ GENRL Injection site pain/
Pain at injection site

1 03SEP2020 1/4 2 Yes NA R 
(06SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 08SEP2020 6/3 1 Yes NA R 
(10SEP2020)

N/N

GENRL Fatigue/
fatigue

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

MUSC Myalgia/
muscle aches

2 25SEP2020 2/2 1 Yes NA/TC R 
(26SEP2020)

N/N

16-55/
C459100
1 1178 
11781097

3^ SKIN Rash/
Rash, inner left arm, left fingers, 

right flank

1 14SEP2020 11/3 1 Yes NA/TC R 
(16SEP2020)

N/N

GENRL Pyrexia/
Fever

2 26SEP2020 2/1 1 Yes NA/TC R 
(26SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
pain at injection site

1 04SEP2020 1/2 1 Yes NA R 
(05SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1178 
11781098

16-55/
C459100
1 1178 
11781104

3^ RESP Pulmonary embolism/
Pulmonary embolism

2 20OCT2020 28/C 2 No O NA/TC N N/N

16-55/
C459100
1 1178 
11781107

3^ GENRL Injection site erythema/
injection site redness

1 04SEP2020 1/2 1 Yes NA R 
(05SEP2020)

N/N

Injection site pain/
injection site muscle soreness

1 04SEP2020 1/3 2 Yes NA R 
(06SEP2020)

N/N

Injection site warmth/
injection site warmth

1 04SEP2020 1/2 1 Yes NA R 
(05SEP2020)

N/N

GENRL Chills/
chills

1 05SEP2020 2/1 1 Yes NA/TC R 
(05SEP2020)

N/N

BLOOD Lymphadenopathy/
right axilla lymphadenopathy

1 16SEP2020 13/C 2 Yes P/TC N Y/N

16-55/
C459100
1 1178 
11781113

3^ MUSC Pain in extremity/
Arm soreness - Right

1 08SEP2020 1/2 1 Yes NA/TCN R 
(09SEP2020)

N/N

GENRL Chills/
chills

2 29SEP2020 2/2 1 Yes NA R 
(30SEP2020)

N/N

Injection site pain/
injection site soreness

2 29SEP2020 2/2 1 Yes NA R 
(30SEP2020)

N/N

Pain/
generalized body ache

2 29SEP2020 2/2 1 Yes NA/TC R 
(30SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1178 
11781121

3^ GENRL Fatigue/
Fatigue

1 09SEP2020 2/1 1 Yes NA R 
(09SEP2020)

N/N

Injection site pain/
Injection site pain

1 09SEP2020 2/1 1 Yes NA R 
(09SEP2020)

N/N

GENRL Fatigue/
fatigue

2 28SEP2020 1/3 1 Yes NA R 
(30SEP2020)

N/N

Injection site pain/
left deltoid injection site soreness

2 28SEP2020 1/3 1 Yes NA R 
(30SEP2020)

N/N

GENRL Feeling hot/
feeling of warmth - generalized

2 29SEP2020 2/1 1 Yes NA R 
(29SEP2020)

N/N

16-55/
C459100
1 1178 
11781128

3^ GENRL Chills/
Chills

1 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

Injection site pain/
Injection site muscle soreness

1 10SEP2020 2/2 2 Yes NA R 
(11SEP2020)

N/N

MUSC Myalgia/
Myalgias

1 10SEP2020 2/2 1 Yes NA/TC R 
(11SEP2020)

N/N

GENRL Chills/
Chills

2 01OCT2020 2/2 2 Yes NA/TC R 
(02OCT2020)

N/N

Fatigue/
Fatigue

2 01OCT2020 2/2 2 Yes NA R 
(02OCT2020)

N/N

Injection site pain/
pain at injection site

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100

3^ GENRL Fatigue/
Fatigue

1 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1178 
11781130

Injection site pain/
Pain at injection site

1 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

GENRL Fatigue/
fatigue

2 02OCT2020 1/3 1 Yes NA R 
(04OCT2020)

N/N

Injection site pain/
Injection site soreness

2 02OCT2020 1/3 1 Yes NA/TC R 
(04OCT2020)

N/N

Pain/
generalized body ache

2 02OCT2020 1/3 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1178 
11781133

3^ GENRL Injection site pain/
Left deltoid soreness, injection 

site

1 09SEP2020 1/4 1 Yes NA R 
(12SEP2020)

N/N

NERV Headache/
headache

1 29SEP2020 21/3 1 Yes NA R 
(01OCT2020)

N/N

GENRL Injection site pain/
tenderness at injection site

2 30SEP2020 2/3 1 Yes NA R 
(02OCT2020)

N/N

Malaise/
generalized malaise

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1178 
11781135

3^ GENRL Injection site pain/
Pain at injection site

1 10SEP2020 2/1 1 Yes NA/TC R 
(10SEP2020)

N/N

SKIN Night sweats/
Night sweats

1 11SEP2020 3/1 1 Yes NA R 
(11SEP2020)

N/N

GENRL Injection site pain/
Pain at injection site

2 30SEP2020 1/15 1 Yes NA R 
(14OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1178 
11781137

3^ GENRL Injection site pain/
Tenderness at injection site

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1178 
11781145

3^ GENRL Injection site pain/
Soreness at injection site*

10SEP2020 1/1 1 Yes NA R 
(10SEP2020)

N/N

NERV Headache/
Headache

1 23SEP2020 14/1 1 No O NA/TC R 
(23SEP2020)

N/N

GENRL Injection site pain/
tenderness at injection site

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1178 
11781149

3^ GENRL Injection site pain/
Injection site myalgia

1 11SEP2020 1/4 1 Yes NA R 
(14SEP2020)

N/N

INJ&P Skin laceration/
laceration, left index finger

2 22OCT2020 23/C 2 No O NA N N/N

16-55/
C459100
1 1178 
11781150

3^ GENRL Chills/
Chills

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

Pain/
Body aches

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1178 
11781161

3^ GENRL Pyrexia/
low grade temperature

1 11SEP2020 1/2 1 Yes NA/TC R 
(12SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1178 
11781163

3^ GENRL Injection site pain/
Soreness at injection site

1 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

GENRL Malaise/
General malaise

2 06OCT2020 2/1 1 Yes NA/TC R 
(06OCT2020)

N/N

16-55/
C459100
1 1178 
11781168

3^ GENRL Injection site pain/
Injection site tenderness

1 14SEP2020 1/3 1 Yes NA/TC R 
(16SEP2020)

N/N

GENRL Injection site pain/
Tenderness at injection site

2 05OCT2020 1/3 1 Yes NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1178 
11781170

3^ GENRL Injection site pain/
pain at injection site

2 14OCT2020 1/1 1 Yes NA R 
(14OCT2020)

N/Y

INFEC Bacterial vaginosis/
bacterial vaginosis

1 14OCT2020 31/C 2 No O NA/TC N N/N

16-55/
C459100
1 1178 
11781175

3^ GENRL Fatigue/
fatigue

1 15SEP2020 1/4 2 Yes NA R 
(18SEP2020)

N/N

Injection site pain/
soreness at injection site

1 15SEP2020 1/4 1 Yes NA R 
(18SEP2020)

N/N

MUSC Myalgia/
myalgia

1 15SEP2020 1/4 2 Yes NA/TC R 
(18SEP2020)

N/N

NERV Headache/
headache

1 15SEP2020 1/4 1 Yes NA R 
(18SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
chills

1 16SEP2020 2/3 1 Yes NA R 
(18SEP2020)

N/N

GENRL Fatigue/
fatigue

2 06OCT2020 1/3 2 Yes NA/TC R 
(08OCT2020)

N/N

GENRL Chills/
chills

2 07OCT2020 2/1 1 Yes NA R 
(07OCT2020)

N/N

Pyrexia/
fever

2 07OCT2020 2/1 2 Yes NA R 
(07OCT2020)

N/N

MUSC Myalgia/
myalgias

2 07OCT2020 2/1 1 Yes NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1178 
11781179

3^ GENRL Injection site pain/
injection site pain

1 15SEP2020 1/2 1 Yes NA/TC R 
(16SEP2020)

N/N

GENRL Chills/
rigors

2 05OCT2020 1/2 1 Yes NA R 
(06OCT2020)

N/N

Injection site pain/
injection site pain

2 05OCT2020 1/2 1 Yes NA/TC R 
(06OCT2020)

N/N

NERV Headache/
headache

2 05OCT2020 1/2 1 Yes NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1178 
11781181

3^ GENRL Injection site pain/
Injection site tenderness - Right 

arm

1 16SEP2020 2/3 2 Yes NA R 
(18SEP2020)

N/N

GENRL Pyrexia/
Fever

2 07OCT2020 2/1 1 Yes NA/TC R 
(07OCT2020)

N/N

MUSC Myalgia/
Myalgias

2 07OCT2020 2/1 2 Yes NA R 
(07OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

2 07OCT2020 2/1 2 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1178 
11781182

3^ GASTR Nausea/
Intermittent nausea

2 10OCT2020 6/C 1 No O NA N N/N

16-55/
C459100
1 1178 
11781183

3^ GENRL Chills/
chills

2 06OCT2020 2/1 1 Yes NA/TC R 
(06OCT2020)

N/N

Fatigue/
fatigue

2 06OCT2020 2/1 1 Yes NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1178 
11781185

3^ GENRL Injection site pruritus/
Itchiness at injection site

2 05OCT2020 1/2 1 Yes NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1178 
11781186

3^ GENRL Injection site pain/
injection site tenderness

1 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

GENRL Fatigue/
fatigue

1 19SEP2020 4/2 1 Yes NA R 
(20SEP2020)

N/N

MUSC Myalgia/
generalized myalgia

2 09OCT2020 4/3 1 Yes NA/TC R 
(11OCT2020)

N/N

16-55/
C459100
1 1178 
11781187

3^ GENRL Injection site pain/
Injection site soreness - Left 

deltoid*

16SEP2020 1/4 1 Yes NA R 
(19SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site erythema/
Erythema at injection site

1 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

GENRL Injection site pain/
tenderness at injection site

2 07OCT2020 1/3 1 Yes NA R 
(09OCT2020)

N/N

GASTR Nausea/
nausea

2 08OCT2020 2/2 1 Yes NA R 
(09OCT2020)

N/N

GENRL Chills/
Chills

2 08OCT2020 2/2 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1178 
11781188

3^ GENRL Chills/
chills

1 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

Fatigue/
fatigue

1 16SEP2020 1/4 2 Yes NA R 
(19SEP2020)

N/N

Injection site pain/
left arm pain at injection site

1 16SEP2020 1/2 2 Yes NA/TC R 
(17SEP2020)

N/N

GASTR Nausea/
Nausea

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N

GENRL Chills/
Chills

2 07OCT2020 2/2 1 Yes NA R 
(08OCT2020)

N/N

Fatigue/
Fatigue

2 07OCT2020 2/2 2 Yes NA R 
(08OCT2020)

N/N

MUSC Myalgia/
Myalgias

2 07OCT2020 2/1 2 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1178 
11781197

3^ GENRL Fatigue/
Fatigue

1 17SEP2020 2/5 1 Yes NA R 
(21SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
fatigue

2 05OCT2020 1/3 1 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1178 
11781198

3^ GENRL Fatigue/
fatigue

1 18SEP2020 2/2 2 Yes NA R 
(19SEP2020)

N/N

NERV Headache/
Headache

1 18SEP2020 2/2 1 Yes NA/TC R
(19SEP2020)

N/N

GENRL Chills/
Chills

2 06OCT2020 1/2 2 Yes NA/TC R 
(07OCT2020)

N/N

MUSC Myalgia/
Diffuse myalgias

2 07OCT2020 2/1 1 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1178 
11781208

3^ GENRL Fatigue/
increased fatigue

1 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

GENRL Fatigue/
fatigue

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1178 
11781210

3^ GENRL Injection site pain/
Left deltoid soreness at injection 

site

1 18SEP2020 1/3 1 Yes NA R 
(20SEP2020)

N/Y

GENRL Injection site pain/
soreness at injection site

2 09OCT2020 1/4 1 Yes NA/TC R 
(12OCT2020)

N/N

16-55/
C459100
1 1178 
11781214

3^ GENRL Chills/
chills, intermittent

2 09OCT2020 1/5 1 Yes NA/TC R 
(13OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
increased fatigue

2 10OCT2020 2/3 1 Yes NA R 
(12OCT2020)

N/N

METAB Decreased appetite/
decreased appetite

2 11OCT2020 3/3 1 Yes NA R 
(13OCT2020)

N/N

16-55/
C459100
1 1178 
11781217

3^ GENRL Injection site pain/
Injection site tenderness

1 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

GENRL Injection site pain/
injection site tenderness

2 14OCT2020 1/2 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1178 
11781218

3^ MUSC Arthralgia/
Left knee pain

2 20OCT2020 9/C 2 No O NA/TC/TCN N N/N

16-55/
C459100
1 1178 
11781219

3^ GENRL Injection site pain/
injection site tenderness

1 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

GENRL Injection site pain/
tenderness at injection site

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

GENRL Fatigue/
fatigue

2 14OCT2020 2/1 1 Yes NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1178 
11781221

3^ GENRL Pain/
generalized body ache

1 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

NERV Headache/
head ache

1 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1178 
11781223

3^ GENRL Injection site pain/
pain at injection site

1 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

INJ&P Clavicle fracture/
right clavicle fracture

1 03OCT2020 13/C 1 No O NA/TC/TCN N N/N

16-55/
C459100
1 1178 
11781224

3^ GENRL Injection site pain/
soreness at injection site

1 21SEP2020 1/4 1 Yes NA/TC R 
(24SEP2020)

N/N

GENRL Fatigue/
fatigue

1 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

INFEC Pharyngitis streptococcal/
Strep throat

1 28SEP2020 8/11 1 No O NA R 
(08OCT2020)

N/N

SKIN Livedo reticularis/
livedo reticuluaris intermittent

1 28SEP2020 8/9 1 No O NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1178 
11781227

3^ GENRL Malaise/
malaise

2 13OCT2020 2/2 1 Yes NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 1178 
11781230

3^ GENRL Injection site pain/
Tenderness at injection site

1 22SEP2020 1/3 1 Yes NA R 
(24SEP2020)

N/N

GENRL Fatigue/
fatigue

2 15OCT2020 3/3 1 Yes NA R 
(17OCT2020)

N/N

NERV Headache/
headache

2 15OCT2020 3/3 1 Yes NA R 
(17OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1178 
11781233

3^ GENRL Injection site pain/
soreness at injection site, left 

deltoid

1 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

Malaise/
generalized malaise

1 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1178 
11781237

3^ GENRL Injection site pain/
tenderness at injection site

1 22SEP2020 1/3 1 Yes NA R 
(24SEP2020)

N/N

GENRL Injection site pain/
injection site tenderness

2 14OCT2020 1/2 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1178 
11781244

3^ GENRL Injection site pain/
Pain at injection site.

1 23SEP2020 1/3 1 Yes NA R 
(25SEP2020)

N/N

MUSC Pain in extremity/
Left intermittent forearm pain.

1 23SEP2020 1/1 1 Yes NA R 
(23SEP2020)

N/N

GENRL Malaise/
malaise

2 13OCT2020 1/4 1 Yes NA/TC R 
(16OCT2020)

N/N

Pyrexia/
fever

2 13OCT2020 1/3 1 Yes NA R 
(15OCT2020)

N/N

MUSC Myalgia/
myalgias

2 13OCT2020 1/4 1 Yes NA R 
(16OCT2020)

N/N

NERV Headache/
headache

2 13OCT2020 1/4 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
pain at injection site

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/Y
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1178 
11781245

16-55/
C459100
1 1178 
11781248

3^ GASTR Diarrhoea/
diarrhea

2 16OCT2020 1/2 1 Yes NA R 
(17OCT2020)

N/N

GENRL Chills/
chills

2 16OCT2020 1/3 1 Yes NA R 
(18OCT2020)

N/N

Fatigue/
fatigue

2 16OCT2020 1/3 1 Yes NA R 
(18OCT2020)

N/N

Pyrexia/
fever

2 16OCT2020 1/3 1 Yes NA/TC R 
(18OCT2020)

N/N

NERV Headache/
headache

2 16OCT2020 1/3 1 Yes NA R 
(18OCT2020)

N/N

16-55/
C459100
1 1178 
11781249

3^ GENRL Fatigue/
fatigue

2 16OCT2020 2/2 1 Yes NA R 
(17OCT2020)

N/N

MUSC Myalgia/
myalgias

2 16OCT2020 2/2 1 Yes NA/TC R 
(17OCT2020)

N/N

16-55/
C459100
1 1178 
11781251

3^ GENRL Injection site pain/
soreness, left arm beyond 

injection site

1 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1178 
11781253

3^ NERV Headache/
Headache

1 24SEP2020 1/2 1 Yes NA/TC R 
(25SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
Pain at injection site

1 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

Pain/
Body ache

1 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

GENRL Chills/
chills

2 15OCT2020 2/1 1 Yes NA R 
(15OCT2020)

N/N

Pyrexia/
Fever

2 15OCT2020 2/1 1 Yes NA/TC R 
(15OCT2020)

N/N

MUSC Myalgia/
mayalgias

2 15OCT2020 2/1 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1178 
11781254

3^ GENRL Injection site pain/
Soreness at injection site

1 25SEP2020 2/1 2 Yes NA/TCN R 
(25SEP2020)

N/N

16-55/
C459100
1 1178 
11781263

3^ GENRL Chills/
Chills

1 28SEP2020 1/2 1 Yes NA R 
(29SEP2020)

N/N

Injection site pain/
Injection site pain

1 28SEP2020 1/3 2 Yes NA R 
(30SEP2020)

N/N

SURG Sinus operation/
Sinus drainage

1 01OCT2020 4/23 1 No O NA R 
(23OCT2020)

N/N

GENRL Chills/
chills

2 21OCT2020 2/2 1 Yes NA R 
(22OCT2020)

N/N

Pyrexia/
fever

2 21OCT2020 2/2 1 Yes NA R 
(22OCT2020)

N/N

MUSC Myalgia/
generalized muscle aches

2 21OCT2020 2/2 1 Yes NA R 
(22OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
headache

2 21OCT2020 2/2 1 Yes NA/TC R 
(22OCT2020)

N/N

16-55/
C459100
1 1178 
11781266

3^ GENRL Injection site pain/
pain at injection site

1 29SEP2020 1/3 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1178 
11781268

3^ GENRL Fatigue/
Fatigue

1 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N

NERV Headache/
Headache

1 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N

GENRL Chills/
chills

2 21OCT2020 2/1 1 Yes NA R 
(21OCT2020)

N/N

MUSC Myalgia/
Myalgias

2 21OCT2020 2/12 1 Yes NA R 
(01NOV2020)

N/N

NERV Headache/
Headache

2 21OCT2020 2/12 1 Yes NA/TC R 
(01NOV2020)

N/N

16-55/
C459100
1 1178 
11781270

3^ GENRL Injection site pain/
Soreness at injection site

1 29SEP2020 1/3 1 Yes NA R 
(01OCT2020)

N/N

GENRL Vessel puncture site bruise/
Bruising at the site for blood 

draw

1 30SEP2020 2/10 1 Yes NA R 
(09OCT2020)

N/N

GENRL Injection site pain/
Soreness at injection site

2 21OCT2020 2/3 1 Yes NA R 
(23OCT2020)

N/N

MUSC Myalgia/
Myalgias

2 21OCT2020 2/2 1 Yes NA/TC R 
(22OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1178 
11781271

3^ GENRL Injection site pain/
injection site soreness

1 29SEP2020 1/6 1 Yes NA R 
(04OCT2020)

N/N

GENRL Injection site pain/
Pain at injection site

2 19OCT2020 1/4 1 Yes NA/TC R 
(22OCT2020)

N/N

Injection site pain/
pain at injection site

2 19OCT2020 1/4 1 Yes NA R 
(22OCT2020)

N/N

Pyrexia/
Fever

2 19OCT2020 1/3 2 Yes NA/TC R 
(21OCT2020)

N/N

Pyrexia/
fever

2 19OCT2020 1/3 2 Yes NA/TC R 
(21OCT2020)

N/N

16-55/
C459100
1 1178 
11781279

3^ GENRL Injection site pain/
soreness at injection site, right 

deltoid

1 02OCT2020 1/3 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1178 
11781284

3^ GENRL Injection site bruising/
Bruising at injection site

1 06OCT2020 1/15 1 Yes NA R 
(20OCT2020)

N/N

NERV Headache/
Headache

1 06OCT2020 1/1 1 Yes NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1178 
11781285

3^ GENRL Injection site pain/
Tenderness at injection site

1 06OCT2020 1/3 1 Yes NA R 
(08OCT2020)

N/N

Pain/
Body aches

1 06OCT2020 1/3 1 Yes NA R 
(08OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
Chills

2 27OCT2020 2/3 1 Yes NA R 
(29OCT2020)

N/N

Pain/
Generalized body aches

2 27OCT2020 2/3 1 Yes NA R 
(29OCT2020)

N/N

16-55/
C459100
1 1178 
11781288

3^ GENRL Injection site pain/
pain at injection pain

1 07OCT2020 2/2 1 Yes NA R 
(08OCT2020)

N/N

GENRL Injection site pain/
Pain at injection site

2 27OCT2020 2/1 1 Yes NA/TC R 
(27OCT2020)

N/N

MUSC Myalgia/
Generalized myalgias

2 27OCT2020 2/1 1 Yes NA R 
(27OCT2020)

N/N

16-55/
C459100
1 1178 
11781291

3^ GENRL Injection site pain/
Tenderness at injection site

1 07OCT2020 1/3 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1204 
12041001

3^ GENRL Injection site pain/
Injection Site Pain

1 24AUG2020 1/3 1 Yes NA/TC R 
(26AUG2020)

N/N

Pyrexia/
Fever

1 24AUG2020 1/2 1 Yes NA/TC R 
(25AUG2020)

N/N

GASTR Dyspepsia/
Heart Burn

1 12SEP2020 20/2 2 No O NA/TC R 
(13SEP2020)

N/N

16-55/
C459100
1 1204 
12041005

3^ GASTR Retching/
gagging lasting 5-10 seconds, 

with second episode today

1 06SEP2020 13/2 1 No O NA R 
(07SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

IMMU
N

Hypersensitivity/
allergies, normal per patient.

1 06SEP2020 13/2 1 No O NA R 
(07SEP2020)

N/N

16-55/
C459100
1 1204 
12041008

3^ GENRL Pyrexia/
Fever

1 26AUG2020 2/2 1 Yes NA R 
(27AUG2020)

N/N

MUSC Myalgia/
Grade 1 Myalgias

1 26AUG2020 2/2 1 Yes NA R 
(27AUG2020)

N/N

GENRL Fatigue/
fatigue

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

MUSC Myalgia/
Muscle aches

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1204 
12041009

3^ GENRL Fatigue/
Fatigue

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

Pyrexia/
Mild fever

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1204 
12041010

3^ NERV Headache/
Headache

1 26AUG2020 1/2 1 Yes NA R 
(27AUG2020)

N/N

16-55/
C459100
1 1204 
12041012

3^ GENRL Chills/
chills

2 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100

3^ GENRL Fatigue/
Fatigue

2 19SEP2020 2/3 1 Yes NA R 
(21SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1204 
12041013

MUSC Myalgia/
Muscle aches

2 19SEP2020 2/3 1 Yes NA R 
(21SEP2020)

N/N

16-55/
C459100
1 1204 
12041015

3^ GENRL Fatigue/
Fatigue

2 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

Injection site pain/
Muscle pain at injection site

2 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1204 
12041017

3^ GENRL Chills/
Chills

2 28SEP2020 1/3 1 Yes NA/TC R 
(30SEP2020)

N/N

Pyrexia/
Fever

2 28SEP2020 1/3 2 Yes NA/TC R 
(30SEP2020)

N/N

16-55/
C459100
1 1204 
12041018

3^ MUSC Back pain/
Back soreness

2 04OCT2020 7/2 1 Yes NA/TC R 
(05OCT2020)

N/N

16-55/
C459100
1 1204 
12041020

3^ GENRL Injection site pain/
Pain at the Injection Site

1 31AUG2020 1/3 2 Yes NA/TC R 
(02SEP2020)

N/N

16-55/
C459100
1 1204 
12041021

3^ GENRL Fatigue/
moderate to strong fatigue after 

the injection lasting days

1 01SEP2020 2/6 1 Yes NA R 
(06SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
Fatigue

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1204 
12041023

3^ BLOOD Lymphadenopathy/
swollen lymph node gland on 

neck

1 01SEP2020 1/3 1 Yes NA R 
(03SEP2020)

N/N

GENRL Injection site pain/
Pain at injection site

1 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/N

Pyrexia/
Subjective Fever

1 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/N

GENRL Chills/
chills

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1204 
12041026

3^ MUSC Arthralgia/
Sore Left Shoulder

1 01SEP2020 1/3 1 Yes NA R 
(03SEP2020)

N/N

GASTR Nausea/
nausea

2 22SEP2020 1/3 1 Yes NA R 
(24SEP2020)

N/N

GENRL Chills/
Chills

2 22SEP2020 1/8 1 Yes NA R 
(29SEP2020)

N/N

Fatigue/
Fatigue

2 22SEP2020 1/8 1 Yes NA R 
(29SEP2020)

N/N

Pyrexia/
Fever

2 22SEP2020 1/4 1 Yes NA R 
(25SEP2020)

N/N

MUSC Myalgia/
myalgias

2 22SEP2020 1/4 1 Yes NA R 
(25SEP2020)

N/N

NERV Headache/
Severe headache

2 22SEP2020 1/25 1 Yes NA R 
(16OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1204 
12041029

3^ NERV Dizziness/
Dizziness

2 23SEP2020 2/2 1 Yes NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1204 
12041030

3^ GASTR Diarrhoea/
non-bloody diarrhea x2 - his 

fiance who is not participating in 
the study also experience 

diarrhea

1 08SEP2020 7/1 1 No O NA R 
(08SEP2020)

N/N

16-55/
C459100
1 1204 
12041039

3^ GENRL Chills/
chills

1 05SEP2020 2/2 1 Yes NA R 
(06SEP2020)

N/N

SKIN Hyperhidrosis/
sweats

1 05SEP2020 2/2 1 Yes NA R 
(06SEP2020)

N/N

GENRL Chills/
Chills

1 25SEP2020 22/2 1 Yes NA R 
(26SEP2020)

N/N

Fatigue/
Fatigue

1 25SEP2020 22/2 1 Yes NA R 
(26SEP2020)

N/N

16-55/
C459100
1 1204 
12041043

3^ GENRL Injection site pain/
Pain at injection site

1 04SEP2020 1/3 1 Yes NA R 
(06SEP2020)

N/N

GENRL Fatigue/
fatigue

1 05SEP2020 2/2 1 Yes NA R 
(06SEP2020)

N/N

NERV Dizziness/
Dizziness

1 18SEP2020 15/3 1 Yes NA R 
(20SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Vaccination site pain/
left arm pain (vac #2 injection 

site)

2 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/N

GENRL Fatigue/
fatigue

2 26SEP2020 2/1 1 Yes NA R 
(26SEP2020)

N/N

NERV Dizziness/
dizziness

2 29SEP2020 5/2 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1204 
12041049

3^ GENRL Pyrexia/
low grade fever

1 09SEP2020 2/2 2 Yes NA/TC R 
(10SEP2020)

N/N

GENRL Pyrexia/
Low grade fever, maximum temp 

of 100.3 F

2 29SEP2020 1/3 1 Yes NA/TC R 
(01OCT2020)

N/N

MUSC Pain in extremity/
left arm pain

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1204 
12041055

3^ MUSC Pain in extremity/
arm pain

2 29SEP2020 2/2 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1204 
12041058

3^ GENRL Fatigue/
Fatigue

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 01OCT2020 3/1 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100

3^ GENRL Chills/
Chills

2 30SEP2020 2/2 1 Yes NA/TC R 
(01OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1204 
12041059

MUSC Myalgia/
Muscle aches

2 30SEP2020 2/2 1 Yes NA/TC R 
(01OCT2020)

N/N

16-55/
C459100
1 1204 
12041064

3^ MUSC Pain in extremity/
left arm pain

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

GENRL Fatigue/
fatigue

2 01OCT2020 2/1 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1204 
12041067

3^ GENRL Vaccination site pain/
left arm pain (vac #2 site)

2 30SEP2020 1/4 1 Yes NA R 
(03OCT2020)

N/N

GENRL Fatigue/
fatigue

2 01OCT2020 2/2 1 Yes NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 1204 
12041071

3^ GENRL Pyrexia/
Fever: Temp 101 F

2 01OCT2020 2/1 1 Yes NA/TC R 
(01OCT2020)

N/N

MUSC Pain in extremity/
right arm pain

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

NERV Headache/
Headache

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1204 
12041072

3^ GASTR Diarrhoea/
mild diarrhea

1 11SEP2020 3/2 1 Yes NA R 
(12SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Arthralgia/
left shoulder pain

2 30SEP2020 1/1 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1204 
12041073

3^ NERV Migraine/
Migraine

1 10SEP2020 2/2 2 Yes NA/TC R 
(11SEP2020)

N/N

16-55/
C459100
1 1204 
12041075

3^ GENRL Pyrexia/
Low grade fever, 102

1 10SEP2020 2/1 2 Yes NA R 
(10SEP2020)

N/N

GENRL Pyrexia/
Low grade fever, 100

2 01OCT2020 2/1 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1204 
12041077

3^ GENRL Influenza like illness/
Flu-like symptoms

1 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

GASTR Nausea/
Nausea

2 01OCT2020 2/2 1 Yes NA/TC R 
(02OCT2020)

N/N

Vomiting/
Vomiting

2 01OCT2020 2/1 1 Yes NA R 
(01OCT2020)

N/N

GENRL Chills/
Chills

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

Fatigue/
Fatigue

2 01OCT2020 2/5 1 Yes NA R 
(05OCT2020)

N/N

Pain/
Generalized body aches

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

Pyrexia/
fever 101.2

2 01OCT2020 2/3 2 Yes NA R 
(03OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Migraine/
Migraine

2 01OCT2020 2/2 1 Yes NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 1204 
12041080

3^ GENRL Chills/
chills

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

Fatigue/
fatigue

2 30SEP2020 1/2 1 Yes NA/TC R 
(01OCT2020)

N/N

Vaccination site pain/
left arm soreness (post 

administration of vaccine #2)

2 30SEP2020 1/6 1 Yes NA R 
(05OCT2020)

N/N

16-55/
C459100
1 1204 
12041082

3^ INV Body temperature increased/
elevated temperature, 100.1

1 11SEP2020 2/3 1 Yes NA/TC R 
(13SEP2020)

N/N

16-55/
C459100
1 1204 
12041086

3^ GENRL Chills/
Chills

1 12SEP2020 3/1 2 Yes NA/TC R 
(12SEP2020)

N/N

MUSC Myalgia/
Muscle aches

1 12SEP2020 3/2 1 Yes NA R 
(13SEP2020)

N/N

GENRL Chills/
chills

2 02OCT2020 2/2 1 Yes NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1204 
12041091

3^ GENRL Pyrexia/
low grade fever, max temp of 

100 F

2 02OCT2020 1/2 1 Yes NA/TC R 
(03OCT2020)

N/N

16-55/
C459100

3^ MUSC Pain in extremity/
left arm pain (post vaccine #2)

2 02OCT2020 1/3 1 Yes NA R 
(04OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1204 
12041093

GENRL Chills/
chills

2 03OCT2020 2/2 1 Yes NA R 
(04OCT2020)

N/N

Fatigue/
fatigue

2 03OCT2020 2/2 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1204 
12041095

3^ VASC Hot flush/
Feeling of hot flushes

1 11SEP2020 1/2 1 Yes NA/TC R 
(12SEP2020)

N/N

16-55/
C459100
1 1204 
12041097

3^ GENRL Fatigue/
Fatigue

2 03OCT2020 2/1 1 Yes NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1204 
12041107

3^ GENRL Injection site pain/
pain at injection site

1 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

NERV Headache/
headache

1 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1204 
12041111

3^ GENRL Fatigue/
Fatigue

1 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1204 
12041112

3^ MUSC Pain in extremity/
Pain left arm

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

2 09OCT2020 2/1 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1204 
12041121

3^ GENRL Injection site pain/
left upper arm pain (injection 

site)

1 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

GENRL Pyrexia/
Low grade fever 100.3 F

1 19SEP2020 2/1 1 Yes NA R 
(19SEP2020)

N/N

MUSC Back pain/
mild back pain

1 20SEP2020 3/15 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1204 
12041123

3^ GENRL Fatigue/
fatigue

2 09OCT2020 1/3 1 Yes NA R 
(11OCT2020)

N/N

Vaccination site pain/
left arm soreness (vac #2 

injection site)

2 09OCT2020 1/3 1 Yes NA R 
(11OCT2020)

N/N

16-55/
C459100
1 1204 
12041124

3^ GASTR Diarrhoea/
Diarrhea

1 28SEP2020 11/8 1 No CD NA R 
(05OCT2020)

N/N

Nausea/
Nausea

1 28SEP2020 11/8 1 No CD NA R 
(05OCT2020)

N/N

GASTR Diarrhoea/
Diarrhea

2 08OCT2020 1/3 1 Yes NA R 
(10OCT2020)

N/N

GENRL Pyrexia/
Feeling hot/feverish

2 08OCT2020 1/1 1 Yes NA R 
(08OCT2020)

N/Y

16-55/
C459100

3^ GENRL Chills/
Chills

2 14OCT2020 2/2 1 Yes NA R 
(15OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1204 
12041125

16-55/
C459100
1 1204 
12041128

3^ GENRL Fatigue/
fatigue

2 12OCT2020 1/3 1 Yes NA R 
(14OCT2020)

N/N

Pain/
body aches

2 12OCT2020 1/3 1 Yes NA R 
(14OCT2020)

N/N

MUSC Pain in extremity/
left arm pain

2 12OCT2020 1/3 1 Yes NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1204 
12041133

3^ GENRL Chills/
Chills

2 13OCT2020 1/3 1 Yes NA R 
(15OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 13OCT2020 1/3 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1204 
12041136

3^ GENRL Injection site pain/
left arm soreness (vac#2 

injection site)

2 12OCT2020 1/2 1 Yes NA R 
(13OCT2020)

N/N

16-55/
C459100
1 1204 
12041138

3^ MUSC Arthralgia/
opposite shoulder pain 

intermittent

1 22SEP2020 2/2 1 No O NA R 
(23SEP2020)

N/N

Myalgia/
muscle pain - abdominal

1 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 12OCT2020 1/3 1 Yes NA R 
(14OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Muscle tenderness at injection 

site

2 12OCT2020 1/3 1 Yes NA/TC R 
(14OCT2020)

N/N

METAB Polydipsia/
Polydipsia

2 12OCT2020 1/4 2 Yes NA R 
(15OCT2020)

N/N

BLOOD Lymphadenopathy/
Swollen submandibular lymph 

nodes

2 13OCT2020 2/3 1 Yes NA R 
(15OCT2020)

N/N

GENRL Pyrexia/
Low grade fever, 99.0

2 13OCT2020 2/2 1 Yes NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1204 
12041139

3^ GENRL Injection site pain/
Pain left arm at injection site

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

GENRL Chills/
Chills

2 14OCT2020 2/2 1 Yes NA/TC R 
(15OCT2020)

N/N

Pyrexia/
Fever (100.4)

2 14OCT2020 2/2 1 Yes NA/TC R 
(15OCT2020)

N/N

16-55/
C459100
1 1204 
12041144

3^ GASTR Hypoaesthesia oral/
tongue numbness

1 24SEP2020 3/2 1 Yes NA R 
(25SEP2020)

N/N

GENRL Fatigue/
fatigue

1 24SEP2020 3/2 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1204 
12041145

3^ GENRL Chills/
chills

1 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Low grade fever 100.3 F

1 23SEP2020 1/2 1 Yes NA/TC R 
(24SEP2020)

N/N

MUSC Pain in extremity/
arm pain

1 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

GENRL Chills/
chills

2 14OCT2020 1/2 1 Yes NA R 
(15OCT2020)

N/N

Pyrexia/
Fever; max temp of 102 F

2 14OCT2020 1/3 2 Yes NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 1204 
12041147

3^ GENRL Injection site pain/
Muscle tenderness on injection 

site

1 23SEP2020 1/7 1 Yes NA R 
(29SEP2020)

N/N

16-55/
C459100
1 1204 
12041150

3^ GENRL Fatigue/
Fatigue

1 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

NERV Headache/
Headache

1 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1204 
12041153

3^ GENRL Chills/
Chills

1 30SEP2020 8/1 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1204 
12041154

3^† GENRL Fatigue/
tired

1 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100

3^ GENRL Fatigue/
fatigue

1 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1204 
12041155

NERV Headache/
headache

1 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1204 
12041167

3^ GENRL Injection site pain/
Muscle tenderness at injection 

site

1 25SEP2020 1/3 1 Yes NA R 
(27SEP2020)

N/N

GENRL Vaccination site pain/
left arm soreness (vac #2 

injection site)

2 16OCT2020 1/3 1 Yes NA R 
(18OCT2020)

N/N

GENRL Fatigue/
fatigue

2 17OCT2020 2/2 1 Yes NA R 
(18OCT2020)

N/N

16-55/
C459100
1 1204 
12041170

3^ MUSC Myalgia/
Muscle aches

1 26SEP2020 2/1 1 Yes NA R 
(26SEP2020)

N/N

GENRL Pyrexia/
Fever (100.4)

2 16OCT2020 1/2 1 Yes NA/TC R 
(17OCT2020)

N/N

MUSC Myalgia/
Muscle aches

2 16OCT2020 1/2 1 Yes NA/TC R 
(17OCT2020)

N/N

16-55/
C459100
1 1204 
12041176

3^† GENRL Pyrexia/
Subjective low grade fever

2 21OCT2020 3/1 1 Yes NA R 
(21OCT2020)

N/N

16-55/
C459100
1 1204 
12041178

3^ GENRL Fatigue/
Fatigue

1 29SEP2020 1/3 1 Yes NA R 
(01OCT2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1210

FDA-CBER-2021-5683-0127236



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
Fatigue

2 21OCT2020 1/3 1 Yes NA R 
(23OCT2020)

N/N

Injection site pain/
Muscle tenderness at injection 

site

2 21OCT2020 1/6 1 Yes NA R 
(26OCT2020)

N/N

GENRL Pyrexia/
Low grade fever, 100.6

2 22OCT2020 2/1 1 Yes NA/TC R 
(22OCT2020)

N/N

16-55/
C459100
1 1204 
12041182

3^† GENRL Chills/
chills

2 04NOV2020 7/2 1 Yes NA R 
(05NOV2020)

N/N

Malaise/
malaise

2 04NOV2020 7/2 1 Yes NA R 
(05NOV2020)

N/N

MUSC Myalgia/
Muscle aches

2 04NOV2020 7/2 1 Yes NA R 
(05NOV2020)

N/N

16-55/
C459100
1 1204 
12041184

3^ GENRL Injection site pain/
pain at injection site

1 02OCT2020 1/4 1 Yes NA R 
(05OCT2020)

N/N

16-55/
C459100
1 1204 
12041186

3^ METAB Dehydration/
dehydration

2 31OCT2020 9/2 3 No O NA R 
(01NOV2020)

N/N

NERV Syncope/
syncope

2 31OCT2020 9/2 3 No O NA R 
(01NOV2020)

N/N

16-55/
C459100
1 1204 
12041187

3^ GENRL Injection site pain/
pain at injection site

1 05OCT2020 1/4 1 Yes NA R 
(08OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1204 
12041188

3^† GENRL Pyrexia/
Low grade fever, 100.4

2 26OCT2020 1/2 1 Yes NA R 
(27OCT2020)

N/N

NERV Headache/
Headaches

2 26OCT2020 1/1 2 Yes NA/TC R 
(26OCT2020)

N/N

GENRL Injection site pain/
Muscle tenderness at injection 

site

2 27OCT2020 2/3 1 Yes NA R 
(29OCT2020)

N/N

MUSC Myalgia/
Muscle aches

2 27OCT2020 2/3 1 Yes NA R 
(29OCT2020)

N/N

16-55/
C459100
1 1204 
12041191

3^ RESP Dyspnoea/
mild shortness of breath

1 07OCT2020 2/1 2 Yes NA R 
(07OCT2020)

N/N

SKIN Pruritus/
itching left arm

1 07OCT2020 2/1 2 Yes NA R 
(07OCT2020)

N/N

Pruritus/
itching left leg

1 07OCT2020 2/1 2 Yes NA R 
(07OCT2020)

N/N

NERV Headache/
Headache

2 26OCT2020 1/2 2 Yes NA/TC R 
(27OCT2020)

N/N

GENRL Injection site pain/
Muscle tenderness at injection 

site

2 27OCT2020 2/2 1 Yes NA R 
(28OCT2020)

N/N

Pyrexia/
Low grade fever, 100.4

2 27OCT2020 2/2 1 Yes NA R 
(28OCT2020)

N/N

MUSC Myalgia/
Muscle aches

2 27OCT2020 2/2 1 Yes NA R 
(28OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

SKIN Rash/
Rash on the back of neck

2 27OCT2020 2/1 1 Yes NA R 
(27OCT2020)

N/N

16-55/
C459100
1 1204 
12041192

3^ GENRL Chills/
Chills

1 07OCT2020 2/2 1 Yes NA R 
(08OCT2020)

N/N

GASTR Diarrhoea/
Diarrhea

1 08OCT2020 3/4 1 Yes NA R 
(11OCT2020)

N/N

GENRL Pyrexia/
Fever

1 08OCT2020 3/2 2 Yes NA/TC R 
(09OCT2020)

N/N

16-55/
C459100
1 1204 
12041195

3^ NERV Headache/
Headache

1 09OCT2020 2/2 2 Yes NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1204 
12041203

3^ GENRL Fatigue/
Fatigue

1 09OCT2020 2/2 1 Yes NA R 
(10OCT2020)

N/N

Injection site pain/
Muscle tenderness at injection 

site

1 09OCT2020 2/2 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1204 
12041205

3^ GENRL Pyrexia/
Low grade fever, 100.2

2 30OCT2020 2/1 1 Yes NA/TC R 
(30OCT2020)

N/N

MUSC Myalgia/
Muscle aches

2 30OCT2020 2/2 1 Yes NA/TC R 
(31OCT2020)

N/N

16-55/
C459100

3^ GENRL Chills/
Chills

2 29OCT2020 1/2 1 Yes NA R 
(30OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1204 
12041209

Injection site pain/
Muscle tenderness at injection 

site

2 29OCT2020 1/2 1 Yes NA R 
(30OCT2020)

N/N

Malaise/
Malaise

2 29OCT2020 1/5 1 Yes NA R 
(02NOV2020)

N/N

MUSC Myalgia/
Muscle aches

2 29OCT2020 1/2 1 Yes NA R 
(30OCT2020)

N/N

16-55/
C459100
1 1219 
12191001

3^ GENRL Injection site reaction/
odd sensation posterior to 

injection site

1 25SEP2020 1/1 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1219 
12191003

3^ INFEC Urinary tract infection/
Urinary tract infection

1 02OCT2020 2/5 1 No O NA/TC R 
(06OCT2020)

N/N

16-55/
C459100
1 1219 
12191013

3^ NERV Headache/
Headache after hiking 22 miles

1 12OCT2020 5/1 1 No O NA/TC R 
(12OCT2020)

N/N

GENRL Injection site pain/
muscle soreness at injection site

2 27OCT2020 1/3 2 Yes NA R 
(29OCT2020)

N/N

GENRL Fatigue/
fatigue

2 28OCT2020 2/1 3 Yes NA R 
(28OCT2020)

N/N

MUSC Myalgia/
generalized muscle soreness

2 28OCT2020 2/2 1 Yes NA R 
(29OCT2020)

N/N

NERV Headache/
headache

2 28OCT2020 2/2 1 Yes NA R 
(29OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1219 
12191014

3^ GENRL Fatigue/
fatigue

2 28OCT2020 2/1 3 Yes NA R 
(28OCT2020)

N/N

MUSC Myalgia/
generalized muscle soreness

2 28OCT2020 2/2 1 Yes NA R 
(29OCT2020)

N/N

NERV Headache/
headache

2 28OCT2020 2/1 1 Yes NA R 
(28OCT2020)

N/N

16-55/
C459100
1 1219 
12191016

3^ GASTR Nausea/
Nausea

2 01NOV2020 5/1 1 Yes NA R 
(01NOV2020)

N/N

NERV Headache/
Headache, waxing and waning

2 01NOV2020 5/10 1 Yes NA R 
(10NOV2020)

N/N

16-55/
C459100
1 1223 
12231022

3^ MUSC Myalgia/
myalgias

2 21SEP2020 1/1 1 Yes NA R 
(21SEP2020)

N/N

16-55/
C459100
1 1223 
12231024

3^ RESP Throat irritation/
scratcy throat

2 28SEP2020 11/5 1 No O NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1223 
12231034

3^ PSYCH Abnormal dreams/
Vivid Dreams

1 29AUG2020 1/2 2 Yes NA R 
(30AUG2020)

N/N

GENRL Chills/
chills

2 22SEP2020 2/2 2 Yes NA/TC R 
(23SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
fever

2 22SEP2020 2/2 1 Yes NA/TC R 
(23SEP2020)

N/N

MUSC Myalgia/
myalgias

2 22SEP2020 2/2 1 Yes NA/TC R 
(23SEP2020)

N/N

NERV Headache/
Headache

2 22SEP2020 2/2 1 Yes NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1223 
12231050

3^ INFEC Herpes zoster/
Shingles

2 29SEP2020 8/17 1 No O NA/TC R 
(15OCT2020)

N/N

MUSC Arthralgia/
Knee pain

2 18OCT2020 27/15 1 No O NA/TC R 
(01NOV2020)

N/N

16-55/
C459100
1 1223 
12231057

3^ GENRL Fatigue/
Fatigue

2 22SEP2020 1/2 1 Yes NA/TC R 
(23SEP2020)

N/N

Pyrexia/
Fever

2 22SEP2020 1/2 1 Yes NA/TC R 
(23SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 22SEP2020 1/2 1 Yes NA/TC R 
(23SEP2020)

N/N

NERV Headache/
Headache

2 22SEP2020 1/2 1 Yes NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1223 
12231062

3^ INJ&P Post procedural swelling/
facelift swelling

2 13OCT2020 21/1 1 No O NA/TC R 
(13OCT2020)

N/N

Procedural pain/
pain from facelift

2 13OCT2020 21/13 2 No O NA R 
(25OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1223 
12231066

3^ GASTR Diarrhoea/
diarrhea

2 27SEP2020 7/1 1 Yes NA R 
(27SEP2020)

N/N

NERV Headache/
headache

2 27SEP2020 7/1 2 Yes NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1223 
12231073

3^ GASTR Nausea/
nausea

2 04OCT2020 13/2 2 No O NA R 
(05OCT2020)

N/N

NERV Dizziness/
Dizziness

2 04OCT2020 13/2 2 No O NA R 
(05OCT2020)

N/N

16-55/
C459100
1 1223 
12231077

3^ MUSC Arthralgia/
joint aches

2 25SEP2020 2/1 2 Yes NA/TC R 
(25SEP2020)

N/N

Myalgia/
muscle aches

2 25SEP2020 2/1 2 Yes NA/TC R 
(25SEP2020)

N/N

16-55/
C459100
1 1223 
12231090

3^ GENRL Peripheral swelling/
left arm swelling

2 24SEP2020 1/1 1 Yes NA R 
(24SEP2020)

N/Y

SKIN Erythema/
Left arm redness

2 24SEP2020 1/1 1 Yes NA R 
(24SEP2020)

N/Y

16-55/
C459100
1 1223 
12231094

3^ NERV Headache/
headache

2 25SEP2020 1/1 2 Yes NA/TC R 
(25SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

SKIN Hyperhidrosis/
sweats

1 25SEP2020 24/2 2 Yes NA R 
(26SEP2020)

N/N

16-55/
C459100
1 1223 
12231095

3^ MUSC Arthralgia/
right elbow pain

2 30SEP2020 6/2 2 No O NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1223 
12231112

3^ GENRL Fatigue/
fatigue

2 20OCT2020 23/3 1 Yes NA/TC R 
(22OCT2020)

N/N

16-55/
C459100
1 1223 
12231118

3^ GENRL Chills/
chills

2 29SEP2020 2/1 1 Yes NA R 
(29SEP2020)

N/N

MUSC Pain in extremity/
left arm soreness

2 29SEP2020 2/2 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1223 
12231137

3^ GENRL Fatigue/
fatigue

2 30SEP2020 1/3 1 Yes NA/TC R 
(02OCT2020)

N/N

MUSC Myalgia/
muscle pain

2 30SEP2020 1/3 1 Yes NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 1223 
12231145

3^ GASTR Diarrhoea/
Diarrhea

1 11SEP2020 3/1 2 No O NA R 
(11SEP2020)

N/N

NERV Tension headache/
tension headaches

2 14OCT2020 15/11 2 No O NA/TC R 
(24OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1223 
12231154

3^ GENRL Chills/
chills*

10SEP2020 1/1 1 Yes NA R 
(10SEP2020)

N/N

Fatigue/
fatigue

1 10SEP2020 1/2 2 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1223 
12231157

3^ MUSC Pain in extremity/
Exertional Left arm soreness

1 10SEP2020 1/4 3 Yes NA/TC R 
(13SEP2020)

N/N

NERV Headache/
Headache

1 10SEP2020 1/2 3 Yes NA/TC R 
(11SEP2020)

N/N

GENRL Fatigue/
fatigue

2 01OCT2020 1/2 1 Yes NA/TC R 
(02OCT2020)

N/N

Pyrexia/
mild fever

2 01OCT2020 1/2 1 Yes NA/TC R
(02OCT2020)

N/N

16-55/
C459100
1 1223 
12231160

3^ GENRL Fatigue/
fatigue

1 15SEP2020 2/3 1 Yes NA R 
(17SEP2020)

N/N

MUSC Pain in extremity/
arm pain

2 06OCT2020 2/2 2 Yes NA/TC R 
(07OCT2020)

N/N

GENRL Fatigue/
fatigue

2 07OCT2020 3/2 2 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1223 
12231161

3^ GENRL Pyrexia/
fever

2 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1223 
12231166

3^ METAB Gout/
exacerbation of gout in shoulder

1 04OCT2020 21/C 1 No O NA/TC N N/N

VASC Hypertensive urgency/
hypertensive urgency

2 28OCT2020 22/9 2 No O NA/TC R 
(05NOV2020)

Y/N

16-55/
C459100
1 1223 
12231175

3^ GENRL Pyrexia/
fever

2 06OCT2020 2/2 2 Yes NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1223 
12231184

3^ GENRL Chills/
chills

2 07OCT2020 1/2 2 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1223 
12231187

3^ GENRL Fatigue/
fatigue

2 10OCT2020 5/1 2 Yes NA R 
(10OCT2020)

N/N

NERV Headache/
headache

2 10OCT2020 5/1 2 Yes NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1223 
12231192

3^ GASTR Nausea/
nausea

1 19SEP2020 2/1 3 Yes NA/TCN R 
(19SEP2020)

N/N

16-55/
C459100
1 1223 
12231204

3^ GENRL Chills/
chills

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

Pain/
bodyaches

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
headache

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

RESP Oropharyngeal pain/
sore throat

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1223 
12231221

3^ GASTR Diarrhoea/
Diarrhea*

01OCT2020 1/1 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1223 
12231226

3^ MUSC Pain in extremity/
right arm soreness

1 07OCT2020 1/3 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1224 
12241010

3^ EYE Lacrimation increased/
Watery eyes

2 02SEP2020 2/C 1 No O NA N N/N

RESP Rhinorrhoea/
Runny Nose

2 02SEP2020 2/C 1 No O NA N N/N

16-55/
C459100
1 1224 
12241065

3^ GASTR Diarrhoea/
Diarrhea

1 24AUG2020 1/14 2 Yes NA R 
(06SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 24AUG2020 1/10 2 Yes NA R 
(02SEP2020)

N/N

Pyrexia/
Feverish Chills

1 24AUG2020 1/10 2 Yes NA R 
(02SEP2020)

N/N

INV Blood pressure increased/
Increased Blood Pressure

1 24AUG2020 1/18 2 Yes NA R 
(10SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Heart rate irregular/
Irregular Heart Rate

1 24AUG2020 1/18 2 Yes P/W R 
(10SEP2020)

N/N

16-55/
C459100
1 1224 
12241079

3^ GENRL Asthenia/
Weakness

1 27AUG2020 3/2 1 No O NA R 
(28AUG2020)

N/N

Fatigue/
Fatigue

1 27AUG2020 3/2 1 No O NA R 
(28AUG2020)

N/N

PSYCH Depression/
Depression

1 27AUG2020 3/2 1 No O NA R 
(28AUG2020)

N/N

16-55/
C459100
1 1224 
12241083

3^ CARD Cardiac disorder/
Left Atrial Abnormality

1 01SEP2020 7/C 1 No O NA N N/N

16-55/
C459100
1 1224 
12241118

3^ GENRL Chills/
Chills

2 22SEP2020 1/2 2 Yes NA R 
(23SEP2020)

N/N

Injection site pain/
Injection Site Pain

2 22SEP2020 1/2 2 Yes NA R 
(23SEP2020)

N/N

Pyrexia/
Fever (100.6)

2 22SEP2020 1/2 2 Yes NA R 
(23SEP2020)

N/N

NERV Headache/
Headache

2 22SEP2020 1/2 2 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1224 
12241119

3^ ENDO Thyroid cyst/
Thyroid Nodule/Cyst

2 20OCT2020 29/C 2 No O NA/TC/TCN N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1224 
12241121

3^ GENRL Feeling abnormal/
Brain Fog

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

Pyrexia/
Fever

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

MUSC Myalgia/
Muscle Aches

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

NERV Headache/
Headache

2 30SEP2020 2/2 2 Yes NA R 
(01OCT2020)

N/N

Lethargy/
Lethargy

2 30SEP2020 2/2 2 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1224 
12241126

3^ GASTR Dry mouth/
Dry Mouth

1 02SEP2020 1/1 2 Yes NA R 
(02SEP2020)

N/Y

GASTR Dry mouth/
Dry Mouth

2 23SEP2020 1/1 2 Yes NA R 
(23SEP2020)

N/Y

16-55/
C459100
1 1224 
12241131

3^ GENRL Pyrexia/
Low Grade Fever

1 08SEP2020 6/1 1 Yes NA R 
(08SEP2020)

N/N

GENRL Pyrexia/
Low Grade Fever

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

MUSC Myalgia/
Achy Muscles

2 24SEP2020 2/2 2 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100

3^ GENRL Fatigue/
Exhaustion

1 07SEP2020 4/4 2 Yes NA R 
(10SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1224 
12241135

16-55/
C459100
1 1224 
12241138

3^ RESP Sinus congestion/
Sinus Congestion

1 18SEP2020 15/7 1 No O NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1226 
12261014

3^ NERV Tremor/
Tremors

1 06AUG2020 2/2 2 Yes NA/TC R 
(07AUG2020)

N/N

16-55/
C459100
1 1226 
12261027

3^ RESP Cough/
Dry cough

1 14AUG2020 9/28 1 No O NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1226 
12261030

3^ NERV Headache/
Headache

2 28AUG2020 4/1 1 Yes NA R 
(28AUG2020)

N/N

16-55/
C459100
1 1226 
12261037

3^ GENRL Fatigue/
Fatigue

1 18AUG2020 12/2 1 No O NA R 
(19AUG2020)

N/N

MUSC Myalgia/
Muscular pain

2 28AUG2020 3/2 1 Yes NA R 
(29AUG2020)

N/N

MUSC Myalgia/
Muscular pain

2 30AUG2020 5/1 1 Yes NA R 
(30AUG2020)

N/N

16-55/
C459100

3^ MUSC Back pain/
Backache

2 29SEP2020 35/C 1 No O NA/TC RG N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12261044

16-55/
C459100
1 1226 
12261045

3^ MUSC Back pain/
Backache

2 11SEP2020 17/9 2 No O NA/TC R 
(19SEP2020)

N/N

16-55/
C459100
1 1226 
12261049

3^ GENRL Pyrexia/
fever (38 C)

2 04SEP2020 1/2 1 Yes NA R 
(05SEP2020)

N/N

NERV Headache/
Headache

2 04SEP2020 1/2 1 Yes NA R 
(05SEP2020)

N/N

16-55/
C459100
1 1226 
12261067

3^ GENRL Injection site pain/
PAIN AT INJECTION SITE

2 02SEP2020 2/1 1 Yes NA R 
(02SEP2020)

N/N

RENAL Nephrolithiasis/
Worsening of nephrolithiasis

2 09NOV2020 70/3 3 No O NA/TC R 
(11NOV2020)

Y/N

16-55/
C459100
1 1226 
12261072

3^ MUSC Myalgia/
Muscle pain (shoulders and neck, 

on the right body side)

1 18AUG2020 8/C 2 Yes P/TC RG N/N

16-55/
C459100
1 1226 
12261073

3^ INFEC Rhinitis/
Coryza

1 03SEP2020 24/2 1 Yes NA R 
(04SEP2020)

N/N

RESP Nasal congestion/
Nasal congestion

2 04SEP2020 1/1 1 Yes NA R 
(04SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12261074

3^ EYE Blepharitis/
blepharitis

2 28SEP2020 25/3 1 No O NA/TC R 
(30SEP2020)

N/N

16-55/
C459100
1 1226 
12261076

3^ INFEC Urinary tract infection/
Urinary tract infection

1 18AUG2020 8/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1226 
12261082

3^ GASTR Nausea/
nausea

1 19AUG2020 9/1 1 No O NA/TC R 
(19AUG2020)

N/N

MUSC Torticollis/
torticollis

1 24AUG2020 14/1 1 No O NA/TC R 
(24AUG2020)

N/N

16-55/
C459100
1 1226 
12261085

3^ GASTR Diarrhoea/
diarrhea

2 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/N

GENRL Fatigue/
fatigue

2 01SEP2020 1/2 2 Yes NA R 
(02SEP2020)

N/N

Injection site pain/
Pain at injection site

2 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/N

MUSC Arthralgia/
arthralgia

2 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/N

16-55/
C459100
1 1226 
12261088

3^ GASTR Angular cheilitis/
Angular cheilitis

1 20AUG2020 10/C 1 No O NA/TC RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12261104

3^ GENRL Fatigue/
Fatigue

2 04SEP2020 1/2 1 Yes NA R 
(05SEP2020)

N/N

NERV Headache/
Headache

2 04SEP2020 1/2 1 Yes NA R 
(05SEP2020)

N/N

16-55/
C459100
1 1226 
12261106

3^ NERV Headache/
Headache

1 21AUG2020 11/1 1 No O NA/TC R 
(21AUG2020)

N/N

REPRO Dysmenorrhoea/
Menstrual cramps

1 22AUG2020 12/1 1 No O NA/TC R 
(22AUG2020)

N/N

GENRL Fatigue/
fatigue

2 02SEP2020 2/3 3 Yes NA R 
(04SEP2020)

N/N

MUSC Arthralgia/
joint pain

2 02SEP2020 2/2 3 Yes NA R 
(03SEP2020)

N/N

Myalgia/
muscle pain

2 02SEP2020 2/2 3 Yes NA R 
(03SEP2020)

N/N

NERV Headache/
headache

2 02SEP2020 2/3 3 Yes NA R 
(04SEP2020)

N/N

16-55/
C459100
1 1226 
12261118

3^ MUSC Back pain/
back pain

2 16SEP2020 14/2 1 No O NA/TC R 
(17SEP2020)

N/N

Neck pain/
neck pain

2 16SEP2020 14/2 1 No O NA/TC R 
(17SEP2020)

N/N

16-55/
C459100

3^ MUSC Pain in extremity/
Pain in legs

1 19AUG2020 8/C 2 No O NA/TC RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12261124

16-55/
C459100
1 1226 
12261126

3^ MUSC Back pain/
acute low back pain

1 20AUG2020 9/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1226 
12261137

3^ INJ&P Fall/
Bicycle fall

2 20SEP2020 18/1 3 No O NA/TCN R 
(20SEP2020)

N/N

Forearm fracture/
Right forearm fracture

2 20SEP2020 18/10 3 No O NA/TC/TCN R 
(29SEP2020)

Y/N

16-55/
C459100
1 1226 
12261139

3^ GASTR Dental caries/
Dental cavity

1 21AUG2020 10/6 1 No O NA/TCN R 
(26AUG2020)

N/N

INFEC Gingivitis/
gingivitis

1 21AUG2020 10/8 1 No O NA/TC R 
(28AUG2020)

N/N

16-55/
C459100
1 1226 
12261144

3^ NERV Headache/
Headache

1 27AUG2020 16/1 1 No O NA R 
(27AUG2020)

N/N

NERV Headache/
Headache

2 09SEP2020 2/3 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1226 
12261159

3^ PSYCH Anxiety disorder/
Anxiety disorder

1 14AUG2020 2/C 2 No O NA/TC RG N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1228

FDA-CBER-2021-5683-0127254



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12261161

3^ MUSC Back pain/
Left back pain

2 12OCT2020 40/3 1 No O NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1226 
12261164

3^ BLOOD Lymph node pain/
sore left axillary lymph node

2 07SEP2020 5/15 1 Yes NA R 
(21SEP2020)

N/N

MUSC Back pain/
back pain on the left

2 07SEP2020 5/5 1 Yes NA R 
(11SEP2020)

N/N

Pain in extremity/
left arm pain

2 07SEP2020 5/5 1 Yes NA/TC R 
(11SEP2020)

N/N

16-55/
C459100
1 1226 
12261168

3^ GENRL Injection site erythema/
Redness at injection site

2 18SEP2020 16/1 1 No O NA R 
(18SEP2020)

N/N

Injection site pain/
Pain at injection site

2 18SEP2020 16/1 1 No O NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1226 
12261174

3^ INFEC Herpes zoster cutaneous 
disseminated/

multidermatomal herpes zoster

2 25OCT2020 53/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1226 
12261178

3^ GASTR Abdominal pain/
abdominal colic

2 30OCT2020 57/1 1 No O NA R 
(30OCT2020)

N/N

16-55/
C459100
1 1226 
12261189

3^ INFEC Rhinitis/
coryza

2 26OCT2020 53/6 1 No O NA/TC R 
(31OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

RESP Nasal congestion/
nasal congestion

2 26OCT2020 53/6 1 No O NA/TC R 
(31OCT2020)

N/N

16-55/
C459100
1 1226 
12261190

3^ BLOOD Lymphadenopathy/
left axillary lymph node 

enlargement

2 06SEP2020 3/C 1 Yes NA RG N/N

16-55/
C459100
1 1226 
12261203

3^ PSYCH Panic reaction/
Panic syndrome

1 22AUG2020 9/1 3 No O NA/TC R 
(22AUG2020)

N/N

METAB Glucose tolerance impaired/
prediabetes

2 10SEP2020 7/C 1 No O NA/TC RG N/N

MUSC Arthralgia/
left knee arthralgia

2 29SEP2020 26/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1226 
12261208

3^ GASTR Abdominal pain/
Abdominal pain

2 12SEP2020 5/2 2 Yes NA/TC R 
(13SEP2020)

N/N

Nausea/
Nausea

2 12SEP2020 5/2 2 Yes NA/TC R 
(13SEP2020)

N/N

GASTR Abdominal pain/
Abdominal pain (intermittent)

2 12OCT2020 35/C 2 No O NA/TC RG N/N

Nausea/
Nausea (intermittent)

2 12OCT2020 35/27 2 No O NA/TC R 
(07NOV2020)

N/N

16-55/
C459100
1 1226 
12261214

3^ INFEC Ear infection/
otitis on the left

2 12SEP2020 5/5 1 No O NA/TC R 
(16SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12261217

3^ GENRL Pyrexia/
Fever 38 C

2 11SEP2020 4/1 1 Yes NA/TC R 
(11SEP2020)

N/N

16-55/
C459100
1 1226 
12261240

3^ NERV Headache/
headache

2 09NOV2020 62/C 1 No O NA RG N/N

16-55/
C459100
1 1226 
12261249

3^ GENRL Injection site pain/
Pain at injection site

1 27AUG2020 1/2 1 Yes NA R 
(28AUG2020)

N/N

GENRL Chills/
Chills

2 15SEP2020 1/3 2 Yes NA R 
(17SEP2020)

N/N

Injection site pain/
pain at injection site

2 15SEP2020 1/C 2 Yes NA RG N/N

MUSC Myalgia/
muscle pain

2 15SEP2020 1/C 2 Yes NA/TC RG N/N

16-55/
C459100
1 1226 
12261254

3^ GASTR Diarrhoea/
diarrhea

2 09SEP2020 1/1 1 Yes NA R 
(09SEP2020)

N/N

GASTR Abdominal pain/
abdominal pain

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

GASTR Abdominal pain/
abdominal colic

2 16OCT2020 38/C 1 No O NA RG N/N

16-55/
C459100

3^ GENRL Fatigue/
fatigue

2 10SEP2020 2/2 2 Yes NA/TC R 
(11SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12261264

Pyrexia/
FEVER (38,8 C)

2 10SEP2020 2/2 2 Yes NA/TC R 
(11SEP2020)

N/N

MUSC Myalgia/
muscle pain

2 10SEP2020 2/2 2 Yes NA/TC R 
(11SEP2020)

N/N

16-55/
C459100
1 1226 
12261273

3^ GENRL Pain/
body pain

1 20AUG2020 2/2 2 Yes NA R 
(21AUG2020)

N/N

GENRL Fatigue/
Fatigue

2 10SEP2020 1/3 2 Yes NA/TC R 
(12SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 10SEP2020 1/3 2 Yes NA/TC R 
(12SEP2020)

N/N

16-55/
C459100
1 1226 
12261274

3^ GENRL Injection site pain/
Pain on injection site

1 20AUG2020 2/2 1 Yes NA R 
(21AUG2020)

N/N

16-55/
C459100
1 1226 
12261275

3^ GENRL Injection site pain/
Pain at injection site

1 20AUG2020 2/2 1 Yes NA R 
(21AUG2020)

N/N

GENRL Pyrexia/
Fever

2 11SEP2020 2/1 2 Yes NA/TC R 
(11SEP2020)

N/N

MUSC Myalgia/
Muscle pain

2 11SEP2020 2/1 2 Yes NA/TC R 
(11SEP2020)

N/N

16-55/
C459100

3^ GENRL Pyrexia/
Fever (38 C)

1 19AUG2020 1/1 1 Yes NA/TC R 
(19AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12261276

GENRL Injection site pain/
pain at injection site

1 20AUG2020 2/2 2 Yes NA R 
(21AUG2020)

N/N

NERV Headache/
headache

1 20AUG2020 2/2 1 Yes NA/TC R 
(21AUG2020)

N/N

SKIN Pruritus/
Diffuse itching

2 13SEP2020 3/7 1 Yes NA/TC R 
(19SEP2020)

N/N

16-55/
C459100
1 1226 
12261280

3^ GENRL Injection site pain/
pain at injection site

1 19AUG2020 1/2 1 Yes NA/TC R 
(20AUG2020)

N/N

NERV Headache/
headache

1 19AUG2020 1/2 1 Yes NA/TC R 
(20AUG2020)

N/N

GENRL Injection site pain/
pain at injection site

2 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

NERV Headache/
headache

2 10SEP2020 1/2 1 Yes NA/TC R 
(11SEP2020)

N/N

16-55/
C459100
1 1226 
12261282

3^ INFEC Appendicitis/
Appendicitis

2 01OCT2020 22/3 3 No O NA/TC/TCN R 
(03OCT2020)

Y/N

16-55/
C459100
1 1226 
12261285

3^ INFEC Sinusitis bacterial/
Bacterial sinusitis

2 20SEP2020 11/7 2 No O NA/TC R 
(26SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
pain at injection site

1 20AUG2020 2/3 2 Yes NA R 
(22AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12261292

GENRL Injection site pain/
pain at injection site

2 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1226 
12261300

3^ RENAL Renal colic/
Renal colic

1 29AUG2020 10/2 4 No O NA/TC/TCN R 
(30AUG2020)

Y/N

INFEC Conjunctivitis/
Conjunctivitis

1 01SEP2020 13/7 1 No O NA/TC R 
(07SEP2020)

N/N

16-55/
C459100
1 1226 
12261301

3^ GENRL Injection site pain/
Pain at injection site

1 21AUG2020 2/2 1 Yes NA R 
(22AUG2020)

N/N

MUSC Arthralgia/
Joint pain

2 14SEP2020 1/2 2 Yes NA R 
(15SEP2020)

N/N

Myalgia/
Muscle pain

2 14SEP2020 1/2 2 Yes NA R 
(15SEP2020)

N/N

NERV Headache/
Headache

2 14SEP2020 1/2 3 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1226 
12261303

3^ GENRL Injection site pain/
pain at the injection site

1 21AUG2020 2/3 1 Yes NA R 
(23AUG2020)

N/N

16-55/
C459100
1 1226 
12261307

3^ GENRL Injection site pain/
Pain at injection site

1 21AUG2020 2/3 2 Yes NA R 
(23AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
fever

1 21AUG2020 2/1 2 Yes NA/TC R 
(21AUG2020)

N/N

MUSC Myalgia/
myalgia

1 21AUG2020 2/1 2 Yes NA/TC R 
(21AUG2020)

N/N

NERV Headache/
headache

1 21AUG2020 2/2 2 Yes NA/TC R 
(22AUG2020)

N/N

16-55/
C459100
1 1226 
12261308

3^ NERV Headache/
Headache

2 24SEP2020 14/2 1 No O NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1226 
12261312

3^ MUSC Myalgia/
Myalgia

1 21AUG2020 2/1 1 Yes NA R 
(21AUG2020)

N/N

16-55/
C459100
1 1226 
12261314

3^ GENRL Injection site pain/
pain at the injection site

1 20AUG2020 1/3 1 Yes NA R 
(22AUG2020)

N/N

GENRL Injection site pain/
pain at injection site

2 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

MUSC Arthralgia/
arthralgia

2 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1226 
12261323

3^ GENRL Injection site pain/
pain at injection site

1 21AUG2020 2/2 1 Yes NA R 
(22AUG2020)

N/N

16-55/
C459100

3^ MUSC Arthralgia/
Joint pain

1 20AUG2020 1/9 3 Yes NA/TC R 
(28AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12261328

16-55/
C459100
1 1226 
12261330

3^ NERV Headache/
headache

2 12SEP2020 1/1 2 Yes NA/TC R 
(12SEP2020)

N/N

16-55/
C459100
1 1226 
12261331

3^ RESP Oropharyngeal pain/
sore throat

2 12OCT2020 22/1 1 No O NA R 
(12OCT2020)

N/N

16-55/
C459100
1 1226 
12261332

3^ GENRL Injection site oedema/
edema at injection site

2 21SEP2020 1/C 2 Yes NA RG N/N

MUSC Myalgia/
muscle pain

2 21SEP2020 1/2 2 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1226 
12261337

3^ MUSC Myalgia/
muscle pain

2 10SEP2020 2/C 2 Yes NA/TC RG N/N

NERV Headache/
headache

2 10SEP2020 2/C 2 Yes NA/TC RG N/N

16-55/
C459100
1 1226 
12261338

3^ GENRL Injection site pain/
Pain at injecton site

1 22AUG2020 2/2 1 Yes NA/TC R 
(23AUG2020)

N/N

Pain/
Body pain

1 22AUG2020 2/2 1 Yes NA/TC R 
(23AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever

1 22AUG2020 2/2 1 Yes NA/TC R 
(23AUG2020)

N/N

GENRL Injection site pain/
Pain at injection site

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

GENRL Chills/
chills

2 10SEP2020 2/1 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1226 
12261341

3^ MUSC Myalgia/
myalgia

2 22SEP2020 2/1 2 Yes NA/TC R 
(22SEP2020)

N/N

16-55/
C459100
1 1226 
12261347

3^ MUSC Myalgia/
Muscle pain

2 11SEP2020 2/3 2 Yes NA/TC R 
(13SEP2020)

N/N

MUSC Back pain/
Left back pain

2 19SEP2020 10/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1226 
12261348

3^ GENRL Injection site pain/
pain at injection site

1 21AUG2020 1/3 1 Yes NA R 
(23AUG2020)

N/N

GENRL Pyrexia/
Fever (38,8 C)

2 12SEP2020 2/3 2 Yes NA/TC R 
(14SEP2020)

N/N

MUSC Myalgia/
Muscle pain

2 12SEP2020 2/3 2 Yes NA/TC R 
(14SEP2020)

N/N

16-55/
C459100
1 1226 
12261351

3^ GENRL Injection site pain/
Pain at injection site

1 21AUG2020 1/3 2 Yes NA/TC R 
(23AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
Pain at injection site

2 10SEP2020 1/5 2 Yes NA/TC R 
(14SEP2020)

N/N

GENRL Fatigue/
fatigue

2 11SEP2020 2/4 2 Yes NA/TC R 
(14SEP2020)

N/N

MUSC Myalgia/
muscle pain

2 11SEP2020 2/4 2 Yes NA/TC R 
(14SEP2020)

N/N

16-55/
C459100
1 1226 
12261352

3^ GENRL Injection site pain/
Pain at injection site

1 22AUG2020 2/1 2 Yes NA/TC R 
(22AUG2020)

N/N

NERV Headache/
Headache

1 22AUG2020 2/1 2 Yes NA/TC R 
(22AUG2020)

N/N

16-55/
C459100
1 1226 
12261355

3^ GENRL Pyrexia/
Fever (38.7 C)

2 12SEP2020 2/1 2 Yes NA/TC R 
(12SEP2020)

N/N

MUSC Myalgia/
Muscle pain

2 12SEP2020 2/1 2 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1226 
12261358

3^ GENRL Injection site pain/
pain at injection site

2 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

GENRL Pyrexia/
fever (37.9C)

2 12SEP2020 2/1 1 Yes NA/TC R 
(12SEP2020)

N/N

16-55/
C459100
1 1226 
12261361

3^ GENRL Application site reaction/
hyperemia at the application site

1 22AUG2020 2/2 1 Yes NA R 
(23AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Pain at injection site

1 22AUG2020 2/2 1 Yes NA R 
(23AUG2020)

N/N

GENRL Injection site erythema/
Erythema at injection site

2 12SEP2020 2/3 1 Yes NA R 
(14SEP2020)

N/N

Injection site pain/
Pain at the injection site

2 12SEP2020 2/3 1 Yes NA R 
(14SEP2020)

N/N

16-55/
C459100
1 1226 
12261362

3^ GENRL Pain/
Body pain

2 11SEP2020 1/2 1 Yes NA/TC R 
(12SEP2020)

N/N

16-55/
C459100
1 1226 
12261364

3^ MUSC Myalgia/
Muscle pain

2 09SEP2020 1/2 2 Yes NA/TC R 
(10SEP2020)

N/N

NERV Headache/
Headache

2 09SEP2020 1/2 2 Yes NA/TC R 
(10SEP2020)

N/N

16-55/
C459100
1 1226 
12261365

3^ GENRL Injection site pain/
pain at the injection site

1 21AUG2020 1/3 1 Yes NA R 
(23AUG2020)

N/N

GENRL Pyrexia/
fever (38.3C)

2 11SEP2020 1/2 1 Yes NA/TC R 
(12SEP2020)

N/N

16-55/
C459100
1 1226 
12261375

3^ GENRL Injection site pain/
Pain at injection site

1 24AUG2020 1/1 2 Yes NA R 
(24AUG2020)

N/N

16-55/
C459100

3^ GENRL Chills/
chills

1 25AUG2020 2/2 2 Yes NA R 
(26AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12261379

Pyrexia/
Fever (38,7 C)

1 25AUG2020 2/2 2 Yes NA/TC R 
(26AUG2020)

N/N

MUSC Myalgia/
muscle pain

1 25AUG2020 2/2 2 Yes NA R 
(26AUG2020)

N/N

16-55/
C459100
1 1226 
12261382

3^ GENRL Fatigue/
Tiredness

1 25AUG2020 2/3 2 Yes NA/TC R 
(27AUG2020)

N/N

Injection site pain/
Pain at injection site

1 25AUG2020 2/3 2 Yes NA/TC R 
(27AUG2020)

N/N

Pyrexia/
Fever

1 25AUG2020 2/3 2 Yes NA/TC R 
(27AUG2020)

N/N

GENRL Malaise/
Malaise

1 15SEP2020 23/2 2 Yes NA R 
(16SEP2020)

N/N

GENRL Pain/
Body pain

2 17SEP2020 1/2 2 Yes NA R 
(18SEP2020)

N/N

Pyrexia/
Fever

2 17SEP2020 1/2 2 Yes NA R
(18SEP2020)

N/N

16-55/
C459100
1 1226 
12261387

3^ GENRL Injection site pain/
Pain at injection site

1 25AUG2020 2/2 1 Yes NA R 
(26AUG2020)

N/N

GENRL Chills/
chills

2 14SEP2020 1/3 1 Yes NA R 
(16SEP2020)

N/N

Injection site pain/
Pain at injection site

2 14SEP2020 1/3 1 Yes NA R 
(16SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Muscle pain

2 14SEP2020 1/3 1 Yes NA/TC R 
(16SEP2020)

N/N

16-55/
C459100
1 1226 
12261390

3^ MUSC Back pain/
Backache

1 30AUG2020 7/3 2 No O NA/TC R 
(01SEP2020)

N/N

GASTR Nausea/
Nausea

2 15SEP2020 1/19 1 Yes NA R 
(03OCT2020)

N/N

GENRL Pyrexia/
Fever (38 C)

2 15SEP2020 1/3 1 Yes NA R 
(17SEP2020)

N/N

GENRL Malaise/
Malaise

2 16SEP2020 2/28 2 Yes NA R 
(13OCT2020)

N/N

GASTR Diarrhoea/
Diarrhea intermittent

2 18SEP2020 4/C 1 Yes NA/TC RG N/N

GENRL Fatigue/
Fatigue

2 18SEP2020 4/26 2 Yes NA R 
(13OCT2020)

N/N

METAB Decreased appetite/
Inapetence

2 18SEP2020 4/26 2 Yes NA R 
(13OCT2020)

N/N

16-55/
C459100
1 1226 
12261391

3^ MUSC Torticollis/
torticollis

1 13SEP2020 21/5 2 No O NA/TC R 
(17SEP2020)

N/N

16-55/
C459100
1 1226 
12261392

3^ GENRL Injection site pain/
Pain at injection site

1 24AUG2020 1/3 2 Yes NA R 
(26AUG2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
Pain at injection site

1 25AUG2020 2/4 1 Yes NA R 
(28AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12261395

MUSC Pain in extremity/
Right arm pain

2 14OCT2020 31/1 1 No O NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1226 
12261396

3^ GENRL Fatigue/
Fatigue

2 15SEP2020 2/1 2 Yes NA R 
(15SEP2020)

N/N

NERV Headache/
Headache

2 15SEP2020 2/1 2 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1226 
12261399

3^ GENRL Injection site pain/
Pain at injection site

1 26AUG2020 2/2 2 Yes NA R 
(27AUG2020)

N/N

16-55/
C459100
1 1226 
12261404

3^ GENRL Chills/
chills

2 14SEP2020 1/2 1 Yes NA/TC R 
(15SEP2020)

N/N

Pyrexia/
fever

2 14SEP2020 1/2 1 Yes NA/TC RS 
(15SEP2020)

N/N

16-55/
C459100
1 1226 
12261408

3^ GENRL Injection site pain/
Pain at injection site

1 25AUG2020 1/3 2 Yes NA R 
(27AUG2020)

N/N

16-55/
C459100
1 1226 
12261409

3^ MUSC Myalgia/
Myalgia

1 31AUG2020 7/3 2 Yes NA/TC R 
(02SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

1 31AUG2020 7/3 2 Yes NA/TC R 
(02SEP2020)

N/N

SKIN Rash pruritic/
Pruritic Papular eruption

1 08SEP2020 15/20 1 No O NA/TC R 
(27SEP2020)

N/N

16-55/
C459100
1 1226 
12261411

3^ GASTR Vomiting/
Vomit

2 15SEP2020 1/6 1 Yes NA R 
(20SEP2020)

N/N

INFEC Cystitis/
cystitis

2 20SEP2020 6/6 2 No O NA/TC R 
(25SEP2020)

N/N

16-55/
C459100
1 1226 
12261413

3^ GENRL Injection site pain/
Pain at injection site

1 25AUG2020 1/2 2 Yes NA R 
(26AUG2020)

N/N

GENRL Pyrexia/
Fever (39 C)

2 15SEP2020 1/2 3 Yes NA/TC R 
(16SEP2020)

N/N

MUSC Myalgia/
muscle pain

2 15SEP2020 1/2 2 Yes NA R 
(16SEP2020)

N/N

NERV Headache/
headache

2 15SEP2020 1/2 2 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1226 
12261416

3^ MUSC Back pain/
backache

2 27SEP2020 13/4 3 No O NA/TC R 
(30SEP2020)

N/N

16-55/
C459100
1 1226 
12261417

3^ GENRL Injection site pain/
Pain at injection site

1 26AUG2020 2/2 1 Yes NA/TC R 
(27AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

BLOOD Lymphadenopathy/
left axillary lymphadenomegaly

2 16SEP2020 2/5 2 Yes NA/TC R 
(20SEP2020)

N/N

GENRL Injection site pain/
Pain at injection site

2 16SEP2020 2/5 2 Yes NA/TC R 
(20SEP2020)

N/N

MUSC Myalgia/
Muscle pain

2 17SEP2020 3/2 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1226 
12261421

3^ GENRL Pyrexia/
Fever (38,3 C)

1 26AUG2020 1/1 1 Yes NA/TC R 
(26AUG2020)

N/N

16-55/
C459100
1 1226 
12261425

3^ GENRL Chills/
Chills

1 27AUG2020 2/2 2 Yes NA R 
(28AUG2020)

N/N

NERV Headache/
Headache

1 28AUG2020 3/7 2 Yes NA/TC R 
(03SEP2020)

N/N

16-55/
C459100
1 1226 
12261426

3^ GENRL Injection site pain/
Pain at injection site

1 27AUG2020 2/1 2 Yes NA/TC R 
(27AUG2020)

N/N

16-55/
C459100
1 1226 
12261428

3^ METAB Vitamin D deficiency/
Hypovitaminosis D

1 27AUG2020 2/C 1 No O NA/TC RG N/N

NERV Headache/
Headache

1 27AUG2020 2/1 1 Yes NA/TC R 
(27AUG2020)

N/N

16-55/
C459100

3^ NERV Headache/
Headache

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12261429

16-55/
C459100
1 1226 
12261430

3^ GENRL Injection site pain/
Pain at injection site

1 26AUG2020 1/2 1 Yes NA/TC R 
(27AUG2020)

N/N

NERV Headache/
Headache

1 26AUG2020 1/2 1 Yes NA/TC R 
(27AUG2020)

N/N

GENRL Injection site pain/
Pain at the site of injection

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

NERV Headache/
Headache

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1226 
12261432

3^ GASTR Diarrhoea/
Diarrhea

1 29AUG2020 4/1 1 Yes NA R 
(29AUG2020)

N/N

GASTR Diarrhoea/
Diarrhea

1 31AUG2020 6/1 1 Yes NA R 
(31AUG2020)

N/N

16-55/
C459100
1 1226 
12261433

3^ MUSC Torticollis/
torticollis

2 02OCT2020 14/20 1 No O NA/TC R 
(21OCT2020)

N/N

16-55/
C459100
1 1226 
12261436

3^ MUSC Myalgia/
Myalgia

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100

3^ GENRL Pyrexia/
Fever (38 C)

1 27AUG2020 2/1 1 Yes NA/TC R 
(27AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12261439

Vaccination site pain/
Pain at vaccination site

1 27AUG2020 2/1 2 Yes NA/TC R 
(27AUG2020)

N/N

16-55/
C459100
1 1226 
12261442

3^ MUSC Myalgia/
muscle pain

1 27AUG2020 2/1 1 Yes NA R 
(27AUG2020)

N/N

GENRL Pain/
Body pain

2 15SEP2020 2/4 1 Yes NA R 
(18SEP2020)

N/N

Pyrexia/
Fever 38.5 C

2 15SEP2020 2/4 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1226 
12261444

3^ GENRL Pyrexia/
Fever 38.5 C

2 17SEP2020 2/1 1 Yes NA/TC R 
(17SEP2020)

N/N

16-55/
C459100
1 1226 
12261448

3^ GENRL Injection site pain/
Pain at the injection site

2 19SEP2020 1/3 1 Yes NA R 
(21SEP2020)

N/N

16-55/
C459100
1 1226 
12261449

3^ GENRL Fatigue/
Fatigue

1 28AUG2020 2/2 1 Yes NA R 
(29AUG2020)

N/N

16-55/
C459100
1 1226 
12261451

3^ GENRL Chills/
Chills

2 19SEP2020 1/2 1 Yes NA/TC R 
(20SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

2 19SEP2020 1/2 1 Yes NA/TC R 
(20SEP2020)

N/N

16-55/
C459100
1 1226 
12261454

3^ GENRL Fatigue/
fatigue

2 19SEP2020 1/2 1 Yes NA/TC R 
(20SEP2020)

N/N

MUSC Myalgia/
Muscle pain

2 19SEP2020 1/2 1 Yes NA/TC R 
(20SEP2020)

N/N

INFEC Pilonidal cyst/
Pilonidal cyst

2 01OCT2020 13/16 2 No O NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 1226 
12261456

3^ MUSC Myalgia/
Muscle pain

2 20SEP2020 2/1 2 Yes NA/TC R 
(20SEP2020)

N/N

16-55/
C459100
1 1226 
12261457

3^ GENRL Injection site pain/
Pain at injection site

1 28AUG2020 2/2 1 Yes NA R 
(29AUG2020)

N/N

16-55/
C459100
1 1226 
12261463

3^ RESP Oropharyngeal discomfort/
throat discomfort

2 22OCT2020 34/1 1 No O NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1226 
12261466

3^ GENRL Fatigue/
Fatigue

2 23SEP2020 3/C 2 Yes NA RG N/N

NERV Somnolence/
Somnolence

2 23SEP2020 3/C 2 Yes NA RG N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12261470

3^ GASTR Diarrhoea/
diarrhea

1 27AUG2020 1/2 1 Yes NA R 
(28AUG2020)

N/N

GENRL Fatigue/
Fatigue

1 28AUG2020 2/7 2 Yes NA/TC R 
(03SEP2020)

N/N

NERV Headache/
headache

1 28AUG2020 2/1 1 Yes NA R 
(28AUG2020)

N/N

MUSC Myalgia/
Muscle pain

1 02SEP2020 7/2 3 Yes NA/TC R 
(03SEP2020)

N/N

16-55/
C459100
1 1226 
12261471

3^ GENRL Injection site pain/
Pain at injection site

1 28AUG2020 2/3 1 Yes NA R 
(30AUG2020)

N/N

Pyrexia/
Fever

1 28AUG2020 2/2 1 Yes NA R 
(29AUG2020)

N/N

GENRL Injection site pain/
pain at injection site

2 19SEP2020 1/2 1 Yes NA/TC R 
(20SEP2020)

N/N

Pyrexia/
fever

2 19SEP2020 1/2 1 Yes NA/TC R 
(20SEP2020)

N/N

NERV Headache/
headache

2 19SEP2020 1/2 1 Yes NA/TC R 
(20SEP2020)

N/N

16-55/
C459100
1 1226 
12261475

3^ GENRL Fatigue/
fatigue

2 19SEP2020 1/1 1 Yes NA R 
(19SEP2020)

N/N

NERV Headache/
headache

2 19SEP2020 1/1 1 Yes NA R 
(19SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12261480

3^ GENRL Pyrexia/
fever 37.9 C

2 19SEP2020 1/1 1 Yes NA/TC R 
(19SEP2020)

N/N

16-55/
C459100
1 1226 
12261482

3^ GENRL Fatigue/
fatigue

1 28AUG2020 2/3 2 Yes NA/TC R 
(30AUG2020)

N/N

NERV Headache/
headache

1 28AUG2020 2/3 2 Yes NA/TC R 
(30AUG2020)

N/N

16-55/
C459100
1 1226 
12261484

3^ GENRL Injection site pain/
Pain at injection site

2 21SEP2020 1/1 1 Yes NA R 
(21SEP2020)

N/N

16-55/
C459100
1 1226 
12261486

3^ GENRL Injection site pain/
Pain at injection site

1 27AUG2020 1/3 1 Yes NA R 
(29AUG2020)

N/N

GENRL Chills/
chills

2 15SEP2020 1/2 2 Yes NA R 
(16SEP2020)

N/N

Injection site pain/
pain at injection site

2 15SEP2020 1/4 1 Yes NA R 
(18SEP2020)

N/N

MUSC Myalgia/
muscle pain

2 15SEP2020 1/2 1 Yes NA/TC R 
(16SEP2020)

N/N

NERV Headache/
headache

2 15SEP2020 1/4 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100

3^ GENRL Fatigue/
fatigue

1 28AUG2020 2/1 1 Yes NA R 
(28AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12261488

Injection site pain/
Pain at injection site

1 28AUG2020 2/1 1 Yes NA R 
(28AUG2020)

N/N

GASTR Vomiting/
Vomiting

2 16SEP2020 2/1 1 Yes NA R 
(16SEP2020)

N/N

GENRL Chills/
Chills

2 16SEP2020 2/1 1 Yes NA/TC R 
(16SEP2020)

N/N

Fatigue/
Fatigue

2 16SEP2020 2/1 1 Yes NA R 
(16SEP2020)

N/N

MUSC Myalgia/
Muscle pain

2 16SEP2020 2/1 1 Yes NA R 
(16SEP2020)

N/N

NERV Headache/
Headache

2 16SEP2020 2/1 1 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1226 
12261491

3^ GENRL Chills/
Chills

2 19SEP2020 1/2 2 Yes NA/TC R 
(20SEP2020)

N/N

Fatigue/
Fatigue

2 19SEP2020 1/2 2 Yes NA/TC R 
(20SEP2020)

N/N

Pyrexia/
Fever 38.5 C

2 19SEP2020 1/2 2 Yes NA/TC R 
(20SEP2020)

N/N

MUSC Myalgia/
Muscle pain

2 19SEP2020 1/2 2 Yes NA/TC R 
(20SEP2020)

N/N

16-55/
C459100
1 1226 
12261492

3^ PSYCH Insomnia/
Insomnia

1 29AUG2020 2/2 1 Yes NA R 
(30AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
fatigue

2 19SEP2020 1/2 2 Yes NA R 
(20SEP2020)

N/N

MUSC Myalgia/
muscle pain

2 20SEP2020 2/1 1 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1226 
12261495

3^ NERV Headache/
headache

1 28AUG2020 1/2 1 Yes NA/TC R 
(29AUG2020)

N/N

16-55/
C459100
1 1226 
12261500

3^ GENRL Injection site pain/
injection site pain

1 28AUG2020 1/1 1 Yes NA/TC R 
(28AUG2020)

N/N

MUSC Myalgia/
Muscle pain

2 19SEP2020 1/2 1 Yes NA/TC R 
(20SEP2020)

N/N

GENRL Pyrexia/
fever (38 C)

2 20SEP2020 2/1 1 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1226 
12261501

3^ NERV Headache/
Headache

1 28AUG2020 1/1 1 Yes NA/TC R 
(28AUG2020)

N/N

GENRL Injection site pain/
Pain at injection site

1 29AUG2020 2/2 1 Yes NA R 
(30AUG2020)

N/N

GENRL Injection site pain/
Pain at the injection site

2 20SEP2020 2/2 1 Yes NA R 
(21SEP2020)

N/N

16-55/
C459100
1 1226 
12261502

3^ GENRL Fatigue/
Fatigue

1 28AUG2020 1/3 2 Yes NA R 
(30AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

1 28AUG2020 1/3 2 Yes NA R 
(30AUG2020)

N/N

GENRL Fatigue/
Fatigue

2 21SEP2020 1/4 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1226 
12261503

3^ GENRL Fatigue/
Fatigue

1 29AUG2020 2/1 2 Yes NA R 
(29AUG2020)

N/N

RESP Nasal congestion/
Nasal congestion

1 29AUG2020 2/1 1 Yes NA R 
(29AUG2020)

N/N

GENRL Fatigue/
Fatigue

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

RESP Nasal congestion/
Nasal congestion

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

16-55/
C459100
1 1226 
12261505

3^ GENRL Chills/
Chills

1 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/N

Injection site pain/
Pain at injection site

1 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/N

16-55/
C459100
1 1226 
12261511

3^ MUSC Myalgia/
Muscle pain

1 02SEP2020 2/2 1 Yes NA R 
(03SEP2020)

N/N

16-55/
C459100
1 1226 
12261512

3^ MUSC Myalgia/
Muscle pain

1 02SEP2020 2/1 1 Yes NA R 
(02SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12261516

3^ GENRL Fatigue/
Fatigue

1 06SEP2020 2/1 2 Yes NA/TCN R 
(06SEP2020)

N/N

GENRL Chills/
chills

2 25SEP2020 2/1 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1226 
12261517

3^ GENRL Injection site pain/
Pain at injection site

1 04SEP2020 1/3 1 Yes NA R 
(06SEP2020)

N/N

GENRL Chills/
chills

2 24SEP2020 2/2 2 Yes NA/TC R 
(25SEP2020)

N/N

Fatigue/
fatigue

2 24SEP2020 2/2 2 Yes NA R 
(25SEP2020)

N/N

MUSC Myalgia/
myalgia

2 24SEP2020 2/2 2 Yes NA/TC R 
(25SEP2020)

N/N

16-55/
C459100
1 1226 
12261518

3^ MUSC Back pain/
Acute mechanical low back pain

2 14OCT2020 23/1 2 No O NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 1226 
12261519

3^ NERV Headache/
Headache

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1226 
12261520

3^ GENRL Injection site pain/
Pain at injection site*

02SEP2020 -1/4 2 Yes NA R 
(05SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12261522

3^ GENRL Injection site pain/
Pain at injection site

1 03SEP2020 1/3 1 Yes NA R 
(05SEP2020)

N/N

16-55/
C459100
1 1226 
12261525

3^ GENRL Injection site pain/
Pain in the injection

1 03SEP2020 1/2 1 Yes NA R 
(04SEP2020)

N/N

GENRL Pain/
body pain

2 23SEP2020 1/3 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1226 
12261531

3^ GENRL Chills/
Chills

2 24SEP2020 1/1 1 Yes NA R 
(24SEP2020)

N/N

NERV Headache/
Headache

2 25SEP2020 2/1 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1226 
12261535

3^ GENRL Injection site oedema/
edema at injection site

1 06SEP2020 2/3 1 Yes NA R 
(08SEP2020)

N/N

Injection site pain/
Pain at injection site

1 06SEP2020 2/3 2 Yes NA/TC R 
(08SEP2020)

N/N

Malaise/
Malaise

1 06SEP2020 2/6 2 Yes NA R 
(11SEP2020)

N/N

NERV Headache/
Headache

1 06SEP2020 2/6 2 Yes NA R 
(11SEP2020)

N/N

GENRL Fatigue/
fatigue

1 08SEP2020 4/4 2 Yes NA R 
(11SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
fatigue

2 25SEP2020 2/3 1 Yes NA R 
(27SEP2020)

N/N

Pain/
body pain

2 25SEP2020 2/3 1 Yes NA R 
(27SEP2020)

N/N

Pyrexia/
fever (38.4C)

2 25SEP2020 2/2 2 Yes NA/TC R 
(26SEP2020)

N/N

16-55/
C459100
1 1226
12261538

3^ PSYCH Panic disorder/
Panic disorder

2 17OCT2020 20/2 2 No O NA/TC R 
(18OCT2020)

N/N

16-55/
C459100
1 1226 
12261542

3^ GASTR Diarrhoea/
diarrhea

1 10SEP2020 6/3 2 Yes NA R 
(12SEP2020)

N/N

GENRL Injection site erythema/
erythema at the injection site

1 12SEP2020 8/4 1 Yes NA/TC/TCN R 
(15SEP2020)

N/N

Injection site oedema/
edema at injection site

1 12SEP2020 8/4 1 Yes NA/TC/TCN R 
(15SEP2020)

N/N

GASTR Nausea/
Nausea

2 25SEP2020 2/1 2 Yes NA R 
(25SEP2020)

N/N

GENRL Chills/
Chills

2 25SEP2020 2/1 2 Yes NA R 
(25SEP2020)

N/N

Injection site pain/
Pain at injection site

2 25SEP2020 2/1 2 Yes NA R 
(25SEP2020)

N/N

Pyrexia/
Fever 38.5 C

2 25SEP2020 2/1 2 Yes NA R 
(25SEP2020)

N/N

MUSC Pain in extremity/
Pain in both legs

2 25SEP2020 2/1 2 Yes NA R 
(25SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12261545

3^ GENRL Injection site pain/
Pain at injection site

1 05SEP2020 1/3 2 Yes NA R 
(07SEP2020)

N/N

NERV Headache/
headache

1 05SEP2020 1/3 2 Yes NA/TC R 
(07SEP2020)

N/N

MUSC Myalgia/
muscle pain

2 24SEP2020 1/2 1 Yes NA/TC R 
(25SEP2020)

N/N

NERV Headache/
headache

2 24SEP2020 1/1 1 Yes NA R 
(24SEP2020)

N/N

BLOOD Lymphadenopathy/
enlargement of left axillary 

lymph node

2 25SEP2020 2/34 1 Yes NA R 
(28OCT2020)

N/N

GENRL Pain/
Body pain

2 26SEP2020 3/1 1 Yes NA R 
(26SEP2020)

N/N

16-55/
C459100
1 1226 
12261551

3^ GENRL Injection site pain/
Pain at injection site

1 05SEP2020 1/2 2 Yes NA R 
(06SEP2020)

N/N

GENRL Chills/
Chills

2 24SEP2020 1/1 1 Yes NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1226 
12261553

3^ GENRL Injection site pain/
pain at injection site

1 05SEP2020 1/4 1 Yes NA R 
(08SEP2020)

N/N

Injection site swelling/
swelling at the injection site

1 05SEP2020 1/4 1 Yes NA R 
(08SEP2020)

N/N

GENRL Pyrexia/
Fever

1 06SEP2020 2/2 1 Yes NA/TC R 
(07SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GASTR Diarrhoea/
Diarrhea

2 25SEP2020 2/2 2 Yes NA R 
(26SEP2020)

N/N

GENRL Injection site pain/
Pain at the injection site

2 25SEP2020 2/2 2 Yes NA R 
(26SEP2020)

N/N

GENRL Pyrexia/
fever (38.1 C)

2 26SEP2020 3/1 2 Yes NA/TC R 
(26SEP2020)

N/N

16-55/
C459100
1 1226 
12261555

3^ GENRL Injection site pruritus/
itching at the injection site

1 05SEP2020 1/2 1 Yes NA R 
(06SEP2020)

N/N

INJ&P Contusion/
Knee contusion

2 26OCT2020 33/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1226 
12261557

3^ GENRL Injection site pain/
Pain at injection site

1 06SEP2020 2/1 2 Yes NA R 
(06SEP2020)

N/N

16-55/
C459100
1 1226 
12261559

3^ GENRL Chills/
Chills

2 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/N

Pyrexia/
Fever 38.5 C

2 25SEP2020 1/2 2 Yes NA/TC R 
(26SEP2020)

N/N

16-55/
C459100
1 1226 
12261560

3^ GENRL Fatigue/
fatigue

2 25SEP2020 1/3 2 Yes NA R 
(27SEP2020)

N/N

MUSC Myalgia/
muscle pain

2 25SEP2020 1/3 2 Yes NA R 
(27SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
headache

2 25SEP2020 1/3 2 Yes NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1226 
12261562

3^ NERV Headache/
headache

1 06SEP2020 2/2 1 Yes NA R 
(07SEP2020)

N/N

16-55/
C459100
1 1226 
12261564

3^ GENRL Injection site pain/
Pain at injection site

1 05SEP2020 1/2 2 Yes NA R 
(06SEP2020)

N/N

GENRL Fatigue/
fatigue

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

Pyrexia/
fever (38.1C)

2 24SEP2020 1/2 1 Yes NA/TC R 
(25SEP2020)

N/N

MUSC Myalgia/
muscle pain

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

GENRL Chills/
chills

2 25SEP2020 2/1 1 Yes NA R 
(25SEP2020)

N/N

METAB Decreased appetite/
inapetence

2 25SEP2020 2/1 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1226 
12261567

3^ GENRL Injection site pain/
Pain at injection site

1 05SEP2020 1/2 1 Yes NA R 
(06SEP2020)

N/N

16-55/
C459100
1 1226 
12261568

3^ GENRL Injection site swelling/
swelling at the injection site

1 05SEP2020 1/1 1 Yes NA R 
(05SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Neck pain/
neck pain

2 30SEP2020 6/2 1 No O NA/TC R 
(01OCT2020)

N/N

16-55/
C459100
1 1226 
12261569

3^ NERV Headache/
Headache

2 25SEP2020 1/1 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1226 
12261571

3^ INJ&P Cervical vertebral fracture/
Fracture of the fourth cervical 

vertebra

2 21OCT2020 27/10 3 No O NA/TC R 
(30OCT2020)

Y/N

Contusion/
Bruises in various regions of the 

body

2 21OCT2020 27/10 2 No O NA/TC R 
(30OCT2020)

N/N

Road traffic accident/
hit by motorcycle

2 21OCT2020 27/1 3 No O NA R 
(21OCT2020)

Y/N

Skin abrasion/
Excoriations in various regions 

of the body

2 21OCT2020 27/10 2 No O NA/TC R 
(30OCT2020)

N/N

Spinal cord injury cervical/
Cervical spinal cord contusion

2 21OCT2020 27/10 3 No O NA/TC R 
(30OCT2020)

Y/N

NERV Subarachnoid haemorrhage/
Subarachnoid hemorrhage

2 21OCT2020 27/10 3 No O NA/TC R 
(30OCT2020)

Y/N

RENAL Subcapsular renal haematoma/
Peri-renal hematoma

2 21OCT2020 27/10 3 No O NA/TC R 
(30OCT2020)

Y/N

16-55/
C459100
1 1226 
12261572

3^ GENRL Chills/
chills

1 06SEP2020 2/2 2 Yes NA/TC R 
(07SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
pain at injection site

1 07SEP2020 3/2 1 Yes NA R 
(08SEP2020)

N/N

Pyrexia/
fever (38.2 C)

1 07SEP2020 3/1 2 Yes NA/TC R 
(07SEP2020)

N/N

MUSC Myalgia/
myalgia

1 07SEP2020 3/2 1 Yes NA R 
(08SEP2020)

N/N

INFEC Rhinitis/
Coryza

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

GASTR Diarrhoea/
diarrhea

2 25SEP2020 2/1 1 Yes NA R 
(25SEP2020)

N/N

GENRL Fatigue/
fatigue

2 25SEP2020 2/1 3 Yes NA R 
(25SEP2020)

N/N

Injection site pain/
Pain at injection site

2 25SEP2020 2/1 2 Yes NA R 
(25SEP2020)

N/N

Pyrexia/
fever (38.5 C)

2 25SEP2020 2/1 2 Yes NA/TC R 
(25SEP2020)

N/N

MUSC Myalgia/
muscle pain

2 25SEP2020 2/1 2 Yes NA/TC R 
(25SEP2020)

N/N

16-55/
C459100
1 1226 
12261574

3^ GENRL Injection site pain/
Pain at injection site

1 05SEP2020 1/3 1 Yes NA R 
(07SEP2020)

N/N

16-55/
C459100
1 1226 
12261577

3^ GENRL Chills/
chill

1 06SEP2020 2/1 1 Yes NA R 
(06SEP2020)

N/N

MUSC Myalgia/
muscle pain

1 06SEP2020 2/1 1 Yes NA R 
(06SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GASTR Nausea/
nausea

2 26SEP2020 2/1 1 Yes NA/TC R 
(26SEP2020)

N/N

GENRL Pyrexia/
fever

2 26SEP2020 2/1 1 Yes NA/TC R 
(26SEP2020)

N/N

16-55/
C459100
1 1226 
12261578

3^ GENRL Fatigue/
fatigue

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1226 
12261579

3^ GASTR Nausea/
Nausea

1 14SEP2020 10/1 1 Yes NA R 
(14SEP2020)

N/N

16-55/
C459100
1 1226 
12261582

3^ GENRL Injection site pain/
Pain at injection site

1 07SEP2020 1/2 1 Yes NA R 
(08SEP2020)

N/N

GENRL Chills/
Chills

2 28SEP2020 1/2 2 Yes NA R 
(29SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 28SEP2020 1/3 2 Yes NA/TC R 
(30SEP2020)

N/N

16-55/
C459100
1 1226 
12261583

3^ GENRL Injection site pain/
Pain at the injection site

1 07SEP2020 1/2 2 Yes NA R 
(08SEP2020)

N/N

GENRL Injection site pain/
Pain at the injection site

2 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100

3^ GASTR Diarrhoea/
diarrhea

1 08SEP2020 2/2 1 Yes NA R 
(09SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12261585

16-55/
C459100
1 1226 
12261586

3^ GASTR Diarrhoea/
Diarrhea

1 13SEP2020 7/1 1 Yes NA R 
(13SEP2020)

N/N

16-55/
C459100
1 1226 
12261587

3^ GASTR Diarrhoea/
Diarrhea

1 09SEP2020 3/2 1 Yes NA R
(10SEP2020)

N/N

16-55/
C459100
1 1226 
12261588

3^ GENRL Injection site pain/
Pain at injection site

1 07SEP2020 1/2 1 Yes NA R 
(08SEP2020)

N/N

16-55/
C459100
1 1226 
12261591

3^ GENRL Injection site oedema/
Edema at injection site

1 08SEP2020 2/2 2 Yes NA R 
(09SEP2020)

N/N

Injection site pain/
Pain at site injection

1 08SEP2020 2/2 2 Yes NA R 
(09SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 29SEP2020 2/3 1 Yes NA/TC R 
(01OCT2020)

N/N

Injection site pain/
Pain at injection site

2 29SEP2020 2/3 1 Yes NA/TC R 
(01OCT2020)

N/N

16-55/
C459100
1 1226 
12261592

3^ GENRL Injection site pain/
Pain at injection site

1 08SEP2020 2/2 2 Yes NA R 
(09SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
FATIGUE

2 28SEP2020 1/2 2 Yes NA R 
(29SEP2020)

N/N

Injection site pain/
Pain at injection site

2 28SEP2020 1/2 1 Yes NA/TC R 
(29SEP2020)

N/N

Malaise/
Malaise

2 28SEP2020 1/2 1 Yes NA/TC R 
(29SEP2020)

N/N

NERV Headache/
headache

2 28SEP2020 1/2 2 Yes NA/TC R 
(29SEP2020)

N/N

INFEC Vulvovaginal candidiasis/
Vaginal candidiasis

2 01OCT2020 4/4 2 No O NA/TC R 
(04OCT2020)

N/N

16-55/
C459100
1 1226 
12261593

3^ GENRL Chills/
Chills

2 29SEP2020 1/2 1 Yes NA/TC R 
(30SEP2020)

N/N

16-55/
C459100
1 1226 
12261595

3^ GENRL Fatigue/
Fatigue

2 01OCT2020 2/3 1 Yes NA R 
(03OCT2020)

N/N

Injection site pain/
Pain at injection site

2 01OCT2020 2/3 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1226 
12261596

3^ GENRL Pyrexia/
Fever

1 08SEP2020 2/1 1 Yes NA/TC R 
(08SEP2020)

N/N

GENRL Pyrexia/
Fever 38 C

2 30SEP2020 1/2 1 Yes NA/TC R 
(01OCT2020)

N/N

16-55/
C459100

3^ NERV Paraesthesia/
tingling in the left upper limb

2 30SEP2020 1/1 1 Yes NA R 
(30SEP2020)

N/Y
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12261597

16-55/
C459100
1 1226 
12261599

3^ GENRL Fatigue/
fatigue

1 07SEP2020 1/4 1 Yes NA R 
(10SEP2020)

N/N

MUSC Myalgia/
myalgia

1 07SEP2020 1/4 1 Yes NA/TC R 
(10SEP2020)

N/N

EYE Ulcerative keratitis/
corneal ulcer right eye

1 20SEP2020 14/8 2 No O NA/TC R 
(27SEP2020)

N/N

16-55/
C459100
1 1226 
12261600

3^ GENRL Fatigue/
fatigue

1 08SEP2020 2/2 1 Yes NA R 
(09SEP2020)

N/N

16-55/
C459100
1 1226 
12261601

3^ MUSC Myalgia/
Muscle pain

1 08SEP2020 2/2 1 Yes NA R 
(09SEP2020)

N/N

NERV Headache/
Headache

1 08SEP2020 2/2 1 Yes NA R 
(09SEP2020)

N/N

MUSC Myalgia/
Muscle pain

2 28SEP2020 1/2 2 Yes NA/TC R 
(29SEP2020)

N/N

NERV Headache/
Headache

2 28SEP2020 1/2 2 Yes NA/TC R 
(29SEP2020)

N/N

16-55/
C459100
1 1226 
12261602

3^ GENRL Injection site pain/
Pain at the injection site

1 07SEP2020 1/3 2 Yes NA R 
(09SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
Pain at the injection site

2 28SEP2020 1/2 1 Yes NA R 
(29SEP2020)

N/N

16-55/
C459100
1 1226 
12261603

3^ NERV Headache/
Headache

2 03OCT2020 2/1 1 Yes NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1226 
12261606

3^ GENRL Asthenia/
Asthenia

2 28SEP2020 1/3 1 Yes NA/TC R 
(30SEP2020)

N/N

Pyrexia/
Fever 38 C

2 28SEP2020 1/3 1 Yes NA/TC R 
(30SEP2020)

N/N

16-55/
C459100
1 1226 
12261607

3^ GENRL Injection site pain/
Pain at injection site

1 07SEP2020 1/2 1 Yes NA R 
(08SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 08SEP2020 2/1 1 Yes NA R 
(08SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 29SEP2020 2/2 2 Yes NA R 
(30SEP2020)

N/N

Injection site erythema/
Erythema at the injection site

2 29SEP2020 2/2 2 Yes NA R 
(30SEP2020)

N/N

Injection site pain/
Pain at the injection site

2 29SEP2020 2/2 2 Yes NA/TC R 
(30SEP2020)

N/N

MUSC Myalgia/
Muscle pain

2 29SEP2020 2/2 2 Yes NA/TC R 
(30SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
Pain at injection site

1 08SEP2020 2/1 1 Yes NA R 
(08SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12261609

16-55/
C459100
1 1226 
12261612

3^ GENRL Injection site pain/
Pain at injection site

1 07SEP2020 1/4 1 Yes NA R 
(10SEP2020)

N/N

GENRL Injection site pain/
Pain at injection site

2 28SEP2020 1/4 1 Yes NA R 
(01OCT2020)

N/N

GENRL Injection site erythema/
Erythema at the injection site

2 29SEP2020 2/3 1 Yes NA R 
(01OCT2020)

N/N

Injection site swelling/
Swelling at the injection site

2 29SEP2020 2/3 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1226 
12261614

3^ GENRL Chills/
Chills

2 28SEP2020 1/2 1 Yes NA R 
(29SEP2020)

N/N

Injection site pain/
Pain at the injection site

2 28SEP2020 1/2 1 Yes NA R 
(29SEP2020)

N/N

16-55/
C459100
1 1226 
12261618

3^ NERV Headache/
Headache

2 17OCT2020 17/5 2 No O NA R 
(21OCT2020)

N/N

16-55/
C459100
1 1226 
12261619

3^ GENRL Injection site pain/
Pain at the injection site

2 01OCT2020 2/3 2 Yes NA R 
(03OCT2020)

N/N

GENRL Fatigue/
Fatigue

2 02OCT2020 3/2 2 Yes NA R 
(03OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

2 02OCT2020 3/2 2 Yes NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1226 
12261621

3^ GENRL Chills/
chills

1 08SEP2020 2/3 2 Yes NA R 
(10SEP2020)

N/N

Fatigue/
fatigue

1 08SEP2020 2/3 2 Yes NA R 
(10SEP2020)

N/N

Injection site pain/
pain at injection site

1 08SEP2020 2/3 2 Yes NA R 
(10SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

MUSC Arthralgia/
Joint pain

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1226 
12261623

3^ GASTR Nausea/
Nausea

1 09SEP2020 2/1 1 Yes NA R 
(09SEP2020)

N/N

GENRL Fatigue/
fatigue

1 11SEP2020 4/2 2 Yes NA R 
(12SEP2020)

N/N

MUSC Myalgia/
muscle pain

1 11SEP2020 4/5 2 Yes NA/TC R 
(15SEP2020)

N/N

16-55/
C459100
1 1226 
12261627

3^ GENRL Fatigue/
fatigue

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

Injection site pain/
pain at injection site

1 08SEP2020 1/4 1 Yes NA R 
(11SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
headache

1 08SEP2020 1/2 1 Yes NA/TC R 
(09SEP2020)

N/N

GASTR Nausea/
nausea

2 29SEP2020 2/1 2 Yes NA R 
(29SEP2020)

N/N

Vomiting/
vomiting

2 29SEP2020 2/1 2 Yes NA R 
(29SEP2020)

N/N

GENRL Injection site pain/
pain at injection site

2 29SEP2020 2/3 2 Yes NA R 
(01OCT2020)

N/N

MUSC Myalgia/
muscle pain

2 29SEP2020 2/1 2 Yes NA R 
(29SEP2020)

N/N

NERV Headache/
headache

2 26OCT2020 29/2 2 No O NA/TC R 
(27OCT2020)

N/N

16-55/
C459100
1 1226 
12261628

3^ MUSC Myalgia/
Muscles pain

1 09SEP2020 2/1 1 Yes NA R 
(09SEP2020)

N/N

GENRL Injection site oedema/
Edema at injection site

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

Injection site pain/
Pain at injection site

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1226 
12261630

3^ VASC Hypertension/
Systemic arterial hypertension

1 14SEP2020 7/C 1 Yes NA/TC RG N/N

16-55/
C459100
1 1226 
12261632

3^ GENRL Injection site pain/
Pain at the injection site

1 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
Chills

2 30SEP2020 1/1 2 Yes NA/TC R 
(30SEP2020)

N/N

Fatigue/
Fatigue

2 30SEP2020 1/2 2 Yes NA/TC R 
(01OCT2020)

N/N

NERV Headache/
Headache

2 30SEP2020 1/2 2 Yes NA/TC R 
(01OCT2020)

N/N

16-55/
C459100
1 1226 
12261633

3^ NERV Headache/
Headache

2 29SEP2020 1/1 1 Yes NA/TC R 
(29SEP2020)

N/N

16-55/
C459100
1 1226 
12261636

3^ GENRL Injection site pain/
pain at injection site

1 09SEP2020 1/1 1 Yes NA/TC R 
(09SEP2020)

N/N

16-55/
C459100
1 1226 
12261637

3^ GENRL Injection site pain/
pain at the injection site

1 09SEP2020 1/3 1 Yes NA R 
(11SEP2020)

N/N

GENRL Injection site pain/
Pain at the injection site

2 29SEP2020 1/3 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1226 
12261641

3^ GENRL Injection site pain/
pain at injection site

1 09SEP2020 1/3 2 Yes NA R 
(11SEP2020)

N/N

GASTR Diarrhoea/
diarrhea

1 10SEP2020 2/1 1 Yes NA R 
(10SEP2020)

N/N

Nausea/
nausea

1 10SEP2020 2/2 2 Yes NA R 
(11SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Arthralgia/
joint pain

1 10SEP2020 2/2 2 Yes NA R 
(11SEP2020)

N/N

Myalgia/
muscle pain

1 10SEP2020 2/2 2 Yes NA/TC R 
(11SEP2020)

N/N

NERV Headache/
headache

1 10SEP2020 2/2 2 Yes NA R 
(11SEP2020)

N/N

GASTR Diarrhoea/
Diarrhea

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

Nausea/
Nauseas

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

MUSC Arthralgia/
Joint pain

2 30SEP2020 1/2 1 Yes NA/TC R 
(01OCT2020)

N/N

Myalgia/
Muscle pain

2 30SEP2020 1/2 1 Yes NA/TC R 
(01OCT2020)

N/N

NERV Headache/
Headache

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1226 
12261644

3^ GENRL Injection site pain/
Pain at injection site

1 11SEP2020 2/2 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1226 
12261647

3^ MUSC Myalgia/
muscle pain

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1226 
12261649

3^ GASTR Nausea/
nausea

1 11SEP2020 2/1 2 Yes NA/TC R 
(11SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
fatigue

1 11SEP2020 2/1 2 Yes NA/TC R 
(11SEP2020)

N/N

Pyrexia/
fever

1 11SEP2020 2/1 2 Yes NA/TC R 
(11SEP2020)

N/N

INFEC Urinary tract infection/
urinary tract infection

2 11OCT2020 12/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1226 
12261651

3^ GENRL Fatigue/
Fatigue

1 11SEP2020 2/3 1 Yes NA R 
(13SEP2020)

N/N

NERV Headache/
headache

1 11SEP2020 2/3 1 Yes NA R 
(13SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 01OCT2020 2/4 1 Yes NA R 
(04OCT2020)

N/N

NERV Headache/
headache

2 01OCT2020 2/4 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1226 
12261653

3^ GENRL Injection site pain/
Pain at the injection site

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N

NERV Headache/
Headache

2 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1226 
12261654

3^ GENRL Pyrexia/
Fever (38.7 C)

2 29SEP2020 1/2 2 Yes NA/TC R 
(30SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12261657

3^ GENRL Injection site pain/
Pain at injection site

2 07OCT2020 2/1 1 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1226 
12261661

3^ GENRL Injection site erythema/
erythema at the injection site

1 11SEP2020 1/5 1 Yes NA R 
(15SEP2020)

N/N

Injection site pain/
pain at injection site

1 11SEP2020 1/4 2 Yes NA R 
(14SEP2020)

N/N

GENRL Fatigue/
fatigue

1 14SEP2020 4/3 1 Yes NA R 
(16SEP2020)

N/N

GENRL Fatigue/
Tiredness

2 30SEP2020 1/2 2 Yes NA/TC R 
(01OCT2020)

N/N

MUSC Pain in extremity/
Right arm pain

2 30SEP2020 1/2 2 Yes NA/TC R 
(01OCT2020)

N/N

16-55/
C459100
1 1226 
12261665

3^ GENRL Fatigue/
Fatigue

1 12SEP2020 1/1 2 Yes NA R 
(12SEP2020)

N/N

Injection site pain/
Pain at the injection site

1 12SEP2020 1/2 2 Yes NA R 
(13SEP2020)

N/N

GENRL Asthenia/
Asthenia

2 01OCT2020 1/2 1 Yes NA/TC R 
(02OCT2020)

N/N

Pyrexia/
Fever

2 01OCT2020 1/2 1 Yes NA/TC R 
(02OCT2020)

N/N

NERV Headache/
Headache

2 01OCT2020 1/2 1 Yes NA/TC R 
(02OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12261666

3^ INV Body temperature increased/
elevated body temperature (37.8 

C)

2 02OCT2020 2/1 1 Yes NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 1226 
12261667

3^ GENRL Injection site pain/
Injection site pain

1 13SEP2020 2/3 1 Yes NA R 
(15SEP2020)

N/N

MUSC Myalgia/
muscle pain

2 02OCT2020 2/1 1 Yes NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 1226 
12261670

3^ GENRL Injection site pain/
Pain at the injection site

1 13SEP2020 2/3 1 Yes NA R 
(15SEP2020)

N/N

NERV Headache/
headache

2 02OCT2020 1/3 1 Yes NA/TC R 
(04OCT2020)

N/N

16-55/
C459100
1 1226 
12261673

3^ GENRL Fatigue/
fatigue

1 12SEP2020 1/5 2 Yes NA R 
(16SEP2020)

N/N

Injection site pain/
pain at injection site

1 12SEP2020 1/5 2 Yes NA/TC R 
(16SEP2020)

N/N

GENRL Pyrexia/
Fever 38.2 C

2 02OCT2020 1/3 1 Yes NA/TC R 
(04OCT2020)

N/N

MUSC Myalgia/
Muscle pain

2 02OCT2020 1/3 1 Yes NA/TC R 
(04OCT2020)

N/N

16-55/
C459100

3^ VASC Hypertension/
Systemic arterial hypertension

1 19SEP2020 8/C 1 No O NA/TC RG N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1273

FDA-CBER-2021-5683-0127299



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12261675

16-55/
C459100
1 1226 
12261677

3^ GENRL Fatigue/
Fatigue

1 12SEP2020 1/2 1 Yes NA R 
(13SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 02OCT2020 1/3 2 Yes NA R 
(04OCT2020)

N/N

MUSC Myalgia/
Muscle pain

2 03OCT2020 2/2 2 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1226 
12261679

3^ GENRL Fatigue/
Fatigue

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

GENRL Chills/
Chills

2 03OCT2020 2/2 3 Yes NA/TC R 
(04OCT2020)

N/N

Injection site pain/
Pain at injection site

2 03OCT2020 2/2 3 Yes NA/TC R 
(04OCT2020)

N/N

16-55/
C459100
1 1226 
12261680

3^ NERV Headache/
headache

1 13SEP2020 2/1 1 Yes NA R 
(13SEP2020)

N/N

GENRL Asthenia/
Asthenia

2 02OCT2020 1/2 1 Yes NA/TC R 
(03OCT2020)

N/N

Injection site pain/
Pain at the injection site

2 02OCT2020 1/2 1 Yes NA/TC R 
(03OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 02OCT2020 1/2 1 Yes NA/TC R 
(03OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

2 02OCT2020 1/2 1 Yes NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1226 
12261681

3^ GENRL Injection site pain/
pain at injection site

1 14SEP2020 3/2 1 Yes NA R 
(15SEP2020)

N/N

SURG Vasectomy/
Vasectomy

2 23OCT2020 22/1 1 No O NA/TC R 
(23OCT2020)

N/N

16-55/
C459100
1 1226 
12261683

3^ GENRL Injection site pain/
pain at injection site

1 12SEP2020 1/2 1 Yes NA/TC R 
(13SEP2020)

N/N

MUSC Myalgia/
myalgia

1 12SEP2020 1/2 1 Yes NA/TC R 
(13SEP2020)

N/N

GENRL Pyrexia/
Fever 38 C

2 03OCT2020 2/1 2 Yes NA/TC R 
(03OCT2020)

N/N

MUSC Myalgia/
Muscle pain

2 03OCT2020 2/1 2 Yes NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1226 
12261686

3^ MUSC Myalgia/
Muscle pain

1 13SEP2020 2/2 1 Yes NA R 
(14SEP2020)

N/N

MUSC Myalgia/
Muscle pain

2 06OCT2020 2/1 1 Yes NA/TC R 
(06OCT2020)

N/N

16-55/
C459100
1 1226 
12261688

3^ GENRL Injection site pain/
pain at injection site

1 12SEP2020 1/3 1 Yes NA R 
(14SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Pain in extremity/
Left arm pain

2 02OCT2020 1/3 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1226 
12261690

3^ GENRL Injection site pain/
pain at injection site

1 12SEP2020 1/3 2 Yes NA R 
(14SEP2020)

N/N

GENRL Chills/
chills

2 02OCT2020 1/2 1 Yes NA/TC R 
(03OCT2020)

N/N

Pyrexia/
fever (38 C)

2 02OCT2020 1/2 1 Yes NA/TC R 
(03OCT2020)

N/N

MUSC Myalgia/
muscle pain

2 02OCT2020 1/2 1 Yes NA/TC R 
(03OCT2020)

N/N

NERV Headache/
headache

2 02OCT2020 1/2 1 Yes NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1226 
12261691

3^ GENRL Injection site pain/
Pain at injection site

1 13SEP2020 2/3 1 Yes NA R 
(15SEP2020)

N/N

GENRL Pyrexia/
Fever 38.2 C

2 03OCT2020 2/1 2 Yes NA/TC R 
(03OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 03OCT2020 2/1 2 Yes NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1226 
12261695

3^ INV Body temperature increased/
Increased oral temperature 37,8 

C

2 03OCT2020 2/1 1 Yes NA/TC R 
(03OCT2020)

N/N

GASTR Abdominal pain/
Abdominal pain

2 05OCT2020 4/7 1 No O NA/TC R 
(11OCT2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1276

FDA-CBER-2021-5683-0127302



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12261696

3^ GENRL Injection site pain/
pain at injection site

1 12SEP2020 1/2 2 Yes NA R 
(13SEP2020)

N/N

16-55/
C459100
1 1226 
12261697

3^ GENRL Injection site pain/
Pain at injection site

1 12SEP2020 1/2 3 Yes NA R 
(13SEP2020)

N/N

NERV Headache/
Headache

1 12SEP2020 1/2 3 Yes NA/TC R 
(13SEP2020)

N/N

MUSC Myalgia/
Muscle pain

1 13SEP2020 2/1 2 Yes NA R 
(13SEP2020)

N/N

GENRL Injection site pain/
Pain at the injection site

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 03OCT2020 2/1 2 Yes NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1226 
12261699

3^ GASTR Diarrhoea/
Diarrhea

2 06OCT2020 2/1 2 Yes NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1226 
12261703

3^ NERV Headache/
Headache

2 05OCT2020 1/2 2 Yes NA R 
(06OCT2020)

N/N

GENRL Chills/
Chills

2 06OCT2020 2/1 2 Yes NA R 
(06OCT2020)

N/N

MUSC Myalgia/
Muscle pain

2 06OCT2020 2/1 2 Yes NA/TC R 
(06OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12261705

3^ GASTR Abdominal pain/
Colic abdominal pain

1 16SEP2020 3/2 1 Yes NA/TC R 
(17SEP2020)

N/N

Diarrhoea/
Diarrhea

1 16SEP2020 3/2 1 Yes NA/TC R 
(17SEP2020)

N/N

16-55/
C459100
1 1226 
12261706

3^ GENRL Fatigue/
Fatigue

2 06OCT2020 2/2 1 Yes NA/TC R 
(07OCT2020)

N/N

NERV Headache/
Headache

2 06OCT2020 2/2 1 Yes NA/TC R 
(07OCT2020)

N/N

RESP Oropharyngeal pain/
Sore throat

2 06OCT2020 2/2 1 No O NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1226 
12261707

3^ GENRL Pyrexia/
fever (37,8 C)

2 05OCT2020 1/1 1 Yes NA/TC R 
(05OCT2020)

N/N

BLOOD Lymphadenopathy/
axillary lymphadenopathy in the 

left arm

2 06OCT2020 2/3 1 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1226 
12261710

3^ INFEC Cystitis/
cystitis

1 18SEP2020 5/2 1 Yes NA/TC R 
(19SEP2020)

N/N

MUSC Myalgia/
muscle pain

2 05OCT2020 1/2 1 Yes NA/TC R 
(06OCT2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
Pain at injection site

1 14SEP2020 1/3 2 Yes NA R 
(16SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12261712

16-55/
C459100
1 1226 
12261714

3^ BLOOD Lymphadenopathy/
Axillary adenomegaly

2 06OCT2020 2/2 2 Yes NA R 
(07OCT2020)

N/N

GENRL Injection site pain/
Pain at injection site

2 06OCT2020 2/2 2 Yes NA R 
(07OCT2020)

N/N

NERV Headache/
Headache

2 06OCT2020 2/2 2 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1226 
12261715

3^ GENRL Injection site pain/
Pain at injection site

1 14SEP2020 1/3 2 Yes NA/TCN R 
(16SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 05OCT2020 1/2 2 Yes NA R 
(06OCT2020)

N/N

Pyrexia/
Fever (38.5 C)

2 05OCT2020 1/2 2 Yes NA/TC R 
(06OCT2020)

N/N

MUSC Myalgia/
Muscle pain

2 05OCT2020 1/3 2 Yes NA R 
(07OCT2020)

N/N

NERV Headache/
Headache

2 05OCT2020 1/2 2 Yes NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1226 
12261716

3^ GENRL Injection site pain/
Pain at injection site

1 14SEP2020 1/1 1 Yes NA R 
(14SEP2020)

N/N

MUSC Myalgia/
muscle pain

1 14SEP2020 1/1 1 Yes NA/TC R 
(14SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
Pain at the injection site

2 05OCT2020 1/2 1 Yes NA/TC R 
(06OCT2020)

N/N

MUSC Myalgia/
Muscle pain

2 05OCT2020 1/2 1 Yes NA/TC R 
(06OCT2020)

N/N

GENRL Injection site erythema/
Erythema at the injection site

2 07OCT2020 3/4 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1226 
12261718

3^ NERV Headache/
Headache

1 23SEP2020 10/1 1 No O NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1226 
12261720

3^ INV Body temperature increased/
Body temperature elevated 37.8 

C

2 05OCT2020 1/2 1 Yes NA/TC R 
(06OCT2020)

N/N

MUSC Myalgia/
Muscle pain

2 05OCT2020 1/3 1 Yes NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1226 
12261721

3^ GENRL Injection site erythema/
Hyperemia at injection site

1 14SEP2020 1/3 1 Yes NA R 
(16SEP2020)

N/N

Injection site pain/
Pain at injection site

1 14SEP2020 1/3 1 Yes NA R 
(16SEP2020)

N/N

GENRL Injection site pain/
pain at injection site

2 05OCT2020 1/4 1 Yes NA/TC R 
(08OCT2020)

N/N

16-55/
C459100
1 1226 
12261724

3^ GENRL Injection site pain/
pain at injection site

2 05OCT2020 1/3 1 Yes NA R 
(07OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12261726

3^ GENRL Injection site erythema/
Erythema at injection site

1 15SEP2020 1/3 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1226 
12261729

3^ GENRL Chills/
chills

2 06OCT2020 1/C 2 Yes NA/TC RG N/N

NERV Headache/
headache

2 06OCT2020 1/C 2 Yes NA/TC RG N/N

16-55/
C459100
1 1226 
12261730

3^ GENRL Injection site pain/
Pain at the injection site

1 16SEP2020 2/2 2 Yes NA/TC R 
(17SEP2020)

N/N

MUSC Myalgia/
Muscle pain

1 16SEP2020 2/2 2 Yes NA/TC R 
(17SEP2020)

N/N

PSYCH Insomnia/
Insomnia

1 16SEP2020 2/4 2 Yes NA/TC R 
(19SEP2020)

N/N

MUSC Arthralgia/
Joint pain

2 07OCT2020 2/2 1 Yes NA/TC R 
(08OCT2020)

N/N

Myalgia/
Muscle pain

2 07OCT2020 2/2 1 Yes NA/TC R 
(08OCT2020)

N/N

16-55/
C459100
1 1226 
12261731

3^ GASTR Diarrhoea/
diarrhea

2 07OCT2020 2/1 1 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100

3^ GENRL Pyrexia/
Fever 38.2 C

2 07OCT2020 2/1 2 Yes NA/TC R 
(07OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12261733

NERV Headache/
Headache

2 08OCT2020 3/2 2 Yes NA/TC R 
(09OCT2020)

N/N

GASTR Dysphagia/
SWALLOWING DIFFICULT

2 23OCT2020 18/2 1 No O NA/TC R 
(24OCT2020)

N/N

16-55/
C459100
1 1226 
12261737

3^ GENRL Injection site pain/
pain at injection site*

15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

NERV Headache/
headache

1 16SEP2020 2/1 1 Yes NA/TC R 
(16SEP2020)

N/N

16-55/
C459100
1 1226 
12261741

3^ GENRL Chills/
Chills

1 16SEP2020 1/1 2 Yes NA R 
(16SEP2020)

N/N

Pyrexia/
Fever (38,5 C)

1 16SEP2020 1/1 2 Yes NA/TC R 
(16SEP2020)

N/N

GENRL Injection site pain/
Pain at injection site

1 17SEP2020 2/3 2 Yes NA R 
(19SEP2020)

N/N

NERV Headache/
Headache

1 17SEP2020 2/1 2 Yes NA R 
(17SEP2020)

N/N

SKIN Urticaria/
Urticaria localised (neck and 
forearm plaques, 1 plaque in 

each of these locations)

1 19SEP2020 4/11 1 No O NA R 
(29SEP2020)

N/N

GENRL Chills/
Chills

2 07OCT2020 1/1 1 Yes NA R 
(07OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Pain at the injection site

2 07OCT2020 1/1 1 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1226 
12261742

3^ GENRL Pyrexia/
fever (39.5 C)

2 07OCT2020 2/1 3 Yes NA/TC R 
(07OCT2020)

N/N

MUSC Myalgia/
muscle pain

2 07OCT2020 2/1 2 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1226 
12261745

3^ NEOPL Leydig cell tumour of the testis/
Leydig cell tumor in left testicle

1 23SEP2020 8/15 2 No O NA R 
(07OCT2020)

Y/N

16-55/
C459100
1 1226 
12261746

3^ GENRL Injection site pain/
Pain at injection site

1 17SEP2020 2/2 1 Yes NA/TC R 
(18SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 07OCT2020 2/1 2 Yes NA/TC R 
(07OCT2020)

N/N

Pyrexia/
Fever 38.5

2 07OCT2020 2/1 2 Yes NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1226 
12261747

3^ GENRL Injection site erythema/
erythema at injection site

1 16SEP2020 1/3 2 Yes NA R 
(18SEP2020)

N/N

Injection site pain/
pain at injection site

1 16SEP2020 1/3 2 Yes NA R 
(18SEP2020)

N/N

GENRL Fatigue/
fatigue

2 07OCT2020 2/1 1 Yes NA/TC R 
(07OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12261751

3^ GENRL Injection site erythema/
Erythema at injection site

1 18SEP2020 3/2 1 Yes NA R 
(19SEP2020)

N/N

Injection site oedema/
edema at injection site

1 18SEP2020 3/2 1 Yes NA R 
(19SEP2020)

N/N

Injection site pain/
Pain at injection site

1 18SEP2020 3/2 1 Yes NA R 
(19SEP2020)

N/N

GENRL Injection site pain/
pain at injection site

2 06OCT2020 1/3 2 Yes NA/TC R 
(08OCT2020)

N/N

MUSC Myalgia/
muscle pain

2 06OCT2020 1/3 2 Yes NA/TC R 
(08OCT2020)

N/N

MUSC Arthralgia/
joint pain in hands

2 07OCT2020 2/2 2 Yes NA/TC R 
(08OCT2020)

N/N

Joint swelling/
joint swelling in hands

2 07OCT2020 2/2 2 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1226 
12261753

3^ NERV Headache/
Headache

1 16SEP2020 1/1 1 Yes NA/TC R 
(16SEP2020)

N/N

16-55/
C459100
1 1226 
12261759

3^ GASTR Diarrhoea/
diarrhea

1 17SEP2020 2/2 2 Yes NA R 
(18SEP2020)

N/N

GENRL Fatigue/
fatigue

1 17SEP2020 2/2 2 Yes NA R 
(18SEP2020)

N/N

Injection site pain/
pain at injection site

1 17SEP2020 2/2 2 Yes NA R 
(18SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Pyrexia/
fever

2 07OCT2020 2/1 1 Yes NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1226 
12261763

3^ GENRL Injection site pain/
Pain at the injection site

2 07OCT2020 1/1 1 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1226 
12261764

3^ GENRL Injection site pain/
Pain at the injection site

2 09OCT2020 1/2 2 Yes NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1226 
12261765

3^ NERV Headache/
Headache

1 17SEP2020 1/2 1 Yes NA/TC R 
(18SEP2020)

N/N

NERV Headache/
Headache

2 08OCT2020 2/1 1 Yes NA/TC R 
(08OCT2020)

N/N

16-55/
C459100
1 1226 
12261766

3^ GENRL Fatigue/
Fatigue

2 08OCT2020 2/2 2 Yes NA/TC R 
(09OCT2020)

N/N

Pyrexia/
Fever 38.7 C

2 08OCT2020 2/2 2 Yes NA/TC R 
(09OCT2020)

N/N

16-55/
C459100
1 1226 
12261767

3^ GENRL Fatigue/
Fatigue

1 19SEP2020 3/3 2 Yes NA R 
(21SEP2020)

N/N

NERV Headache/
Headache

1 19SEP2020 3/3 2 Yes NA R 
(21SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12261768

3^ GASTR Diarrhoea/
Diarrhea

1 17SEP2020 1/1 1 Yes NA R 
(17SEP2020)

N/N

GENRL Chills/
Chills

1 17SEP2020 1/1 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1226 
12261769

3^ GENRL Injection site pruritus/
Pruridus at the injection site

1 17SEP2020 1/4 1 Yes NA R 
(20SEP2020)

N/N

NERV Idiopathic intracranial 
hypertension/

idiopathic intracranial 
hypertension

2 22OCT2020 16/9 3 No O NA/TC/TCN R 
(30OCT2020)

Y/N

INFEC Postoperative wound infection/
surgical site infection

2 03NOV2020 28/C 3 No O NA/TC RG Y/N

16-55/
C459100
1 1226 
12261770

3^ GENRL Injection site pain/
Pain at the injection site

1 18SEP2020 2/4 1 Yes NA R 
(21SEP2020)

N/N

16-55/
C459100
1 1226 
12261771

3^ GENRL Fatigue/
Tiredness

1 17SEP2020 1/2 2 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1226 
12261778

3^ GENRL Pyrexia/
Fever (38.5 C)

1 17SEP2020 1/1 2 Yes NA/TC R 
(17SEP2020)

N/N

16-55/
C459100

3^ NERV Headache/
Headache

1 19SEP2020 3/2 1 Yes NA/TC R 
(20SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12261779

GASTR Diarrhoea/
Diarrhea

2 17OCT2020 11/2 1 Yes NA R 
(18OCT2020)

N/N

16-55/
C459100
1 1226 
12261784

3^ GENRL Injection site pain/
Pain at injection site

1 18SEP2020 2/8 2 Yes NA R 
(25SEP2020)

N/N

GENRL Fatigue/
fatigue

2 08OCT2020 2/1 2 Yes NA/TC R 
(08OCT2020)

N/N

Pyrexia/
fever (38.4C)

2 08OCT2020 2/1 2 Yes NA/TC R 
(08OCT2020)

N/N

16-55/
C459100
1 1226 
12261790

3^ GENRL Injection site erythema/
erythema at injection site

1 17SEP2020 1/12 2 Yes NA R 
(28SEP2020)

N/N

Injection site pain/
pain at injection site

1 17SEP2020 1/12 2 Yes NA R 
(28SEP2020)

N/N

GENRL Pyrexia/
Fever 38.2

2 08OCT2020 2/3 1 Yes NA R 
(10OCT2020)

N/N

METAB Decreased appetite/
inapetence

2 08OCT2020 2/3 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1226 
12261791

3^ GENRL Injection site pain/
Pain at injection site

1 17SEP2020 1/3 1 Yes NA R 
(19SEP2020)

N/N

GENRL Fatigue/
fatigue

2 06OCT2020 1/2 2 Yes NA/TC R 
(07OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
fever (38 C)

2 06OCT2020 1/2 2 Yes NA/TC R 
(07OCT2020)

N/N

MUSC Myalgia/
muscle pain

2 06OCT2020 1/2 2 Yes NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1226 
12261792

3^ GENRL Injection site pain/
Pain at injection site

1 17SEP2020 1/3 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1226 
12261795

3^ GENRL Injection site pain/
Pain at the injection site

1 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

GENRL Injection site pain/
Pain at injection site

2 07OCT2020 1/5 2 Yes NA R 
(11OCT2020)

N/N

GENRL Pyrexia/
Fever 38.1 C

2 08OCT2020 2/1 1 Yes NA/TC R 
(08OCT2020)

N/N

16-55/
C459100
1 1226 
12261796

3^ GENRL Injection site pain/
Pain at the injection site

1 18SEP2020 2/3 1 Yes NA R 
(20SEP2020)

N/N

GENRL Asthenia/
Weakness

2 07OCT2020 1/2 1 Yes NA R 
(08OCT2020)

N/N

MUSC Myalgia/
Muscle pain

2 07OCT2020 1/2 1 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1226 
12261797

3^ GENRL Injection site pain/
Pain at the injection site

1 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1288

FDA-CBER-2021-5683-0127314



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12261800

3^ GENRL Chills/
chills

1 17SEP2020 1/6 1 Yes NA R 
(22SEP2020)

N/N

Injection site erythema/
erythema at injection site

1 17SEP2020 1/6 1 Yes NA R 
(22SEP2020)

N/N

Injection site pain/
pain at injection site

1 17SEP2020 1/6 1 Yes NA R 
(22SEP2020)

N/N

Pyrexia/
fever

1 17SEP2020 1/3 1 Yes NA/TC R 
(19SEP2020)

N/N

MUSC Myalgia/
muscle pain

1 17SEP2020 1/6 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1226 
12261802

3^ GENRL Fatigue/
Fatigue

1 21SEP2020 5/1 2 Yes NA R 
(21SEP2020)

N/N

NERV Headache/
Headache

1 21SEP2020 5/1 2 Yes NA R 
(21SEP2020)

N/N

16-55/
C459100
1 1226 
12261803

3^ GENRL Injection site pain/
pain at injection site

2 06OCT2020 1/3 1 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1226 
12261806

3^ GENRL Chills/
Chills

1 18SEP2020 2/1 1 Yes NA R 
(18SEP2020)

N/N

Fatigue/
Fatigue

1 18SEP2020 2/1 1 Yes NA R 
(18SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

METAB Decreased appetite/
Inapetence

1 18SEP2020 2/1 1 Yes NA R 
(18SEP2020)

N/N

MUSC Myalgia/
Muscular pain

1 18SEP2020 2/1 1 Yes NA R 
(18SEP2020)

N/N

NERV Headache/
Headache

1 18SEP2020 2/1 1 Yes NA R 
(18SEP2020)

N/N

GENRL Pyrexia/
Fever 38.2 C

2 07OCT2020 2/1 1 Yes NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1226 
12261809

3^ GENRL Pyrexia/
Fever (38.1 C)

1 18SEP2020 2/1 1 Yes NA/TC R 
(18SEP2020)

N/N

GENRL Pyrexia/
Fever

2 06OCT2020 1/2 1 Yes NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1226 
12261815

3^ GENRL Injection site pain/
Pain at injection site

2 08OCT2020 1/4 1 Yes NA R 
(11OCT2020)

N/N

Pyrexia/
Fever (38 C)

2 08OCT2020 1/3 1 Yes NA/TC R 
(10OCT2020)

N/N

GASTR Abdominal pain upper/
epigastric pain

2 09OCT2020 2/4 2 Yes NA R 
(12OCT2020)

N/N

Diarrhoea/
diarrhea

2 09OCT2020 2/4 2 Yes NA R 
(12OCT2020)

N/N

NERV Headache/
headache

2 09OCT2020 2/6 2 Yes NA/TC R 
(14OCT2020)

N/N

SKIN Skin lesion/
pruritic erimatous lesions on the 

face

2 13OCT2020 6/2 1 Yes NA R 
(14OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12261819

3^ INV Body temperature increased/
Body temperature incrased 37.3 

C

2 08OCT2020 1/1 1 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1226 
12261820

3^ GENRL Fatigue/
Fatigue

2 08OCT2020 1/1 1 Yes NA/TC R 
(08OCT2020)

N/N

16-55/
C459100
1 1226 
12261823

3^ RESP Rhinorrhoea/
runny nose

1 28SEP2020 11/1 1 No O NA R
(28SEP2020)

N/N

16-55/
C459100
1 1226 
12261824

3^ GENRL Injection site pain/
pain at injection site

1 18SEP2020 1/3 2 Yes NA R 
(20SEP2020)

N/N

GENRL Chills/
chills

2 08OCT2020 1/1 1 Yes NA/TC R 
(08OCT2020)

N/N

Injection site pain/
pain at injection site

2 08OCT2020 1/3 1 Yes NA R 
(10OCT2020)

N/N

GENRL Fatigue/
fatigue

2 09OCT2020 2/1 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1226 
12261826

3^ GENRL Fatigue/
Fatigue

2 09OCT2020 2/1 1 Yes NA/TC R 
(09OCT2020)

N/N

Pyrexia/
Fever 38 C

2 09OCT2020 2/1 1 Yes NA/TC R 
(09OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
muscle pain

2 09OCT2020 2/1 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1226 
12261827

3^ NERV Headache/
headache

1 18SEP2020 1/2 2 Yes NA R 
(19SEP2020)

N/N

NERV Headache/
Headache

2 09OCT2020 2/1 2 Yes NA/TC R 
(09OCT2020)

N/N

16-55/
C459100
1 1226 
12261831

3^ GENRL Injection site pain/
pain at injection site

1 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1226 
12261833

3^ GENRL Chills/
Chills

2 08OCT2020 1/2 2 Yes NA R 
(09OCT2020)

N/N

MUSC Myalgia/
Muscle pain

2 08OCT2020 1/2 2 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1226 
12261835

3^ MUSC Arthralgia/
Joint pain

1 19SEP2020 2/4 1 Yes NA R 
(22SEP2020)

N/N

Myalgia/
Myalgia

1 19SEP2020 2/4 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1226 
12261838

3^ GENRL Pyrexia/
Fever(39 C)

2 08OCT2020 1/3 2 Yes NA/TC R 
(10OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12261839

3^ GENRL Fatigue/
fatigue

1 19SEP2020 2/3 2 Yes NA R 
(21SEP2020)

N/N

Injection site erythema/
erythema at the injection site

1 19SEP2020 2/3 2 Yes NA R 
(21SEP2020)

N/N

MUSC Myalgia/
Muscle pain

1 19SEP2020 2/3 2 Yes NA/TC R 
(21SEP2020)

N/N

GENRL Injection site pain/
Pain at injection site

2 07OCT2020 1/3 2 Yes NA/TC R 
(09OCT2020)

N/Y

MUSC Myalgia/
myalgia

2 07OCT2020 1/3 2 Yes NA/TC R 
(09OCT2020)

N/Y

16-55/
C459100
1 1226 
12261840

3^ GASTR Abdominal pain/
Intermittent abdominal colic

2 24OCT2020 17/7 1 No O NA R 
(30OCT2020)

N/N

16-55/
C459100
1 1226 
12261842

3^ GASTR Diarrhoea/
Diarrhea

2 10OCT2020 3/1 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1226 
12261845

3^ GENRL Injection site pain/
pain at injection site

1 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

GENRL Injection site pain/
pain at injection site

2 08OCT2020 1/2 1 Yes NA/TC R 
(09OCT2020)

N/N

GENRL Asthenia/
asthenia

2 09OCT2020 2/1 1 Yes NA/TC R 
(09OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12261846

3^ GENRL Injection site pain/
Pain at injection site

1 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

GASTR Diarrhoea/
diarrhea

1 24SEP2020 7/1 2 Yes NA R 
(24SEP2020)

N/N

GENRL Injection site pain/
pain at injection site

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1226 
12261847

3^ GENRL Injection site pain/
pain at injection site

1 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1226 
12261850

3^ GENRL Injection site pain/
pain at injection site

1 19SEP2020 2/3 1 Yes NA R 
(21SEP2020)

N/N

16-55/
C459100
1 1226 
12261853

3^ GENRL Fatigue/
Fatigue

1 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

Injection site pain/
Pain at injection site

1 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

NERV Headache/
Headache

1 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

GENRL Chills/
Chills

2 09OCT2020 1/3 2 Yes NA/TC R 
(11OCT2020)

N/N

Pyrexia/
Fever 38 C

2 09OCT2020 1/3 2 Yes NA/TC R 
(11OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12261854

3^ GENRL Injection site pain/
Pain at the injection site

2 10OCT2020 2/C 1 Yes NA/TC RG N/N

Malaise/
Malaise

2 10OCT2020 2/C 1 Yes NA/TC RG N/N

MUSC Myalgia/
Muscle pain

2 10OCT2020 2/C 1 Yes NA/TC RG N/N

16-55/
C459100
1 1226 
12261858

3^ GENRL Fatigue/
fatigue

1 20SEP2020 2/1 1 Yes NA R 
(20SEP2020)

N/N

Injection site pain/
pain at injection site

1 20SEP2020 2/1 1 Yes NA R 
(20SEP2020)

N/N

MUSC Myalgia/
myalgia

1 20SEP2020 2/1 1 Yes NA R 
(20SEP2020)

N/N

INV Body temperature increased/
Increased body temperature 

(37.5)

2 10OCT2020 2/1 1 Yes NA R 
(10OCT2020)

N/N

MUSC Myalgia/
muscle pain

2 10OCT2020 2/1 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1226 
12261860

3^ GENRL Injection site erythema/
erythema at site injection

1 20SEP2020 2/2 1 Yes NA R 
(21SEP2020)

N/N

Injection site pain/
pain at injection site

1 20SEP2020 2/2 1 Yes NA R 
(21SEP2020)

N/N

16-55/
C459100

3^ GASTR Abdominal pain upper/
Epigastric pain

1 20SEP2020 2/1 1 Yes NA R 
(20SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12261863

16-55/
C459100
1 1226 
12261864

3^ BLOOD Lymphadenopathy/
Left axillary lymph node

enlargement

2 10OCT2020 2/6 2 Yes NA/TC R 
(15OCT2020)

N/N

MUSC Myalgia/
Muscle pain

2 10OCT2020 2/2 2 Yes NA/TC R 
(11OCT2020)

N/N

16-55/
C459100
1 1226 
12261865

3^ NERV Headache/
Headache

1 20SEP2020 2/4 2 Yes NA/TC R 
(23SEP2020)

N/N

NERV Headache/
Headache

2 10OCT2020 2/5 2 Yes NA R 
(14OCT2020)

N/N

GASTR Diarrhoea/
Diarrhea

2 12OCT2020 4/3 2 Yes NA/TC R 
(14OCT2020)

N/N

Flatulence/
Flatulence

2 12OCT2020 4/3 2 Yes NA/TC R 
(14OCT2020)

N/N

MUSC Arthralgia/
Generalized joint pain

2 12OCT2020 4/3 2 Yes NA/TC R 
(14OCT2020)

N/N

Myalgia/
Muscle pain

2 12OCT2020 4/3 2 Yes NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 1226 
12261867

3^ GENRL Injection site pain/
Pain at injection site

2 09OCT2020 1/2 1 Yes NA/TC R 
(10OCT2020)

N/N

GENRL Pyrexia/
Fever (39 C)

2 10OCT2020 2/1 2 Yes NA/TC R 
(10OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Muscle pain

2 10OCT2020 2/1 2 Yes NA/TC R 
(10OCT2020)

N/N

NERV Headache/
Headache

2 10OCT2020 2/1 2 Yes NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1226 
12261868

3^ GENRL Injection site pain/
Pain at injection site

1 19SEP2020 1/2 1 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1226 
12261869

3^ GENRL Fatigue/
Fatigue

1 19SEP2020 1/1 1 Yes NA R 
(19SEP2020)

N/N

MUSC Myalgia/
Muscle pain

1 19SEP2020 1/1 1 Yes NA R 
(19SEP2020)

N/N

MUSC Neck pain/
Cervicalgia

1 08OCT2020 20/4 2 No O NA/TC R 
(11OCT2020)

N/N

16-55/
C459100
1 1226 
12261873

3^ GENRL Fatigue/
Fatigue

2 10OCT2020 2/1 1 Yes NA R 
(10OCT2020)

N/N

Injection site pain/
Pain at injection site

2 10OCT2020 2/1 1 Yes NA R 
(10OCT2020)

N/N

Pyrexia/
Fever 38.1 C

2 10OCT2020 2/1 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1226 
12261875

3^ GENRL Fatigue/
Fatigue

1 20SEP2020 2/2 1 Yes NA R 
(21SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
chills

2 09OCT2020 1/3 1 Yes NA R 
(11OCT2020)

N/N

Fatigue/
fatigue

2 09OCT2020 1/3 1 Yes NA R 
(11OCT2020)

N/N

Injection site pain/
pain at injection site

2 09OCT2020 1/3 1 Yes NA R 
(11OCT2020)

N/N

16-55/
C459100
1 1226 
12261876

3^ NERV Headache/
Headache

1 19SEP2020 1/2 1 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1226 
12261877

3^ NERV Headache/
Headache

2 08NOV2020 31/1 1 No O NA/TC R 
(08NOV2020)

N/N

16-55/
C459100
1 1226 
12261878

3^ GENRL Injection site pain/
pain at injection site

1 19SEP2020 1/3 1 Yes NA R 
(21SEP2020)

N/N

GENRL Chills/
Chills

2 08OCT2020 1/2 2 Yes NA/TC R 
(09OCT2020)

N/N

Injection site pain/
Pain at injection site

2 08OCT2020 1/2 2 Yes NA/TC R 
(09OCT2020)

N/N

Pyrexia/
Fever (38 C)

2 08OCT2020 1/2 2 Yes NA/TC/TCN R 
(09OCT2020)

N/N

MUSC Myalgia/
Muscle pain

2 08OCT2020 1/2 2 Yes NA/TC R 
(09OCT2020)

N/N

16-55/
C459100

3^ GENRL Pyrexia/
fever (38.4C)

2 14OCT2020 1/1 1 Yes NA/TC R 
(14OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12261880

16-55/
C459100
1 1226 
12261881

3^ GENRL Injection site pain/
Pain at injection site

1 26SEP2020 2/1 2 Yes NA/TC R 
(26SEP2020)

N/N

MUSC Myalgia/
Muscle pain

2 15OCT2020 2/1 1 Yes NA/TC R 
(15OCT2020)

N/N

16-55/
C459100
1 1226 
12261882

3^ GASTR Diarrhoea/
diarrhea

1 26SEP2020 2/3 1 Yes NA R 
(28SEP2020)

N/N

GENRL Injection site pain/
pain at injection site

1 26SEP2020 2/3 1 Yes NA R 
(28SEP2020)

N/N

16-55/
C459100
1 1226 
12261884

3^ GASTR Abdominal pain/
abdominal colic

1 25SEP2020 1/2 1 Yes NA/TC R 
(26SEP2020)

N/N

GENRL Chills/
Chills

1 25SEP2020 1/1 1 Yes NA R 
(25SEP2020)

N/N

GASTR Diarrhoea/
Diarrhea

1 26SEP2020 2/1 1 Yes NA R 
(26SEP2020)

N/N

NERV Headache/
headache

1 26SEP2020 2/1 1 Yes NA/TC R 
(26SEP2020)

N/N

16-55/
C459100
1 1226 
12261887

3^ GENRL Pyrexia/
Fever

1 25SEP2020 1/3 1 Yes NA/TC R 
(27SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INV Body temperature increased/
Body temperature increased 37.5 

C

2 15OCT2020 2/1 1 Yes NA/TC R 
(15OCT2020)

N/N

16-55/
C459100
1 1226 
12261888

3^ GENRL Chills/
Chills

2 15OCT2020 1/2 1 Yes NA/TC R 
(16OCT2020)

N/N

NERV Headache/
Headache

2 15OCT2020 1/2 1 Yes NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 1226 
12261898

3^ MUSC Myalgia/
Muscle pain

2 16OCT2020 3/4 1 Yes NA R 
(19OCT2020)

N/N

16-55/
C459100
1 1226 
12261900

3^ GENRL Injection site pain/
Pain at injection site

1 25SEP2020 1/4 2 Yes NA/TC R 
(28SEP2020)

N/N

GENRL Chills/
Chills

2 16OCT2020 1/2 1 Yes NA R 
(17OCT2020)

N/N

Fatigue/
Fatigue

2 16OCT2020 1/2 1 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100
1 1226 
12261902

3^ GENRL Injection site pain/
Pain at the injection site

2 15OCT2020 1/2 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1226 
12261908

3^ GENRL Injection site pain/
Pain at the injection site

1 28SEP2020 1/2 2 Yes NA R 
(29SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12261912

3^ GENRL Injection site pain/
Pain at injection site

1 28SEP2020 1/3 1 Yes NA/TC R 
(30SEP2020)

N/N

NERV Headache/
Headache

1 28SEP2020 1/3 1 Yes NA/TC R 
(30SEP2020)

N/N

16-55/
C459100
1 1226 
12261918

3^ EYE Keratitis/
Ocular keratitis

1 04OCT2020 7/8 1 No O NA/TC R 
(11OCT2020)

N/N

16-55/
C459100
1 1226 
12261919

3^ GENRL Injection site pain/
Pain at the injection site

2 19OCT2020 1/3 1 Yes NA R 
(21OCT2020)

N/N

GENRL Pain/
Body pain

2 20OCT2020 2/2 2 Yes NA/TC R 
(21OCT2020)

N/N

Pyrexia/
Fever

2 20OCT2020 2/2 2 Yes NA/TC R 
(21OCT2020)

N/N

NERV Headache/
Headache

2 20OCT2020 2/2 2 Yes NA/TC R 
(21OCT2020)

N/N

16-55/
C459100
1 1226 
12261922

3^ GASTR Diarrhoea/
Diarrhea

1 11OCT2020 14/2 1 No O NA R 
(12OCT2020)

N/N

16-55/
C459100
1 1226 
12261923

3^ GASTR Diarrhoea/
Diarrhea

2 23OCT2020 3/C 2 Yes NA RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12261928

3^ GENRL Injection site pain/
Pain at injection site

1 29SEP2020 1/2 1 Yes NA/TC R 
(30SEP2020)

N/N

Malaise/
Malaise

1 29SEP2020 1/2 1 Yes NA/TC R 
(30SEP2020)

N/N

16-55/
C459100
1 1226 
12261929

3^ NERV Headache/
Headache

2 21OCT2020 2/1 1 Yes NA/TC R 
(21OCT2020)

N/N

16-55/
C459100
1 1226 
12261930

3^ GENRL Fatigue/
Fatigue

1 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

Injection site pain/
Pain at the injection site

1 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1226 
12261934

3^ GENRL Injection site pain/
Pain at injection site

1 29SEP2020 1/3 1 Yes NA R 
(01OCT2020)

N/N

GENRL Injection site pain/
Pain at the injection site

2 20OCT2020 1/2 1 Yes NA R 
(21OCT2020)

N/N

16-55/
C459100
1 1226 
12261935

3^ NERV Headache/
Headache

1 30SEP2020 2/1 1 Yes NA/TC R 
(30SEP2020)

N/N

16-55/
C459100
1 1226 
12261936

3^ GENRL Injection site pain/
pain at injection site

1 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Muscle pain

2 21OCT2020 2/1 2 Yes NA/TC R 
(21OCT2020)

N/N

16-55/
C459100
1 1226 
12261938

3^ NERV Headache/
Headache

1 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1226 
12261939

3^ GENRL Chills/
chills

1 29SEP2020 1/2 2 Yes NA R 
(30SEP2020)

N/N

Injection site pain/
pain at injection site

1 29SEP2020 1/2 2 Yes NA R 
(30SEP2020)

N/N

Malaise/
malaise

1 29SEP2020 1/2 2 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1226 
12261942

3^ MUSC Myalgia/
Muscle pain

1 30SEP2020 2/2 2 Yes NA/TC R 
(01OCT2020)

N/N

16-55/
C459100
1 1226 
12261945

3^ GENRL Fatigue/
fatigue

1 29SEP2020 1/2 1 Yes NA R
(30SEP2020)

N/N

MUSC Myalgia/
myalgia

1 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1226 
12261947

3^ GENRL Injection site pain/
Pain at injection site

1 29SEP2020 1/2 1 Yes NA/TC R 
(30SEP2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1303

FDA-CBER-2021-5683-0127329



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Malaise/
malaise

1 29SEP2020 1/2 1 Yes NA/TC R 
(30SEP2020)

N/N

16-55/
C459100
1 1226 
12261952

3^ GENRL Injection site pain/
pain at injection site

1 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

Pyrexia/
Fever (38 C)

1 30SEP2020 1/3 1 Yes NA R 
(02OCT2020)

N/N

MUSC Myalgia/
muscle pain

1 30SEP2020 1/3 1 Yes NA R 
(02OCT2020)

N/N

NERV Headache/
headache

1 01OCT2020 2/C 1 Yes NA RG N/N

16-55/
C459100
1 1226 
12261954

3^ GASTR Diarrhoea/
Diarrhea

1 30SEP2020 1/1 1 Yes NA R 
(30SEP2020)

N/N

GENRL Injection site pain/
Pain at the injection site

1 01OCT2020 2/1 1 Yes NA R 
(01OCT2020)

N/N

GENRL Asthenia/
weakness

2 04NOV2020 1/C 1 Yes NA RG N/N

Fatigue/
fatigue

2 04NOV2020 1/C 1 Yes NA RG N/N

16-55/
C459100
1 1226 
12261956

3^ NERV Headache/
Headache

1 01OCT2020 2/1 1 Yes NA/TC R 
(01OCT2020)

N/N

GENRL Chills/
chills

2 22OCT2020 2/C 1 Yes NA RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
fever (38 C)

2 22OCT2020 2/C 1 Yes NA/TC RG N/N

MUSC Myalgia/
muscle pain

2 22OCT2020 2/C 1 Yes NA RG N/N

16-55/
C459100
1 1226 
12261960

3^ NERV Headache/
Headache

1 03OCT2020 4/2 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1226 
12261961

3^ GASTR Nausea/
Nauseas

1 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1226 
12261962

3^ MUSC Arthralgia/
joint pain

2 21OCT2020 1/2 2 Yes NA/TC R 
(22OCT2020)

N/N

Myalgia/
muscle pain

2 21OCT2020 1/2 2 Yes NA/TC R 
(22OCT2020)

N/N

NERV Headache/
headache

2 21OCT2020 1/2 2 Yes NA/TC R 
(22OCT2020)

N/N

16-55/
C459100
1 1226 
12261963

3^ SKIN Skin lesion/
Linear erythematous lesions in 

the anterior thoracic region

2 22OCT2020 2/C 1 No O NA RG N/N

INFEC Rhinitis/
Coryza

2 25OCT2020 5/1 1 No O NA R 
(25OCT2020)

N/N

RESP Nasal congestion/
Nasal congestion

2 25OCT2020 5/1 1 No O NA R 
(25OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12261964

3^ GENRL Fatigue/
fatigue

2 21OCT2020 1/2 1 Yes NA R 
(22OCT2020)

N/N

NERV Headache/
headache

2 21OCT2020 1/2 1 Yes NA/TC R 
(22OCT2020)

N/N

16-55/
C459100
1 1226 
12261966

3^ MUSC Myalgia/
Muscle pain

2 24OCT2020 2/2 1 Yes NA/TC R 
(25OCT2020)

N/N

NERV Headache/
Headache

2 24OCT2020 2/2 1 Yes NA/TC R 
(25OCT2020)

N/N

16-55/
C459100
1 1226 
12261968

3^ GENRL Injection site pain/
pain at injection site

1 30SEP2020 1/2 1 Yes NA/TC R 
(01OCT2020)

N/N

NERV Headache/
headache

1 01OCT2020 2/1 1 Yes NA/TC R 
(01OCT2020)

N/N

GENRL Injection site pain/
Pain at the injection site

2 22OCT2020 2/2 1 Yes NA/TC R 
(23OCT2020)

N/N

NERV Headache/
Headache

2 22OCT2020 2/2 1 Yes NA/TC R 
(23OCT2020)

N/N

16-55/
C459100
1 1226 
12261972

3^ GENRL Capsular contracture associated 
with breast implant/

Capsular contracture in breast 
implants

1 08OCT2020 9/C 2 No O NA RG N/N

Medical device site granuloma/
Granuloma in breast implants

1 08OCT2020 9/C 2 No O NA RG N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12261976

3^ GENRL Chills/
chills

2 22OCT2020 1/1 2 Yes NA/TC R 
(22OCT2020)

N/N

Injection site pain/
pain at injection site

2 22OCT2020 1/C 2 Yes NA/TC RG N/N

16-55/
C459100
1 1226 
12261978

3^ GENRL Injection site pain/
Pain at injection site

1 01OCT2020 1/1 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1226 
12261981

3^ GENRL Fatigue/
Fatigue

1 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

Injection site pain/
Pain at the injection site

1 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

NERV Headache/
Headache

1 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1226 
12261983

3^ GENRL Injection site pain/
Pain at the injection site

1 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1226
12261988

3^ GENRL Injection site pain/
Pain at the injection site

1 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1226 
12261995

3^ MUSC Myalgia/
Muscle pain

1 02OCT2020 2/2 2 Yes NA R 
(03OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12261998

3^ GENRL Injection site pain/
Pain at the injection site

1 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

GENRL Malaise/
Malaise

1 02OCT2020 2/1 1 Yes NA R 
(02OCT2020)

N/N

NERV Headache/
Headache

1 02OCT2020 2/3 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1226 
12261999

3^ GENRL Injection site pain/
pain at injection site

1 02OCT2020 2/1 1 Yes NA/TC R 
(02OCT2020)

N/N

Pyrexia/
Fever (38C)

1 02OCT2020 2/1 1 Yes NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 1226 
12262001

3^ GENRL Malaise/
Malaise

1 02OCT2020 2/1 1 Yes NA/TC R 
(02OCT2020)

N/N

Pain/
Body pain

1 02OCT2020 2/1 1 Yes NA R 
(02OCT2020)

N/N

Pyrexia/
Fever 38.5 C

1 02OCT2020 2/1 1 Yes NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 1226 
12262002

3^ GENRL Injection site pain/
pain at injection site

1 01OCT2020 1/3 1 Yes NA R 
(03OCT2020)

N/N

Malaise/
malaise

1 01OCT2020 1/3 1 Yes NA R 
(03OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
headache

1 02OCT2020 2/2 1 Yes NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1226 
12262012

3^ GENRL Injection site pain/
pain at injection site

1 02OCT2020 1/3 1 Yes NA R 
(04OCT2020)

N/N

GENRL Fatigue/
fatigue

1 03OCT2020 2/1 1 Yes NA R 
(03OCT2020)

N/N

MUSC Myalgia/
Muscle pain

2 22OCT2020 2/2 2 Yes NA/TC R 
(23OCT2020)

N/N

NERV Headache/
Headache

2 22OCT2020 2/2 2 Yes NA/TC R 
(23OCT2020)

N/N

16-55/
C459100
1 1226 
12262015

3^ GENRL Injection site pain/
Paim at injection site

1 02OCT2020 1/3 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1226 
12262016

3^ GASTR Toothache/
toothache

2 27OCT2020 7/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1226 
12262017

3^ GENRL Injection site pain/
Pain at the injection site

2 21OCT2020 1/5 2 Yes NA/TC R 
(25OCT2020)

N/N

GENRL Injection site erythema/
Erythema at the injection site

2 22OCT2020 2/4 2 Yes NA/TC R 
(25OCT2020)

N/N

Injection site oedema/
Edema at the injection site

2 22OCT2020 2/4 2 Yes NA/TC R 
(25OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever 38.7 C

2 22OCT2020 2/1 2 Yes NA/TC R 
(22OCT2020)

N/N

16-55/
C459100
1 1226 
12262018

3^ GENRL Pyrexia/
fever (38 C)

2 24OCT2020 2/1 1 Yes NA/TC R 
(24OCT2020)

N/N

MUSC Myalgia/
muscle pain

2 24OCT2020 2/1 1 Yes NA R 
(24OCT2020)

N/N

16-55/
C459100
1 1226 
12262019

3^ MUSC Arthralgia/
Joint pain in the right knee

1 04OCT2020 3/C 1 Yes NA RG N/N

16-55/
C459100
1 1226 
12262021

3^ GENRL Chills/
chills

1 02OCT2020 1/1 2 Yes NA R 
(02OCT2020)

N/N

NERV Headache/
headache

1 02OCT2020 1/3 2 Yes NA R 
(04OCT2020)

N/N

MUSC Arthralgia/
joint pain

1 03OCT2020 2/2 2 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1226 
12262023

3^ GENRL Fatigue/
Fatigue

1 02OCT2020 1/5 2 Yes NA R 
(06OCT2020)

N/N

MUSC Arthralgia/
Arthralgia

1 02OCT2020 1/5 2 Yes NA R 
(06OCT2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
Pain at the injection site

1 03OCT2020 1/2 1 Yes NA R 
(04OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12262026

GENRL Chills/
Chills

1 04OCT2020 2/1 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1226 
12262029

3^ GASTR Diarrhoea/
Diarrhea

1 04OCT2020 2/3 2 Yes NA R 
(06OCT2020)

N/N

Nausea/
Nausea

1 04OCT2020 2/3 2 Yes NA/TC R 
(06OCT2020)

N/N

NERV Headache/
Headache

1 04OCT2020 2/3 2 Yes NA/TC R 
(06OCT2020)

N/N

16-55/
C459100
1 1226 
12262034

3^ GENRL Fatigue/
fatigue

1 03OCT2020 1/3 1 Yes NA R 
(05OCT2020)

N/N

Malaise/
malaise

1 03OCT2020 1/3 1 Yes NA R 
(05OCT2020)

N/N

MUSC Myalgia/
muscle pain

1 03OCT2020 1/3 1 Yes NA R 
(05OCT2020)

N/N

NERV Headache/
headache

1 04OCT2020 2/2 1 Yes NA R 
(05OCT2020)

N/N

GENRL Fatigue/
Fatigue

2 26OCT2020 1/2 1 Yes NA R 
(27OCT2020)

N/N

Injection site pain/
Pain at the injection site

2 26OCT2020 1/2 1 Yes NA R 
(27OCT2020)

N/N

Pyrexia/
Fever 38.4 C

2 26OCT2020 1/2 1 Yes NA R 
(27OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Muscle pain

2 26OCT2020 1/2 1 Yes NA R 
(27OCT2020)

N/N

16-55/
C459100
1 1226 
12262037

3^ GENRL Injection site pain/
Pain at the injection site

2 26OCT2020 1/C 1 Yes NA RG N/N

INV Body temperature increased/
Body temperature increased 37.6 

C

2 26OCT2020 1/2 1 Yes NA R 
(27OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 26OCT2020 1/2 1 Yes NA R 
(27OCT2020)

N/N

16-55/
C459100
1 1226 
12262039

3^ GENRL Fatigue/
Fatigue

1 04OCT2020 2/8 1 Yes NA R 
(11OCT2020)

N/N

NERV Headache/
Headache

1 04OCT2020 2/1 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1226 
12262040

3^ GENRL Injection site pain/
Pain at injection site

1 03OCT2020 1/8 2 Yes NA R 
(10OCT2020)

N/N

GENRL Chills/
Chills

2 24OCT2020 2/7 2 Yes NA/TC R 
(30OCT2020)

N/N

MUSC Myalgia/
Muscle pain

2 24OCT2020 2/7 2 Yes NA R 
(30OCT2020)

N/N

NERV Headache/
Headache

2 24OCT2020 2/7 2 Yes NA R 
(30OCT2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
Pain at injection site

1 03OCT2020 1/4 1 Yes NA R 
(06OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12262042

NERV Headache/
Headache

1 04OCT2020 2/2 1 Yes NA/TC R 
(05OCT2020)

N/N

16-55/
C459100
1 1226 
12262044

3^ GENRL Fatigue/
Tiredness

1 04OCT2020 2/3 2 Yes NA R 
(06OCT2020)

N/N

Injection site pain/
Pain at injection site

1 04OCT2020 2/3 2 Yes NA R 
(06OCT2020)

N/N

Malaise/
Malaise

1 04OCT2020 2/3 2 Yes NA R 
(06OCT2020)

N/N

NERV Headache/
Headache

1 04OCT2020 2/3 2 Yes NA R 
(06OCT2020)

N/N

GENRL Chills/
Chills

2 26OCT2020 1/C 1 Yes NA/TC RG N/N

Injection site pain/
Pain at the injection site

2 26OCT2020 1/C 1 Yes NA/TC RG N/N

16-55/
C459100
1 1226 
12262045

3^ NERV Headache/
Headache

1 04OCT2020 2/4 1 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1226 
12262046

3^ GENRL Pyrexia/
Fever (38,9 C)

2 26OCT2020 1/1 2 Yes NA/TC R 
(26OCT2020)

N/N

16-55/
C459100

3^ GASTR Nausea/
nausea

1 04OCT2020 2/2 1 Yes NA R 
(05OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12262048

16-55/
C459100
1 1226 
12262050

3^ INV Body temperature increased/
Increased body temperature (37.7 

C)

2 23OCT2020 1/2 1 Yes NA/TC R 
(24OCT2020)

N/N

NERV Headache/
Headache

2 24OCT2020 2/3 1 Yes NA R 
(26OCT2020)

N/N

16-55/
C459100
1 1226 
12262051

3^ GENRL Injection site pain/
pain at injection site

2 03NOV2020 1/3 1 Yes NA/TC R 
(05NOV2020)

N/N

MUSC Myalgia/
muscle pain

2 03NOV2020 1/3 1 Yes NA/TC R 
(05NOV2020)

N/N

16-55/
C459100
1 1226 
12262058

3^ GENRL Injection site pain/
pain at injection site

1 03OCT2020 1/2 1 Yes NA R 
(04OCT2020)

N/N

GENRL Pyrexia/
Fever 38 C

2 26OCT2020 1/C 1 Yes NA/TC RG N/N

16-55/
C459100
1 1226 
12262059

3^ GASTR Diarrhoea/
Diarrhea

1 03OCT2020 1/1 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1226 
12262064

3^ GENRL Injection site pain/
pain at injection site

1 03OCT2020 1/4 2 Yes NA R 
(06OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
fatigue

1 04OCT2020 2/2 2 Yes NA R 
(05OCT2020)

N/N

16-55/
C459100
1 1226 
12262065

3^ GENRL Injection site pain/
Pain at injection site

1 03OCT2020 1/2 2 Yes NA R 
(04OCT2020)

N/N

Malaise/
Malaise

1 03OCT2020 1/2 2 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1226 
12262067

3^ MUSC Pain in extremity/
Pain at right foot

1 10OCT2020 8/1 1 No O NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1226 
12262068

3^ GENRL Injection site pain/
Pain at the injection site

1 05OCT2020 1/3 1 Yes NA R 
(07OCT2020)

N/N

NERV Headache/
Headache

1 14OCT2020 10/2 2 No O NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1226 
12262071

3^ NERV Headache/
Headache

1 05OCT2020 1/1 1 Yes NA/TC R 
(05OCT2020)

N/N

16-55/
C459100
1 1226 
12262072

3^ EYE Eye pain/
retro eye pain

1 05OCT2020 1/2 1 Yes NA R 
(06OCT2020)

N/N

GENRL Fatigue/
fatigue

1 05OCT2020 1/2 2 Yes NA R 
(06OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Pain at the injection site

1 05OCT2020 1/3 1 Yes NA R 
(07OCT2020)

N/N

NERV Headache/
headache

1 05OCT2020 1/2 2 Yes NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1226 
12262076

3^ GENRL Injection site pain/
pain at injection site

1 05OCT2020 1/2 1 Yes NA R 
(06OCT2020)

N/Y

GASTR Diarrhoea/
diarrhea

1 06OCT2020 2/1 1 Yes NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1226 
12262079

3^ GENRL Injection site pain/
Pain at the injection site

1 05OCT2020 1/3 2 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1226 
12262080

3^ GENRL Fatigue/
fatigue

1 07OCT2020 3/3 2 Yes NA R 
(09OCT2020)

N/N

MUSC Myalgia/
muscle pain

1 07OCT2020 3/3 2 Yes NA R 
(09OCT2020)

N/N

NERV Headache/
headache

1 07OCT2020 3/3 2 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1226 
12262081

3^ GENRL Injection site pain/
Pain at the injection site

1 05OCT2020 1/2 1 Yes NA R 
(06OCT2020)

N/N

GENRL Injection site pain/
Pain at injection site

2 27OCT2020 1/C 1 Yes NA RG N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12262085

3^ GENRL Injection site pain/
injection site pain

1 05OCT2020 1/3 1 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1226 
12262086

3^ GENRL Injection site pain/
Pain at injection site

1 06OCT2020 2/1 1 Yes NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1226 
12262089

3^ INFEC Urinary tract infection/
Urinary tract infection

1 18OCT2020 13/5 3 No O NA/TC R 
(22OCT2020)

Y/N

16-55/
C459100
1 1226 
12262095

3^ GENRL Injection site pain/
Pain at injection site

1 06OCT2020 1/3 2 Yes NA/TC R 
(08OCT2020)

N/N

GENRL Pyrexia/
Fever

1 07OCT2020 2/2 2 Yes NA/TC R 
(08OCT2020)

N/N

NERV Headache/
Headache

1 08OCT2020 3/C 1 No O NA RG N/N

16-55/
C459100
1 1226 
12262099

3^ MUSC Arthralgia/
Joint pain in elbows

1 07OCT2020 1/3 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1226 
12262104

3^ GENRL Injection site pain/
pain at injection site

1 08OCT2020 2/2 2 Yes NA R 
(09OCT2020)

N/N

Pyrexia/
fever (38 C)

1 08OCT2020 2/1 2 Yes NA R 
(08OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

2 29OCT2020 2/1 1 Yes NA/TC R 
(29OCT2020)

N/N

GENRL Chills/
Chills

2 30OCT2020 3/1 1 Yes NA R 
(30OCT2020)

N/N

MUSC Costochondritis/
Costochondritis in the sternal 

region

2 30OCT2020 3/C 3 No O NA RG N/N

16-55/
C459100
1 1226 
12262105

3^ NERV Headache/
Headache

1 15OCT2020 9/4 1 No O NA/TC R 
(18OCT2020)

N/N

16-55/
C459100
1 1226 
12262107

3^ GASTR Gastrooesophageal reflux 
disease/

gastroesophageal reflux disease

1 16OCT2020 9/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1226 
12262110

3^ GENRL Injection site pain/
Pain at the injection site

1 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

MUSC Myalgia/
Muscle pain

1 09OCT2020 2/1 1 Yes NA R 
(09OCT2020)

N/N

NERV Headache/
Headache

1 09OCT2020 2/1 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1226 
12262112

3^ GENRL Pyrexia/
fever

1 09OCT2020 2/2 1 Yes NA/TC R 
(10OCT2020)

N/N

INJ&P Wound/
piercing-sharp accident

1 17OCT2020 10/2 1 No O NA/TC R 
(18OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12262113

3^ GENRL Injection site pain/
Pain at the injection site

1 09OCT2020 2/2 1 Yes NA/TC R 
(10OCT2020)

N/N

INV Body temperature increased/
Body temperature elevated 37.3 

C

1 09OCT2020 2/2 2 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1226 
12262115

3^ GENRL Injection site pain/
Pain at injection site

1 09OCT2020 2/2 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1226 
12262117

3^ MUSC Myalgia/
muscle pain

1 10OCT2020 2/5 2 Yes NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 1226 
12262120

3^ GENRL Chills/
chills

1 10OCT2020 2/2 1 Yes NA R 
(11OCT2020)

N/N

16-55/
C459100
1 1226 
12262121

3^ INFEC Cystitis/
cystitis

1 20OCT2020 12/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1226 
12262126

3^ GASTR Diarrhoea/
Diarrhea

1 09OCT2020 1/1 1 Yes NA/TC R 
(09OCT2020)

N/N

GENRL Injection site pain/
Pain at the injection site

1 09OCT2020 1/5 2 Yes NA/TC R 
(13OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Pyrexia/
Fever 39.6 C

1 10OCT2020 2/1 3 Yes NA/TC R 
(10OCT2020)

N/N

MUSC Arthralgia/
Joint pain

1 10OCT2020 2/4 1 Yes NA R 
(13OCT2020)

N/N

Myalgia/
Muscle pain

1 10OCT2020 2/4 1 Yes NA R 
(13OCT2020)

N/N

16-55/
C459100
1 1226 
12262127

3^ NERV Headache/
Headache

1 10OCT2020 2/1 1 Yes NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1226 
12262128

3^ MUSC Myalgia/
Muscle pain

1 10OCT2020 2/1 1 Yes NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1226 
12262129

3^ REPRO Pelvic pain/
Pelvic pain

1 13OCT2020 5/3 2 No O NA/TC R 
(15OCT2020)

N/N

16-55/
C459100
1 1226 
12262130

3^ GENRL Injection site pain/
Pain at the injection site

1 09OCT2020 1/2 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1226 
12262135

3^ GENRL Fatigue/
Fatigue

1 09OCT2020 1/2 1 Yes NA R 
(10OCT2020)

N/N

GENRL Injection site pain/
Pain at the injection site

1 10OCT2020 2/3 1 Yes NA R 
(12OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12262137

3^ GENRL Injection site pain/
Pain at the injection site

1 09OCT2020 1/3 1 Yes NA/TC R 
(11OCT2020)

N/N

16-55/
C459100
1 1226 
12262138

3^ MUSC Myalgia/
Muscle pain

1 11OCT2020 3/2 1 Yes NA/TC R 
(12OCT2020)

N/N

16-55/
C459100
1 1229 
12291012

3^ MUSC Myalgia/
localised non specific myalgia

2 19OCT2020 5/9 1 No CND NA R 
(27OCT2020)

N/N

16-55/
C459100
1 1229 
12291031

3^ NERV Headache/
Headache

1 28SEP2020 1/24 1 No O NA R 
(21OCT2020)

N/N

16-55/
C459100
1 1229 
12291145

3^ INFEC Upper respiratory tract infection/
Upper Respiratory Tract 

Infection

2 13NOV2020 16/C 1 No O NA/TC N N/N

RESP Nasal turbinate hypertrophy/
Swollen Turbinates

2 13NOV2020 16/C 1 No O NA/TC N N/N

16-55/
C459100
1 1230 
12301001

3^ SKIN Erythema/
Erythema medial aspect on 

Humerus Left upper extremity 
(not by injection site)

1 23SEP2020 1/7 2 Yes NA/TC R 
(29SEP2020)

N/N

16-55/
C459100
1 1230 
12301011

3^ INJ&P Ankle fracture/
Broken Ankle

1 12OCT2020 20/C 1 No O NA/TC/TCN RG N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1230 
12301045

3^† INJ&P Exposure during pregnancy/
Exposure during Pregnancy

1 20OCT2020 22/C No O P UNK N/N

16-55/
C459100
1 1230 
12301129

3^ GENRL Fatigue/
Moderate Fatigue

1 08OCT2020 4/2 2 Yes NA/TC R 
(09OCT2020)

N/N

NERV Headache/
Severe Headache

1 08OCT2020 4/2 3 Yes NA/TC R 
(09OCT2020)

N/N

16-55/
C459100
1 1230 
12301134

3^ INJ&P Thermal burn/
Burn Wound on Left forearm

1 23OCT2020 19/C 2 No O NA/TCN RG N/N

16-55/
C459100
1 1230 
12301214

3^ MUSC Myalgia/
Generalized Muscle Pain

2 31OCT2020 2/3 3 Yes NA/TC R 
(02NOV2020)

N/N

16-55/
C459100
1 1231 
12311001

3^ SKIN Rash/
abdomen skin rash

2 17SEP2020 22/4 1 No O NA R 
(20SEP2020)

N/N

Rash/
back skin rash

2 17SEP2020 22/4 1 No O NA R 
(20SEP2020)

N/N

Rash/
both arms skin rash

2 17SEP2020 22/4 1 No O NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1231 
12311003

3^ MUSC Back pain/
mild low back pain

2 18SEP2020 23/14 1 No O NA/TC R 
(01OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12311008

3^ NERV Headache/
Headache

2 19SEP2020 24/1 1 No O NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1231 
12311027

3^ NERV Sciatica/
chronic lumbociatalgia 

exacerbated

1 25AUG2020 16/12 2 No O NA/TC R 
(05SEP2020)

N/N

INFEC Soft tissue infection/
Right elbow soft tissue infection

1 03SEP2020 25/12 1 No O NA/TC R 
(14SEP2020)

N/N

MUSC Myalgia/
MUSCLE PAIN IN BOTH 

UPPER LIMBS

2 07OCT2020 2/1 1 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1231 
12311036

3^ INFEC Tooth infection/
Upper molar infection

2 09SEP2020 8/8 1 No O NA/TC R 
(16SEP2020)

N/N

16-55/
C459100
1 1231 
12311043

3^ PSYCH Anxiety disorder/
Anxiety Disorder

2 26SEP2020 26/1 2 No O NA R 
(26SEP2020)

N/N

INJ&P Heat stroke/
insolation

2 01NOV2020 62/2 1 No O NA/TC R 
(02NOV2020)

N/N

16-55/
C459100
1 1231 
12311051

3^ VASC Hypertension/
high blood pressure

2 24SEP2020 24/1 1 No O NA/TC R 
(24SEP2020)

N/N

16-55/
C459100

3^ INFEC Tooth infection/
odontogenic infection

2 03SEP2020 3/29 2 No O NA/TCN R 
(01OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12311052

MUSC Back pain/
low back pain

2 24OCT2020 54/7 1 No O NA R 
(30OCT2020)

N/N

16-55/
C459100
1 1231 
12311058

3^ EAR Deafness unilateral/
hearing loss in the left ear

2 27SEP2020 27/12 1 No O NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1231 
12311065

3^ MUSC Myalgia/
Myalgia

2 20OCT2020 50/2 1 No O NA/TC R 
(21OCT2020)

N/N

16-55/
C459100
1 1231 
12311074

3^ EAR Tinnitus/
exacerbation of bilateral tinnitus.

1 30AUG2020 19/31 2 No O NA/TC R 
(29SEP2020)

N/N

16-55/
C459100
1 1231 
12311077

3^ INJ&P Tooth fracture/
BROKEN SECOND MOLAR

2 28SEP2020 28/1 1 No O NA/TC R 
(28SEP2020)

N/N

SURG Dental care/
DENTAL TREATMENT

2 28SEP2020 28/1 1 No O NA/TC/TCN R 
(28SEP2020)

N/N

16-55/
C459100
1 1231 
12311085

3^ MUSC Tenosynovitis stenosans/
De Quervain's tenosynovitis

1 17AUG2020 6/64 2 No O NA/TC/TCN R 
(19OCT2020)

N/N

16-55/
C459100

3^ EYE Chalazion/
Chalazion

2 03OCT2020 33/C 2 No O NA/TC RG N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12311095

16-55/
C459100
1 1231 
12311097

3^ GASTR Diarrhoea/
Diarrhea

1 23AUG2020 12/3 1 No O NA R 
(25AUG2020)

N/N

GASTR Diarrhoea/
Diarrhea

2 09SEP2020 8/1 1 No O NA/TCN R 
(09SEP2020)

N/N

16-55/
C459100
1 1231 
12311105

3^ GASTR Dyspepsia/
dyspepsia

2 20SEP2020 19/9 1 No O NA R 
(28SEP2020)

N/N

16-55/
C459100
1 1231 
12311112

3^ VASC Phlebitis superficial/
Superficial phlebitis of the left 

arm

2 11OCT2020 38/19 2 No O NA/TC R 
(29OCT2020)

N/N

16-55/
C459100
1 1231 
12311121

3^ MUSC Myalgia/
Myalgia

1 19AUG2020 7/11 1 No O NA R 
(29AUG2020)

N/N

16-55/
C459100
1 1231 
12311126

3^ INJ&P Joint dislocation/
right shoulder dislocation

2 22SEP2020 22/1 3 No O NA/TC/TCN RS 
(22SEP2020)

N/N

Road traffic accident/
MOTOR VEHICLE ACCIDENT

2 22SEP2020 22/1 3 No O NA/TC/TCN RS 
(22SEP2020)

N/N

16-55/
C459100

3^ NERV Headache/
headache

2 13SEP2020 11/3 1 No O NA/TC R 
(15SEP2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1325

FDA-CBER-2021-5683-0127351



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12311130

16-55/
C459100
1 1231 
12311141

3^ INFEC Genital herpes/
exacerbated genital herpes

2 27SEP2020 26/9 1 No O NA/TC/TCN R 
(05OCT2020)

N/N

16-55/
C459100
1 1231 
12311152

3^ MUSC Arthralgia/
Joint pain

2 10SEP2020 7/36 2 No O NA/TC R 
(15OCT2020)

N/N

MUSC Arthralgia/
pain in right knee

2 07OCT2020 34/C 1 No O NA/TC N N/N

16-55/
C459100
1 1231 
12311164

3^ GASTR Abdominal pain/
Abdominal pain

2 02SEP2020 1/2 3 No O NA/TC/TCN R 
(03SEP2020)

N/N

16-55/
C459100
1 1231 
12311166

3^ SKIN Dermatitis bullous/
bullous lesion on right hand

2 30SEP2020 28/31 1 No O NA/TC R 
(30OCT2020)

N/N

MUSC Arthralgia/
Left shoulder arthralgia

2 20OCT2020 48/8 1 No O NA/TC R 
(27OCT2020)

N/N

16-55/
C459100
1 1231 
12311176

3^ INFEC Tooth infection/
Dental infection

2 08SEP2020 5/7 1 No O NA/TC R 
(14SEP2020)

N/N

INJ&P Tooth fracture/
Tooth fracture

2 08SEP2020 5/C 1 No O NA/TC RG N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INFEC Oral herpes/
Cold sores

2 31OCT2020 58/3 1 No O NA R 
(02NOV2020)

N/N

16-55/
C459100
1 1231 
12311183

3^ GASTR Toothache/
Toothache

2 27SEP2020 26/4 2 No O NA/TC R 
(30SEP2020)

N/N

16-55/
C459100
1 1231
12311191

3^ INFEC Cystitis/
Cystitis

1 09OCT2020 57/3 1 No O NA/TC R 
(11OCT2020)

N/N

16-55/
C459100
1 1231 
12311195

3^ INFEC Conjunctivitis/
Conjunctivitis

1 20AUG2020 7/2 1 No O NA/TC R 
(21AUG2020)

N/N

16-55/
C459100
1 1231 
12311199

3^ INFEC Genital herpes simplex/
Genital herpes simplex type 2

2 16SEP2020 14/13 1 No O NA/TC R 
(28SEP2020)

N/N

16-55/
C459100
1 1231 
12311205

3^ INJ&P Ulna fracture/
Left arm olecranon fracture

2 17SEP2020 15/C 3 No O NA/TC/TCN RG Y/N

16-55/
C459100
1 1231 
12311211

3^ INJ&P Fall/
Fall from his own height

1 19SEP2020 37/1 2 No O NA R 
(19SEP2020)

N/N

MUSC Coccydynia/
Coccigodinia

1 19SEP2020 37/22 2 No O NA/TC/TCN R 
(10OCT2020)

N/N

16-55/
C459100

3^ CARD Tachycardia/
tachycardia

2 06OCT2020 33/C 2 No O NA RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12311229

16-55/
C459100
1 1231 
12311231

3^ INFEC Tooth infection/
dental infection

1 24AUG2020 11/7 2 No O NA/TC R 
(30AUG2020)

N/N

16-55/
C459100
1 1231 
12311233

3^ VASC Hypertension/
exacerbation of arterial 

hypertension

2 15SEP2020 14/3 1 No O NA/TC/TCN R 
(17SEP2020)

N/N

16-55/
C459100
1 1231 
12311238

3^ GASTR Odynophagia/
Odynophagia

2 16SEP2020 15/4 1 No O NA R 
(19SEP2020)

N/N

GENRL Asthenia/
asthenia

2 16SEP2020 15/2 1 No O NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1231 
12311243

3^ SKIN Rash pruritic/
pruritic rash

1 18AUG2020 5/4 2 Yes NA/TC R 
(21AUG2020)

N/N

16-55/
C459100
1 1231 
12311248

3^ EYE Blepharitis/
Left blepharitis

2 30SEP2020 27/10 1 No O NA/TC R 
(09OCT2020)

N/N

Eyelid pain/
PAIN OF THE UPPER LEFT 

EYELID

2 30SEP2020 27/10 1 No O NA/TC R 
(09OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Eyelids pruritus/
ITCHING OF THE UPPER 

LEFT EYELID

2 30SEP2020 27/10 1 No O NA/TC R 
(09OCT2020)

N/N

16-55/
C459100
1 1231 
12311281

3^ INFEC Appendicitis/
acute appendicitis

2 18SEP2020 15/19 3 No O NA/TC/TCN R 
(06OCT2020)

Y/N

INV Electrocardiogram QT 
prolonged/

QT interval prolongation

2 18SEP2020 15/1 1 No O NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1231 
12311294

3^ INFEC Pyelonephritis/
pyelonephritis

2 12SEP2020 6/9 3 No O NA/TC R 
(20SEP2020)

N/N

INJ&P Bone fissure/
Fissure of left elbow bone

2 23OCT2020 47/C 1 No O NA/TC/TCN N N/N

Joint dislocation/
Dislocation of the left elbow

2 23OCT2020 47/C 1 No O NA/TC/TCN N N/N

16-55/
C459100
1 1231 
12311295

3^ BLOOD Lymphadenopathy/
Left axillary adenopathy

2 05SEP2020 3/16 1 Yes NA/TC/TCN R 
(20SEP2020)

N/N

NERV Tension headache/
Tension headache

2 05OCT2020 33/11 2 No O NA/TC R 
(15OCT2020)

N/N

16-55/
C459100
1 1231 
12311301

3^ RESP Asthma/
Moderate asthma attack

1 26AUG2020 12/5 2 No O NA/TC R 
(30AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12311306

3^ GENRL Chest pain/
Self-limited oppressive chest 

pain

1 02SEP2020 19/1 1 No O NA R 
(02SEP2020)

N/N

16-55/
C459100
1 1231 
12311315

3^ BLOOD Anaemia/
anemia

2 25SEP2020 23/C 2 No O NA/TC RG N/N

NEOPL Malignant melanoma/
Pigmented ephitelioid melanoma 

of the vagina

2 25SEP2020 23/C 2 No O NA/TC/TCN N Y/N

16-55/
C459100
1 1231 
12311336

3^ INJ&P Procedural dizziness/
Post blood extraction dizziness

2 07OCT2020 35/1 1 No O NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1231 
12311338

3^ GASTR Gastrointestinal disorder/
Gastrointestinal syndrome

2 09SEP2020 3/2 2 No O NA/TC R 
(10SEP2020)

N/N

16-55/
C459100
1 1231 
12311348

3^ GENRL Injection site pain/
local pain at the injection site*

15AUG2020 1/1 1 Yes NA/TC R 
(15AUG2020)

N/N

16-55/
C459100
1 1231 
12311352

3^ GENRL Influenza like illness/
Flu like syndrome

1 20AUG2020 6/3 3 No O NA R 
(22AUG2020)

Y/N

INFEC Urinary tract infection/
high urinary infection

1 20AUG2020 6/71 2 No O NA/TC R 
(29OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GASTR Vomiting/
Vomiting

1 29AUG2020 15/4 1 No O NA R 
(01SEP2020)

N/N

16-55/
C459100
1 1231 
12311361

3^ NERV Paraesthesia/
Both upper limbs paresthesia

2 04SEP2020 1/1 1 No O NA R 
(04SEP2020)

N/N

PSYCH Generalised anxiety disorder/
generalized anxiety

2 07OCT2020 34/C 1 No O NA/TC/TCN N N/N

MUSC Arthralgia/
Polyarthralgias

2 12OCT2020 39/C 1 No O NA N N/N

16-55/
C459100
1 1231 
12311375

3^ MUSC Myalgia/
Myalgia in the region of the 

shoulder and left shoulder blade

2 06SEP2020 4/1 2 Yes NA/TC R 
(06SEP2020)

N/N

MUSC Myalgia/
Myalgia of moderate intensity 
below the left shoulder blade

2 26SEP2020 24/1 2 No O NA/TC R 
(26SEP2020)

N/N

16-55/
C459100
1 1231 
12311388

3^ NERV Headache/
headache

1 16AUG2020 2/8 1 No O NA R 
(23AUG2020)

N/N

MUSC Myalgia/
GENERALIZED MYALGIA

1 18AUG2020 4/7 1 Yes NA R 
(24AUG2020)

N/N

MUSC Arthralgia/
ARTHRALGIA

1 21AUG2020 7/4 1 No O NA R 
(24AUG2020)

N/N

SURG Tooth extraction/
Programmed extraction of the 

right third molar

2 26SEP2020 24/1 1 No CND NA/TC/TCN R 
(26SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12311402

3^ NERV Headache/
worsening headache

1 08OCT2020 55/2 1 No O NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1231 
12311403

3^ MUSC Synovial cyst/
Right wrist ganglion

2 04NOV2020 60/C 1 No O NA/TC N N/N

16-55/
C459100
1 1231 
12311409

3^ GASTR Vomiting/
vomits*

15AUG2020 /1 1 No O P/TCN/W R 
(15AUG2020)

N/N

NERV Syncope/
Syncope*

15AUG2020 /1 2 No O P/TCN/W R 
(15AUG2020)

N/N

16-55/
C459100
1 1231 
12311410

3^ REPRO Amenorrhoea/
Amenorrhea

2 16SEP2020 11/C 1 No O NA RG N/N

16-55/
C459100
1 1231 
12311412

3^ MUSC Musculoskeletal chest pain/
Torax pain. refered muscular. 

type opressive.

2 15SEP2020 1/52 2 No O NA R 
(05NOV2020)

N/N

16-55/
C459100
1 1231 
12311414

3^ INFEC Urinary tract infection/
urinary infection

1 30AUG2020 16/8 1 No O NA/TC R 
(06SEP2020)

N/N

16-55/
C459100
1 1231 
12311418

3^ GASTR Inguinal hernia/
bilateral inguinal hernia

1 27AUG2020 13/2 2 No O NA R 
(28AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Irritable bowel syndrome/
irritable bowel syndrome

1 27AUG2020 13/C 2 No O NA/TC/TCN RG N/N

16-55/
C459100
1 1231 
12311427

3^ RESP Bronchospasm/
Bronchospasm

2 08SEP2020 6/39 2 No O NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 1231 
12311428

3^ GENRL Pyrexia/
fever

2 18SEP2020 12/1 1 No O NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1231 
12311436

3^ GASTR Diarrhoea/
diarrhea

2 30SEP2020 28/2 1 No O NA/TCN R 
(01OCT2020)

N/N

16-55/
C459100
1 1231 
12311444

3^ SKIN Dermatitis contact/
contact dermatitis

1 19AUG2020 5/53 1 No O NA R 
(10OCT2020)

N/N

Rash maculo-papular/
non pruritic maculopapular 

cervical rash

1 19AUG2020 5/53 1 No O NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1231 
12311465

3^ RESP Bronchospasm/
MILD BRONCHOSPASM

2 30SEP2020 28/2 1 No O NA/TC R 
(01OCT2020)

N/N

16-55/
C459100
1 1231 
12311473

3^ MUSC Back pain/
low back pain

1 20AUG2020 6/2 1 No O NA/TC R 
(21AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12311475

3^ GASTR Diarrhoea/
diarrhea

1 22AUG2020 8/2 1 No O NA R 
(23AUG2020)

N/N

16-55/
C459100
1 1231 
12311480

3^ SKIN Rash/
skin rash, left laterocervical 

region

2 27SEP2020 25/14 1 No O NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1231 
12311483

3^ RESP Rhinitis allergic/
allergic rhinitis

2 30SEP2020 28/1 1 No O NA/TC RS 
(30SEP2020)

N/N

16-55/
C459100
1 1231 
12311492

3^ REPRO Penile vein thrombosis/
Thrombosis of superficial vein of

penis

2 14SEP2020 8/27 1 No O NA/TC R 
(10OCT2020)

N/N

INJ&P Post procedural haemorrhage/
Bleeding after sampling

2 07OCT2020 31/1 1 No O NA/TCN R 
(07OCT2020)

N/N

16-55/
C459100
1 1231 
12311499

3^ MUSC Myalgia/
myalgia in lower limbs

1 10SEP2020 26/C 1 No O NA/TC RG N/N

SKIN Pruritus/
generalized itching

2 21SEP2020 1/C 2 Yes NA/TC/TCN N N/N

NERV Headache/
headache

2 03OCT2020 13/C 2 No O NA/TC/TCN N N/N

GENRL Chills/
Chills

2 20OCT2020 30/C 2 No O NA/TC N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

2 20OCT2020 30/C 2 No O NA/TC N N/N

16-55/
C459100
1 1231 
12311507

3^ INFEC Vulvovaginal mycotic infection/
Vaginal mycosis

2 17SEP2020 11/3 1 No O NA/TC R 
(19SEP2020)

N/N

16-55/
C459100
1 1231 
12311513

3^ SURG Tooth extraction/
Elective extraction of three third 

molars

2 03OCT2020 26/1 1 No O NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1231 
12311520

3^ INFEC Folliculitis/
Folliculitis in upper dorsal area 

and nape.

2 07NOV2020 62/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1231 
12311530

3^ PSYCH Anxiety disorder/
Anxiety disorder

2 26OCT2020 49/3 2 No O NA/TC R 
(28OCT2020)

N/N

16-55/
C459100
1 1231 
12311532

3^ VASC Hypertension/
arterial hypertension

1 27AUG2020 12/4 1 No O NA/TC R 
(30AUG2020)

N/N

16-55/
C459100
1 1231 
12311544

3^ GENRL Chills/
chills

2 04SEP2020 1/2 1 Yes NA R 
(05SEP2020)

N/N

Injection site erythema/
Erythema at the injection site

2 04SEP2020 1/2 1 Yes NA R 
(05SEP2020)

N/N

Injection site pain/
Injection site pain

2 04SEP2020 1/2 1 Yes NA/TC R 
(05SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12311548

3^ EYE Eyelid oedema/
unilateral bipalpebral edema

2 09SEP2020 2/34 1 No O NA R 
(12OCT2020)

N/N

SKIN Pruritus/
Pruritus of the face and neck

2 09SEP2020 2/34 1 No O NA R 
(12OCT2020)

N/N

16-55/
C459100
1 1231 
12311556

3^ GENRL Asthenia/
Asthenia

2 23SEP2020 17/1 1 No O NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1231 
12311584

3^ INFEC Conjunctivitis/
Conjunctivitis

2 16SEP2020 9/8 1 No O NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1231 
12311607

3^ MUSC Muscle contracture/
Left deltoid muscle contracture

2 01OCT2020 24/2 1 No O NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 1231 
12311638

3^ MUSC Neck pain/
Cervicalgia

2 04OCT2020 27/C 1 No O NA/TC N N/N

MUSC Spinal deformity/
Cervical Spine curvature

2 10OCT2020 33/C 2 No O NA/TC RG N/N

PSYCH Anxiety disorder/
Anxiety disorder

2 12OCT2020 35/29 2 No O NA/TC/TCN R 
(09NOV2020)

N/N

Depression/
Depression

2 12OCT2020 35/C 2 No O NA/TC/TCN RG N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12311643

3^ GASTR Gastrooesophageal reflux 
disease/

gastroesophageal reflux

1 25AUG2020 10/6 1 No O NA R 
(30AUG2020)

N/N

16-55/
C459100
1 1231 
12311651

3^ NERV Dizziness/
Lipothymia Dizziness

1 17AUG2020 2/3 1 No O NA/TC/TCN R 
(19AUG2020)

N/N

16-55/
C459100
1 1231 
12311653

3^ CARD Palpitations/
worsening heart palpitations

2 SEP2020 1/ 1 No O NA R 
(16OCT2020)

N/N

GENRL Pyrexia/
Fever

2 08SEP2020 2/1 3 Yes NA/TC R 
(08SEP2020)

N/N

METAB Hypercholesterolaemia/
Hypercholesterolemia

2 28SEP2020 22/19 1 No O NA/TC R 
(16OCT2020)

N/N

Hypocalcaemia/
Hypocalcemia

2 28SEP2020 22/19 1 No O NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 1231 
12311660

3^ RESP Dyspnoea/
Dyspnea

1 22AUG2020 7/2 1 No O NA R 
(23AUG2020)

N/N

16-55/
C459100
1 1231 
12311661

3^ GENRL Injection site pain/
pain at the injection site

2 27SEP2020 21/10 1 Yes NA R 
(06OCT2020)

N/N

GENRL Peripheral swelling/
swelling in the left arm

2 29SEP2020 23/8 1 Yes NA R 
(06OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INJ&P Contusion/
bruise in the left arm

2 29SEP2020 23/8 1 Yes NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1231 
12311683

3^ GENRL Pyrexia/
fever

2 10SEP2020 2/1 2 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1231 
12311686

3^ GASTR Haemorrhoids/
hemorrhoids

2 21SEP2020 14/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1231 
12311689

3^ GENRL Oedema peripheral/
Left ankle Edema

1 01SEP2020 16/63 1 No O NA R 
(02NOV2020)

N/N

MUSC Arthralgia/
pain in the left ankle

1 01SEP2020 16/63 1 No O NA R 
(02NOV2020)

N/N

16-55/
C459100
1 1231 
12311701

3^ GASTR Dyspepsia/
Dyspepsia

1 17AUG2020 1/8 3 Yes NA/TC/TCN R 
(24AUG2020)

N/N

16-55/
C459100
1 1231 
12311711

3^ INFEC Urosepsis/
Urosepsis

2 15SEP2020 9/8 3 No O NA/TC R 
(22SEP2020)

Y/N

16-55/
C459100
1 1231 
12311712

3^ INFEC Tooth infection/
Odontogenic infection

2 23SEP2020 16/1 1 No O NA/TCN R 
(23SEP2020)

N/N

16-55/
C459100

3^ REPRO Genital erythema/
Nonspecific glans erythema

2 24SEP2020 18/2 1 No O NA/TC R 
(25SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12311714

16-55/
C459100
1 1231 
12311719

3^ NERV Headache/
headache

2 07SEP2020 1/3 2 Yes NA/TC R 
(09SEP2020)

N/N

16-55/
C459100
1 1231 
12311724

3^ INFEC Rhinitis/
rhinitis

1 19AUG2020 3/8 1 No O NA R 
(26AUG2020)

N/N

RESP Rhinitis allergic/
allergic rhinitis

2 02OCT2020 26/2 1 No O NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1231 
12311731

3^ NERV Headache/
HEADACHE

1 05SEP2020 20/2 2 No O NA/TC/TCN R 
(06SEP2020)

N/N

NERV Headache/
headache

2 03OCT2020 26/1 2 No O NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1231 
12311734

3^ GASTR Dyspepsia/
Dyspepsia

2 22OCT2020 46/3 1 No O NA R 
(24OCT2020)

N/N

16-55/
C459100
1 1231 
12311740

3^ EAR Tinnitus/
ringing in both ears

2 08SEP2020 2/C 3 No O NA N N/N

16-55/
C459100

3^ EAR Vertigo/
Vertigo

2 01OCT2020 25/8 2 No O NA R 
(08OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12311746

16-55/
C459100
1 1231 
12311755

3^ SKIN Pruritus allergic/
allergic reaction producing 

pruritus at the chin

1 22AUG2020 6/2 1 Yes NA R 
(23AUG2020)

N/N

SKIN Rash pruritic/
pruritic rash on arm, armpit and 

part of the left chest.

2 13SEP2020 7/4 1 No O NA/TC R 
(16SEP2020)

N/N

INJ&P Limb injury/
Stabbing trauma on right thumb

2 08OCT2020 32/C 1 No O NA/TC RG N/N

INFEC Cellulitis/
cellulitis of the rigth thumb

2 10OCT2020 34/C 1 No O NA/TC/TCN RG N/N

16-55/
C459100
1 1231 
12311760

3^ SKIN Pruritus/
pruritus upper region of both feet 
and palmar aspect of both wrists

1 24AUG2020 8/2 1 No O NA R 
(25AUG2020)

N/N

16-55/
C459100
1 1231 
12311763

3^ GENRL Injection site pain/
injection site pain

2 08SEP2020 2/14 1 Yes NA R 
(21SEP2020)

N/N

16-55/
C459100
1 1231 
12311766

3^ HEPAT Biliary colic/
biliary colic

2 30OCT2020 54/5 3 No O NA/TC R 
(03NOV2020)

Y/N

16-55/
C459100
1 1231 
12311769

3^ NERV Dizziness/
dizziness

1 18AUG2020 2/11 1 No O NA R 
(28AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12311770

3^ GASTR Diarrhoea/
diarrhea

2 14SEP2020 8/3 1 No O NA R 
(16SEP2020)

N/N

NERV Headache/
headache

2 14SEP2020 8/3 1 No O NA R 
(16SEP2020)

N/N

GASTR Odynophagia/
odynophagia

2 17SEP2020 11/4 1 No O NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1231 
12311780

3^ UNC GASTROESOPHAGEAL 
REFLUX@@/

Gastroesophageal reflux

1 28AUG2020 12/C 1 No O NA/TC N N/N

16-55/
C459100
1 1231 
12311786

3^ INJ&P Fall/
Subject fell down on the street

2 23SEP2020 17/1 1 No O NA R 
(23SEP2020)

N/N

NEOPL Chondroma/
Right knee chondroma

2 29SEP2020 23/C 1 No O NA N N/N

RESP Asthmatic crisis/
Asthmatic crisis

2 04OCT2020 28/4 2 No O NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1231 
12311788

3^ PSYCH Depression/
depression.

1 20AUG2020 4/36 2 No O NA/TC/TCN R 
(24SEP2020)

N/N

16-55/
C459100
1 1231 
12311793

3^ MUSC Back pain/
Low back pain

1 05SEP2020 20/2 1 No O NA/TC R 
(06SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12311794

3^ METAB Insulin resistance/
Worsening of the insuline 

resistance.

2 20SEP2020 14/19 2 No O NA/TC R 
(08OCT2020)

N/N

16-55/
C459100
1 1231 
12311797

3^ VASC Hypertension/
arterial hypertension

2 25SEP2020 19/8 1 No O NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 1231 
12311801

3^ MUSC Muscle contracture/
Left back, muscle contracture

1 29AUG2020 13/4 2 No O NA/TC/TCN R 
(01SEP2020)

N/N

16-55/
C459100
1 1231 
12311811

3^ SKIN Pityriasis/
Pityriasis

1 25AUG2020 9/51 1 No O NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1231 
12311825

3^ NERV Migraine/
Migraine crysis

1 05SEP2020 20/1 2 No O NA R 
(05SEP2020)

N/N

NERV Migraine/
Migraine crisis

2 08NOV2020 35/2 1 No O NA/TC R 
(09NOV2020)

N/N

16-55/
C459100
1 1231 
12311827

3^ MUSC Osteoarthritis/
Right acromioclavicular 

osteoarthritis

2 17SEP2020 10/C 2 No O NA/TC/TCN N N/N

16-55/
C459100
1 1231 
12311834

3^ INJ&P Foot fracture/
Hallux fracture and second toe of 

the right foot

2 16SEP2020 10/35 3 No O NA/TC/TCN R 
(20OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12311836

3^ INFEC Herpes simplex/
herpes simplex type 1 in the right 

nasal wing

1 19AUG2020 3/4 1 No O NA/TC R 
(22AUG2020)

N/N

INFEC Herpes simplex/
herpes simplex type 1 on the left 

wing of the nose

2 10SEP2020 3/3 1 No O NA/TC R 
(12SEP2020)

N/N

16-55/
C459100
1 1231 
12311837

3^ PSYCH Anxiety/
anxiety crisis

2 03OCT2020 27/2 2 No O NA/TC/TCN R 
(04OCT2020)

N/N

INFEC Oral herpes/
Herpes labialis, single lesion

2 20OCT2020 44/8 1 No O NA R 
(27OCT2020)

N/N

INFEC Syphilis/
Syphilis

2 27OCT2020 51/C 2 No O NA/TC/TCN N N/N

IMMU
N

Jarisch-Herxheimer reaction/
Jarisch-herxheimer

2 13NOV2020 68/2 2 No O NA/TC R 
(14NOV2020)

N/N

16-55/
C459100
1 1231 
12311844

3^ METAB Hypoglycaemia/
severe hipoglycemia

2 16OCT2020 40/1 3 No O NA R 
(16OCT2020)

Y/N

NERV Seizure/
seizure

2 16OCT2020 40/1 3 No O NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1231 
12311850

3^ SKIN Rash/
Skin Rash on legs, arms and 

back

1 25AUG2020 9/2 1 No O NA/TC R 
(26AUG2020)

N/N

16-55/
C459100

3^ EYE Episcleritis/
bilateral episcleritis

1 04SEP2020 19/19 1 No O NA/TC R 
(22SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12311863

16-55/
C459100
1 1231 
12311865

3^ BLOOD Lymphadenopathy/
right axillary adenopathy

2 10SEP2020 3/3 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1231 
12311885

3^ INFEC Urinary tract infection/
urinary infection

2 29SEP2020 22/5 1 No O NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1231 
12311888

3^ NERV Migraine/
Worsening migraine

1 25AUG2020 8/14 1 No O NA/TC R 
(07SEP2020)

N/N

16-55/
C459100
1 1231 
12311889

3^ SKIN Rash pruritic/
Pruritic rash in abdomen.

2 10SEP2020 3/3 1 No O NA/TCN R 
(12SEP2020)

N/N

16-55/
C459100
1 1231 
12311901

3^ NERV Headache/
headache

2 04OCT2020 27/2 2 No O NA/TC R 
(05OCT2020)

N/N

16-55/
C459100
1 1231 
12311908

3^ GASTR Odynophagia/
odynophagia

2 09SEP2020 2/5 2 No O NA R 
(13SEP2020)

N/N

NERV Headache/
headache

2 09SEP2020 2/5 2 No O NA/TC R 
(13SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12311926

3^ NERV Syncope/
Syncope*

18AUG2020 /1 2 No O NA/W R 
(18AUG2020)

N/N

16-55/
C459100
1 1231 
12311951

3^ INFEC Tooth infection/
Odontogenic infection

2 23SEP2020 15/23 1 No O NA/TC R 
(15OCT2020)

N/N

16-55/
C459100
1 1231 
12311964

3^ INFEC Tooth abscess/
Periodontogenic abscess

2 15SEP2020 9/8 1 No O NA/TC R 
(22SEP2020)

N/N

16-55/
C459100
1 1231 
12311969

3^ REPRO Erectile dysfunction/
Erectile dysfunction*

18AUG2020 1/81 1 No O NA R 
(06NOV2020)

N/N

CARD Tricuspid valve incompetence/
mild tricuspid regurgitation

2 03OCT2020 27/24 1 No O NA R 
(26OCT2020)

N/N

16-55/
C459100
1 1231 
12312002

3^ NERV Headache/
headache

1 01SEP2020 15/1 3 No O NA R 
(01SEP2020)

N/N

16-55/
C459100
1 1231 
12312004

3^ PSYCH Generalised anxiety disorder/
generalized anxiety disorder

2 15SEP2020 6/1 2 No O NA/TC R 
(15SEP2020)

N/N

16-55/
C459100
1 1231 
12312010

3^ INFEC Gastroenteritis/
gastroenteritis

2 17SEP2020 10/7 1 No O NA/TC/TCN R 
(23SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12312019

3^ INJ&P Contusion/
bruising on both upper limbs

2 30SEP2020 22/14 1 No O NA R 
(13OCT2020)

N/N

16-55/
C459100
1 1231 
12312024

3^ GASTR Dyspepsia/
Pyrosis

2 27SEP2020 20/30 1 No O NA R 
(26OCT2020)

N/N

Salivary gland mucocoele/
Lower lip mucolele

2 27SEP2020 20/C 1 No O NA N N/N

MUSC Pain in extremity/
Lower limbs pain

2 07OCT2020 30/2 1 No O NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1231 
12312029

3^ GASTR Toothache/
odontogenic pain

1 27AUG2020 10/44 2 No O NA/TC R 
(09OCT2020)

N/N

16-55/
C459100
1 1231 
12312036

3^ GASTR Abdominal pain/
abdominal pain

2 25SEP2020 17/7 1 No O NA/TC/TCN R 
(01OCT2020)

N/N

SKIN Hand dermatitis/
dermatitis on both hands

2 08OCT2020 30/14 1 No O NA R 
(21OCT2020)

N/N

16-55/
C459100
1 1231 
12312037

3^ GASTR Vomiting/
Threw up

2 09OCT2020 31/1 1 No O NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1231 
12312042

3^ NERV Headache/
headache

2 18OCT2020 41/3 1 No O NA/TC R 
(20OCT2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1346

FDA-CBER-2021-5683-0127372



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12312046

3^ INJ&P Skin laceration/
Cutting wound on left hand

2 04OCT2020 28/6 1 No O NA/TC/TCN R 
(09OCT2020)

N/N

16-55/
C459100
1 1231 
12312048

3^ GASTR Toothache/
Worsening of odontogenic pain

2 13OCT2020 37/C 2 No O NA/TC N N/N

16-55/
C459100
1 1231 
12312056

3^ GASTR Abdominal pain/
Abdominal pain

2 16OCT2020 33/4 2 No O NA R 
(19OCT2020)

N/N

16-55/
C459100
1 1231 
12312063

3^ GENRL Pyrexia/
Fever

2 09SEP2020 2/1 2 Yes NA/TC R 
(09SEP2020)

N/N

16-55/
C459100
1 1231 
12312068

3^ INFEC Herpes zoster/
Herpes zoster in left dorsal 

region

2 08NOV2020 63/C 1 No O NA/TC N N/N

16-55/
C459100
1 1231 
12312075

3^ INFEC Tooth infection/
Dental infection

2 02OCT2020 26/43 1 No O NA/TC R 
(13NOV2020)

N/N

16-55/
C459100
1 1231 
12312077

3^ IMMU
N

Seasonal allergy/
seasonal rhinitis

2 08OCT2020 3/4 1 No O NA R 
(11OCT2020)

N/N

INFEC Gingivitis/
gingivitis

2 16OCT2020 11/5 1 No O NA/TC R 
(20OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12312078

3^ NERV Migraine/
Worsening of Migraine

1 25AUG2020 8/36 2 No O NA/TC R 
(29SEP2020)

N/N

16-55/
C459100
1 1231 
12312080

3^ BLOOD Lymphadenopathy/
left inguinal adenopathy

2 20OCT2020 43/15 1 No O NA R 
(03NOV2020)

N/N

16-55/
C459100
1 1231 
12312118

3^ NEOPL Uterine leiomyoma/
uterine myoma

2 16OCT2020 39/C 1 No O NA RG N/N

16-55/
C459100
1 1231 
12312128

3^ INJ&P Joint injury/
right knee trauma

2 20SEP2020 13/11 2 No O NA/TC R 
(30SEP2020)

N/N

Road traffic accident/
Vehicular accident

2 20SEP2020 13/1 2 No O NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1231 
12312137

3^ GENRL Pyrexia/
Febrile syndrome

2 10SEP2020 2/1 3 Yes NA/TC R 
(10SEP2020)

N/N

16-55/
C459100
1 1231 
12312152

3^ INFEC Urinary tract infection/
URINARY INFECTION

1 04SEP2020 18/11 1 No O NA/TC R 
(14SEP2020)

N/N

16-55/
C459100
1 1231 
12312160

3^ GASTR Odynophagia/
Odynophagia

2 08SEP2020 2/2 1 No O NA/TC R 
(09SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12312168

3^ GENRL Pyrexia/
Fever

2 09SEP2020 1/2 1 Yes NA/TC R 
(10SEP2020)

N/N

NERV Headache/
Headache

2 10SEP2020 2/2 2 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1231 
12312174

3^ GASTR Dental caries/
dental caries

2 08NOV2020 61/2 1 No O NA/TC/TCN R 
(09NOV2020)

N/N

16-55/
C459100
1 1231 
12312191

3^ RESP Rhinitis allergic/
Allergic rhinitis.

2 01OCT2020 22/2 1 No O NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 1231 
12312204

3^ EYE Chalazion/
chalazion

2 11OCT2020 31/4 2 No O NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1231 
12312205

3^ INJ&P Exposure during pregnancy/
exposure during pregnancy

2 29SEP2020 23/C No O NA UNK N/N

16-55/
C459100
1 1231 
12312211

3^ GENRL Injection site pain/
Injection site pain in right deltoid

2 12SEP2020 4/4 2 Yes NA R 
(15SEP2020)

N/N

MUSC Myalgia/
Generalized myalgia

2 12SEP2020 4/4 2 Yes NA R 
(15SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12312212

3^ SURG Drug titration/
dose search to achieve 

euthyroidism

2 08OCT2020 29/1 1 No O NA/TC R 
(08OCT2020)

N/N

16-55/
C459100
1 1231 
12312219

3^ NERV Headache/
Headache

1 29AUG2020 11/2 1 No O NA R 
(30AUG2020)

N/N

16-55/
C459100
1 1231 
12312227

3^ GASTR Diarrhoea/
Diarrhea

2 12SEP2020 4/1 1 Yes NA R 
(12SEP2020)

N/N

MUSC Back pain/
Dorsalgia

2 30SEP2020 22/3 1 No O NA R 
(02OCT2020)

N/N

Neck pain/
Cervicalgia

2 30SEP2020 22/3 1 No O NA/TCN R 
(02OCT2020)

N/N

16-55/
C459100
1 1231 
12312236

3^ NERV Headache/
Headache

1 19AUG2020 1/2 3 No O NA R 
(20AUG2020)

N/N

PSYCH Anxiety/
anxiety crisis

2 14SEP2020 4/27 2 No O NA/TC R 
(10OCT2020)

N/N

Depression/
Depression

2 14SEP2020 4/27 2 No O NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1231 
12312242

3^ IMMU
N

Seasonal allergy/
Exacerbation of usual seasonal 

allergic rhinitis

2 27SEP2020 19/2 1 No O NA/TC R 
(28SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12312244

3^ NERV Headache/
Headache

1 25AUG2020 7/52 1 No O NA/TC R 
(15OCT2020)

N/N

16-55/
C459100
1 1231 
12312268

3^ MUSC Arthralgia/
Right shoulder arthralgias

2 27SEP2020 17/C 1 No O NA/TC N N/N

Arthralgia/
bilateral hand arthralgias

2 27SEP2020 17/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1231 
12312270

3^ INJ&P Limb injury/
Wound on the right leg

2 18OCT2020 38/9 1 No O NA/TC R 
(26OCT2020)

N/N

16-55/
C459100
1 1231 
12312282

3^ MUSC Muscle contracture/
muscle contracture in left 

quadriceps

2 29SEP2020 22/1 3 No O NA R 
(29SEP2020)

N/N

16-55/
C459100
1 1231 
12312286

3^ GASTR Odynophagia/
Odynophagia

1 29AUG2020 11/2 1 No O NA R 
(30AUG2020)

N/N

16-55/
C459100
1 1231 
12312287

3^ GASTR Abdominal pain upper/
Mild and intermittent epigastric 

abdominal pain.

2 10SEP2020 2/28 1 No O NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1231 
12312296

3^ GASTR Diarrhoea/
Diarrhea

1 21AUG2020 3/1 1 No O NA R 
(21AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12312300

3^ MUSC Back pain/
Back pain

2 05OCT2020 26/2 2 No O NA/TC R 
(06OCT2020)

N/N

16-55/
C459100
1 1231 
12312303

3^ MUSC Arthralgia/
Left omalgia

1 19AUG2020 1/C 2 No O NA N N/N

16-55/
C459100
1 1231 
12312317

3^ NERV Headache/
Headache

2 09SEP2020 3/9 1 Yes NA/TC/TCN R 
(17SEP2020)

N/N

16-55/
C459100
1 1231 
12312320

3^ EAR Vertigo/
vertiginous syndrome

1 08SEP2020 21/14 2 No O NA/TC R 
(21SEP2020)

N/N

EAR Vertigo/
vertiginous syndrome

1 20SEP2020 33/27 2 No O NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 1231 
12312330

3^ NERV Dizziness/
Dizziness

1 20AUG2020 2/16 2 No O NA/TC R 
(04SEP2020)

N/N

16-55/
C459100
1 1231 
12312333

3^ MUSC Tenosynovitis stenosans/
exacerbation of Right hand pain 
secondary to previous Quervain's 

tenosynovitis

2 28SEP2020 22/2 2 No O NA/TC R 
(29SEP2020)

N/N

SURG Medical device implantation/
Radiocarpal clamping

2 28SEP2020 22/2 2 No O NA/TC R 
(29SEP2020)

N/N

16-55/
C459100

3^ RESP Rhinitis allergic/
Exacerbation of allergic rhinitis

2 15SEP2020 9/4 1 No O NA/TC R 
(18SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12312346

16-55/
C459100
1 1231 
12312351

3^ NERV Paraesthesia/
left upper limb paresthesia

2 15SEP2020 5/22 1 No O NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1231 
12312360

3^ GASTR Acute abdomen/
Acute medical abdomen

2 22SEP2020 14/4 2 No O NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1231 
12312365

3^ BLOOD Iron deficiency anaemia/
Iron deficiency anemia

1 05OCT2020 48/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1231 
12312372

3^ NERV Headache/
headache

1 21AUG2020 3/C 2 No O NA N N/N

EAR Meniere's disease/
Worsening of Meniere's 

Syndrome

1 24SEP2020 37/15 2 No O NA/TC/TCN R 
(08OCT2020)

N/N

PSYCH Mental disorder/
Worsening of psychiatric 

disorder

2 15OCT2020 7/C 1 No O NA/TC/TCN RG N/N

16-55/
C459100
1 1231 
12312373

3^ INFEC Skin infection/
scar infection

2 14OCT2020 30/9 1 No O NA/TC R 
(22OCT2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1353

FDA-CBER-2021-5683-0127379



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12312382

3^ GENRL Pyrexia/
fever (39 C)

2 09SEP2020 2/5 2 Yes NA/TC R 
(13SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 09SEP2020 2/5 2 Yes NA/TC R 
(13SEP2020)

N/N

NERV Headache/
Headache

2 09SEP2020 2/5 2 Yes NA/TC R 
(13SEP2020)

N/N

16-55/
C459100
1 1231 
12312384

3^ METAB Dyslipidaemia/
worsening dyslipidemia

2 20SEP2020 13/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1231 
12312390

3^ MUSC Osteochondritis/
Osteochondritis

1 05SEP2020 18/2 2 No O NA R 
(06SEP2020)

Y/N

16-55/
C459100
1 1231 
12312391

3^ GENRL Pyrexia/
FEVER

2 11SEP2020 3/1 2 Yes NA/TC R 
(11SEP2020)

N/N

16-55/
C459100
1 1231 
12312405

3^ SURG Dental implantation/
Dental implant

2 19SEP2020 13/1 1 No O NA/TC R 
(19SEP2020)

N/N

16-55/
C459100
1 1231 
12312414

3^ GASTR Gastrooesophageal reflux 
disease/

gastroesophageal reflux

1 25AUG2020 7/15 2 No O NA/TC/TCN R 
(08SEP2020)

N/N

16-55/
C459100

3^ GENRL Chills/
Chills

2 10SEP2020 2/1 3 Yes NA/TC R 
(10SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12312419

Pyrexia/
fever

2 10SEP2020 2/1 3 Yes NA/TC R 
(10SEP2020)

N/N

16-55/
C459100
1 1231 
12312424

3^ GENRL Illness/
Sickness

2 11NOV2020 65/C 1 No O NA N N/N

16-55/
C459100
1 1231 
12312426

3^ MUSC Back pain/
Low back pain

1 31AUG2020 13/4 2 No O NA/TC/TCN R 
(03SEP2020)

N/N

16-55/
C459100
1 1231 
12312434

3^ NERV Dizziness/
dizziness

2 10SEP2020 2/16 1 No O NA/TCN R 
(25SEP2020)

N/N

16-55/
C459100
1 1231 
12312435

3^ MUSC Back pain/
Acute low back pain

1 08SEP2020 21/3 1 No O NA/TC R 
(10SEP2020)

N/N

16-55/
C459100
1 1231 
12312439

3^ MUSC Back pain/
acute low back pain

1 31AUG2020 13/11 1 No O NA/TC R 
(10SEP2020)

N/N

16-55/
C459100
1 1231 
12312444

3^ MUSC Myalgia/
muscle pain in left arm

1 21AUG2020 2/2 3 Yes NA/TCN R 
(22AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12312464

3^ NERV Paraesthesia/
Upper limb paresthesias

2 17SEP2020 8/C 1 No O NA N N/N

NERV Headache/
Chronic headache

2 15OCT2020 36/C 1 Yes NA N N/N

16-55/
C459100
1 1231 
12312477

3^ RESP Rhinitis allergic/
worsening of allergic rhinitis

1 26AUG2020 7/1 1 No O NA R 
(26AUG2020)

N/N

16-55/
C459100
1 1231 
12312488

3^ INFEC Vulvovaginal mycotic infection/
vaginal yeast infection

2 03OCT2020 23/4 2 No O NA/TC R 
(06OCT2020)

N/N

16-55/
C459100
1 1231 
12312531

3^ INFEC Tooth infection/
dental infection

2 16SEP2020 4/10 1 No O NA/TC/TCN R 
(25SEP2020)

N/N

16-55/
C459100
1 1231 
12312532

3^ INFEC Gingivitis/
gingivitis

2 29SEP2020 19/8 1 No O NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1231 
12312533

3^ MUSC Tendonitis/
exacerbation of tendonitis in the 

left wrist

2 30SEP2020 21/14 2 No O NA R 
(13OCT2020)

N/N

16-55/
C459100
1 1231 
12312538

3^ METAB Vitamin D deficiency/
Hypovitaminosis D

2 16SEP2020 7/34 1 No O NA/TC R 
(19OCT2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1356

FDA-CBER-2021-5683-0127382



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12312546

3^ NERV Presyncope/
lipothymia (presyncope)

2 09OCT2020 29/1 2 No O NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1231 
12312559

3^ NERV Dizziness/
dizziness

1 23AUG2020 4/2 1 No O NA R 
(24AUG2020)

N/N

16-55/
C459100
1 1231 
12312576

3^ RENAL Renal colic/
Renal colic

2 20OCT2020 42/1 2 No O NA/TC R 
(20OCT2020)

N/N

RENAL Hydronephrosis/
Right hydronephrosis

2 05NOV2020 58/C 2 No O NA/TC N N/N

Renal colic/
Renal colic

2 05NOV2020 58/C 3 No O NA/TC N Y/N

HEPAT Cholelithiasis/
Gallstones

2 06NOV2020 59/3 1 No O NA R 
(08NOV2020)

N/N

16-55/
C459100
1 1231 
12312577

3^ NEOPL Metastases to central nervous 
system/

Brain metastasis

1 28AUG2020 9/C 1 No O P/TC N Y/N

16-55/
C459100
1 1231 
12312593

3^ CARD Acute coronary syndrome/
Acute coronary syndrome 

without ST-T segment elevation

2 16SEP2020 6/4 2 No O NA/TC R 
(19SEP2020)

Y/N

Bundle branch block right/
right bundle branch block

2 16SEP2020 6/4 1 No O NA R 
(19SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12312611

3^ SKIN Eczema/
Acute eczema in the cervical 

region and on the wrists

2 11SEP2020 3/20 1 No O NA/TC R 
(30SEP2020)

N/N

16-55/
C459100
1 1231 
12312617

3^ RESP Snoring/
primary snoring

2 11SEP2020 2/46 2 No O NA/TC/TCN R 
(26OCT2020)

N/N

MUSC Back pain/
Back pain

2 01OCT2020 22/3 1 No O NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1231 
12312639

3^ GENRL Axillary pain/
right armpit pain

2 29SEP2020 21/2 1 No O NA/TC R 
(30SEP2020)

N/N

16-55/
C459100
1 1231 
12312645

3^ RENAL Renal colic/
mild renal colic

1 04SEP2020 16/2 1 No O NA/TC R 
(05SEP2020)

N/N

16-55/
C459100
1 1231 
12312647

3^ MUSC Myalgia/
myalgia in left hemibody 

predominantly left arm and 
cervical region

2 10SEP2020 1/23 1 Yes NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 1231 
12312649

3^ REPRO Menstruation delayed/
menstrual delay

2 18SEP2020 8/18 1 No O NA R 
(05OCT2020)

N/N

16-55/
C459100
1 1231 
12312666

3^ INJ&P Procedural dizziness/
post-blood extraction lipothymia 

(dizziness)

2 07OCT2020 29/1 2 No O NA R 
(07OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12312674

3^ CARD Sinus tachycardia/
Sinus tachycardia

2 27SEP2020 19/3 2 No O NA R 
(29SEP2020)

N/N

16-55/
C459100
1 1231 
12312683

3^ INFEC Rhinitis/
RHINITIS

2 13SEP2020 5/8 1 No O NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1231 
12312688

3^ MUSC Pain in extremity/
Lower limb pain

2 09SEP2020 1/2 1 No O NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1231 
12312712

3^ GASTR Toothache/
First lower left molar pain

2 20SEP2020 13/6 1 No O NA/TC R 
(25SEP2020)

N/N

16-55/
C459100
1 1231 
12312714

3^ MUSC Myalgia/
Muscle Pain in left arm

1 20AUG2020 1/6 2 Yes NA/TC R 
(25AUG2020)

N/N

NERV Headache/
Headache

1 20AUG2020 1/6 2 Yes NA/TC R 
(25AUG2020)

N/N

MUSC Back pain/
LOW BACK PAIN

1 06SEP2020 18/7 2 No O NA/TC R 
(12SEP2020)

N/N

NERV Headache/
HEADACHE

1 06SEP2020 18/7 2 No O NA/TC R 
(12SEP2020)

N/N

SKIN Rash erythematous/
Pruritic erythematous rash of the 

legs, face, and trunk

2 10SEP2020 2/3 2 No O NA R 
(12SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12312743

3^ GENRL Chest pain/
precordial pain

2 26SEP2020 18/5 2 No O NA/TC R 
(30SEP2020)

N/N

16-55/
C459100
1 1231 
12312747

3^ NERV Sciatica/
lumbociatalgia

2 12SEP2020 2/2 2 No O NA R 
(13SEP2020)

N/N

16-55/
C459100
1 1231 
12312753

3^ GENRL Injection site pain/
Injection site pain.

2 16OCT2020 36/C 1 Yes NA RG N/N

16-55/
C459100
1 1231 
12312759

3^ GENRL Injection site pain/
Pain at the injection site

1 22AUG2020 2/2 1 Yes NA R 
(23AUG2020)

N/N

GENRL Fatigue/
fatigue

2 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

Pyrexia/
Fever

2 12SEP2020 2/2 1 Yes NA/TC R 
(13SEP2020)

N/N

MUSC Arthralgia/
arthralgia

2 12SEP2020 2/C 1 Yes NA/TC N N/N

NERV Headache/
headache

2 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

16-55/
C459100
1 1231 
12312761

3^ NERV Paraesthesia/
left foot paresthesia

2 31OCT2020 51/2 1 No O NA R 
(01NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Paraesthesia/
right upper limb paresthesia

2 31OCT2020 51/3 1 No O NA R 
(02NOV2020)

N/N

16-55/
C459100
1 1231 
12312770

3^ MUSC Arthralgia/
Left knee pain

2 14SEP2020 4/24 1 No O NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1231 
12312787

3^ GENRL Pyrexia/
fever

2 12SEP2020 2/1 3 Yes NA/TC R 
(12SEP2020)

N/N

EAR Sudden hearing loss/
sudden hearing loss in the right 

ear

2 02OCT2020 22/15 1 No O NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 1231 
12312790

3^ NERV Headache/
headache

1 29AUG2020 9/1 1 No O NA R 
(29AUG2020)

N/N

16-55/
C459100
1 1231 
12312796

3^ RESP Dysphonia/
Dysphonia

2 28SEP2020 20/C 1 No O NA N N/N

16-55/
C459100
1 1231 
12312826

3^ PSYCH Anxiety/
exacerbation of anxiety disorder

1 04SEP2020 15/C 1 No CD NA/TC/TCN RG N/N

16-55/
C459100
1 1231 
12312836

3^ MUSC Arthralgia/
Bilateral hip arthralgia

2 11SEP2020 1/C 1 Yes NA N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12312840

3^ NERV Sciatica/
Lumbociatalgia

2 21SEP2020 11/C 3 No O NA/TC/TCN N N/N

16-55/
C459100
1 1231 
12312850

3^ INJ&P Animal bite/
Cat bite

2 28SEP2020 18/1 1 No O NA/TC/TCN R 
(28SEP2020)

N/N

16-55/
C459100
1 1231 
12312853

3^ NERV Headache/
headache

2 16SEP2020 6/38 1 Yes NA/TC R 
(23OCT2020)

N/N

16-55/
C459100
1 1231 
12312854

3^ CARD Arrhythmia supraventricular/
Arrhythmia supraventricular

2 17SEP2020 7/3 4 No O NA/TC/TCN R 
(19SEP2020)

Y/N

16-55/
C459100
1 1231 
12312868

3^ INJ&P Craniocerebral injury/
minor cranioencephalic trauma

2 08OCT2020 1/1 1 No O NA R 
(08OCT2020)

N/N

NERV Syncope/
syncope

2 08OCT2020 1/1 3 No O NA/TCN R 
(08OCT2020)

Y/N

16-55/
C459100
1 1231 
12312871

3^ INFEC Skin infection/
Dermal infection

1 27AUG2020 7/9 1 No O NA/TC R 
(04SEP2020)

N/N

16-55/
C459100
1 1231 
12312883

3^ BLOOD Lymphadenopathy/
Left axillary adenopathy

1 27AUG2020 7/35 1 No O NA R 
(30SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12312892

3^ GENRL Pyrexia/
Febrile syndrome

2 11SEP2020 2/3 2 Yes NA/TC R 
(13SEP2020)

N/N

16-55/
C459100
1 1231 
12312895

3^ PSYCH Anxiety/
Anxiety crisis

2 29SEP2020 19/1 2 No O NA R 
(29SEP2020)

N/N

16-55/
C459100
1 1231
12312911

3^ INFEC Pharyngitis bacterial/
bacterial PHARMINGITIS

2 01OCT2020 23/11 1 No O NA R 
(11OCT2020)

N/N

16-55/
C459100
1 1231 
12312914

3^ CARD Atrioventricular block second 
degree/

Second degree AV block 
(Mobitz II)

2 10NOV2020 58/C 2 No O NA RG Y/N

16-55/
C459100
1 1231 
12312923

3^ NERV Headache/
Frontal headache with 

retroorbital pain

1 28AUG2020 8/4 1 No O NA R 
(31AUG2020)

N/N

SKIN Hyperhidrosis/
Sweating

1 28AUG2020 8/4 1 No O NA R 
(31AUG2020)

N/N

16-55/
C459100
1 1231 
12312927

3^ INFEC Tooth infection/
Tooth infection

2 04OCT2020 24/5 1 No O NA/TC R 
(08OCT2020)

N/N

16-55/
C459100
1 1231 
12312928

3^ GASTR Oral mucosa haematoma/
left cheek internal mucosa 

hematoma

2 14SEP2020 4/2 1 No O NA R 
(15SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12312930

3^ SKIN Pruritus/
pruritus in hemiright face, neck, 

torso, upper back, upper 
abdomen both arms from 

shoulder to hand

2 04OCT2020 25/4 1 No O NA R 
(07OCT2020)

N/N

Rash/
skin rash in hemiright face, neck, 

torso, upper back, upper 
abdomen both arms from 

shoulder to hand

2 04OCT2020 25/4 1 No O NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1231 
12312933

3^ INFEC Urinary tract infection/
urinary infection

2 25SEP2020 15/6 1 No O NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1231 
12312941

3^ MUSC Myalgia/
Generalized Myalgia

1 31AUG2020 11/5 1 No O NA R 
(04SEP2020)

N/N

16-55/
C459100
1 1231 
12312947

3^ METAB Type 2 diabetes mellitus/
Type 2 diabetes

2 23SEP2020 13/C 1 No O NA/TC/TCN RG N/N

VASC Hypertension/
Hypertension

2 23SEP2020 13/C 1 No O NA/TC/TCN RG N/N

16-55/
C459100
1 1231 
12312955

3^ RESP Cough/
cough

2 30SEP2020 22/7 1 No O NA/TC R 
(06OCT2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
mild pain at the injection site

1 23AUG2020 3/3 1 Yes NA R 
(25AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12312982

INFEC Suspected COVID-19/
Suspected COVID-19 Illness

2 09SEP2020 1/6 3 No O NA/TC R 
(14SEP2020)

Y/N

PSYCH Anxiety/
severe anxiety

2 23SEP2020 15/22 3 No O NA/W R 
(14OCT2020)

N/N

16-55/
C459100
1 1231 
12312984

3^ GENRL Injection site pain/
Shooting pain at injection site

2 11SEP2020 2/40 1 Yes NA R 
(20OCT2020)

N/N

GENRL Injection site pruritus/
itching at the injection site

2 15OCT2020 36/1 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1231 
12312985

3^ MUSC Back pain/
Low back pain

1 08SEP2020 19/1 3 No O NA/TC/TCN R 
(08SEP2020)

N/N

16-55/
C459100
1 1231 
12312990

3^ GENRL Pyrexia/
febrile syndrome

1 22AUG2020 2/2 1 Yes NA/TC R 
(23AUG2020)

N/N

16-55/
C459100
1 1231 
12312991

3^ MUSC Muscle contracture/
interscapular muscle contracture 

in right dorsal region

2 12SEP2020 2/10 2 No O NA/TC/TCN R 
(21SEP2020)

N/N

INFEC Cellulitis/
Cellulitis (left maxillary region)

2 02OCT2020 22/19 1 No O NA/TC R 
(20OCT2020)

N/N

16-55/
C459100

3^ RESP Asthmatic crisis/
asthmatic crisis

2 15SEP2020 7/23 2 No O NA/TC R 
(07OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12313002

16-55/
C459100
1 1231 
12313014

3^ NERV Paraesthesia/
paresthesias in right upper limb

2 27SEP2020 17/1 1 Yes NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1231 
12313026

3^ EAR Tinnitus/
Bilateral tinnitus

1 24AUG2020 4/5 1 No O NA R 
(28AUG2020)

N/N

16-55/
C459100
1 1231 
12313028

3^ NERV Migraine/
Migraine

1 22AUG2020 2/1 2 No O NA/TC R 
(22AUG2020)

N/N

GENRL Injection site erythema/
Erythema at the injection site

2 12SEP2020 2/4 1 Yes NA R 
(15SEP2020)

N/N

Injection site lymphadenopathy/
Axillary and cervical 

lymphadenopathy ipsilateral to 
the injection site

2 12SEP2020 2/6 1 Yes NA R 
(17SEP2020)

N/N

Injection site warmth/
slight increase in temperature at 

injection site

2 12SEP2020 2/4 1 Yes NA/TC R 
(15SEP2020)

N/N

REPRO Metrorrhagia/
Metrorrhagia

2 13SEP2020 3/7 1 No O NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1231 
12313034

3^ GENRL Injection site pain/
Pain at the injection site

1 22AUG2020 1/3 2 Yes NA/TC R 
(24AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Paraesthesia/
paresthesia in left arm

1 22AUG2020 1/3 2 No O NA/TC R 
(24AUG2020)

N/N

16-55/
C459100
1 1231 
12313045

3^ INFEC Cystitis/
Cystitis

2 20SEP2020 8/5 1 No O NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1231 
12313061

3^ GENRL Pyrexia/
fever

2 11SEP2020 2/2 2 Yes NA/TC R 
(12SEP2020)

N/N

16-55/
C459100
1 1231 
12313065

3^ GASTR Diarrhoea/
Diarrhea

2 05OCT2020 26/1 1 No O NA R 
(05OCT2020)

N/N

Vomiting/
Vomiting

2 05OCT2020 26/1 1 No O NA R 
(05OCT2020)

N/N

16-55/
C459100
1 1231 
12313070

3^ PSYCH Bruxism/
migraine associated with 

bruxism

1 22AUG2020 1/32 2 No O NA/TC R 
(22SEP2020)

N/N

PSYCH Bruxism/
migraine associated with 

bruxism

1 06SEP2020 16/1 2 No O NA/TC R 
(06SEP2020)

N/N

16-55/
C459100
1 1231 
12313087

3^ VASC Hypotension/
Symptomatic hypotension

1 09SEP2020 19/1 1 No O NA R 
(09SEP2020)

N/N

16-55/
C459100

3^ GENRL Pyrexia/
Fever

2 15SEP2020 2/1 3 Yes NA/TC R 
(15SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12313088

16-55/
C459100
1 1231 
12313107

3^ INFEC Rhinitis/
Rhinitis

2 05OCT2020 23/6 1 No O NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1231 
12313115

3^ NERV Headache/
headache

1 06SEP2020 16/11 1 No O NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1231 
12313117

3^ RESP Rhinitis allergic/
Worsening of Allergic rhinitis

2 01OCT2020 21/2 1 No O NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1231 
12313129

3^ NERV Headache/
right hemicrania headache

1 30AUG2020 9/2 2 No O NA/TC R 
(31AUG2020)

N/N

NERV Headache/
right hemicrania headache

1 09SEP2020 19/2 2 No O NA/TC R 
(10SEP2020)

N/N

NERV Headache/
Right hemicrania headache

2 20SEP2020 10/1 1 No O NA/TC R 
(20SEP2020)

N/N

16-55/
C459100
1 1231 
12313130

3^ MUSC Bone swelling/
Pain and swelling in the left 

cheekbone

1 07SEP2020 17/2 1 No O NA R 
(08SEP2020)

N/N

16-55/
C459100

3^ MUSC Arthralgia/
Joint pain

1 24AUG2020 3/3 3 No O NA/TC R 
(26AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12313160

16-55/
C459100
1 1231 
12313163

3^ NERV Syncope/
Vasovagal syncope

2 09OCT2020 29/1 1 No O NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1231 
12313164

3^ GASTR Odynophagia/
Transient discomfort when 

swallowing

1 02SEP2020 12/1 1 No O NA R 
(02SEP2020)

N/N

16-55/
C459100
1 1231 
12313167

3^ MUSC Pain in extremity/
Lower right limb pain

2 09OCT2020 27/2 2 No O NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1231 
12313174

3^ SKIN Erythema nodosum/
erythema nodosum

2 22OCT2020 40/C 1 No O NA/TC N N/N

16-55/
C459100
1 1231 
12313175

3^ GENRL Chest pain/
nonspecific chest pain

1 29AUG2020 8/3 1 No O NA R 
(31AUG2020)

N/N

MUSC Neck pain/
Neck pain

1 18SEP2020 28/44 2 No O NA/TC R 
(31OCT2020)

N/N

16-55/
C459100
1 1231 
12313179

3^ REPRO Breast pain/
increased pain in the left breast

1 03SEP2020 13/49 1 No O NA R 
(21OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

BLOOD Anaemia/
exacerbation of anemia

2 01OCT2020 22/21 1 No O NA R 
(21OCT2020)

N/N

16-55/
C459100
1 1231 
12313180

3^ NERV Headache/
Headache

2 13NOV2020 64/1 1 No O NA R 
(13NOV2020)

N/N

16-55/
C459100
1 1231 
12313182

3^ CARD Palpitations/
palpitations

2 24SEP2020 14/C 1 No O NA RG N/N

16-55/
C459100
1 1231 
12313191

3^ NERV Headache/
Headhache

2 14SEP2020 1/13 1 Yes NA R 
(26SEP2020)

N/N

SKIN Rash/
skin rash located on the face

2 14SEP2020 1/3 1 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1231 
12313193

3^ RENAL Haematuria/
haematuria

1 25AUG2020 4/29 1 No O NA R 
(22SEP2020)

N/N

RENAL Urinary bladder polyp/
Bladder polyp

2 18SEP2020 9/C 1 No O NA/TCN RG Y/N

16-55/
C459100
1 1231 
12313198

3^ NERV Migraine/
Exacerbation of migraine

2 20SEP2020 7/6 2 No O NA/TC R 
(25SEP2020)

N/N

16-55/
C459100
1 1231 
12313205

3^ NERV Sciatica/
Worsening of lumbosciatalgia

2 22SEP2020 13/31 1 No O NA/TCN R 
(22OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12313211

3^ GENRL Fatigue/
fatigue

1 28AUG2020 7/1 1 Yes NA R 
(28AUG2020)

N/N

16-55/
C459100
1 1231 
12313212

3^ GASTR Diarrhoea/
Diarrhea

2 12SEP2020 3/1 1 Yes NA R 
(12SEP2020)

N/N

Odynophagia/
Odynophagia

2 12SEP2020 3/3 1 No O NA R 
(14SEP2020)

N/N

MUSC Neck pain/
CERVICAL PAIN

2 14NOV2020 66/C 1 No O NA N N/N

16-55/
C459100
1 1231 
12313216

3^ NERV Burning sensation/
Burning sensation in left elbow 

crease

2 18SEP2020 8/9 1 No O NA R 
(26SEP2020)

N/N

16-55/
C459100
1 1231 
12313231

3^ NERV Headache/
headache

2 09OCT2020 27/2 2 No O NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1231 
12313235

3^ GENRL Injection site pain/
pain in the injection site

2 23SEP2020 11/3 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1231 
12313238

3^ INJ&P Muscle strain/
rigth calf muscle strain

2 07OCT2020 27/6 1 No O NA R 
(12OCT2020)

N/N

16-55/
C459100

3^ INFEC Herpes zoster/
Herpes zoster

1 05SEP2020 15/6 1 No O NA/TC R 
(10SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12313249

16-55/
C459100
1 1231 
12313255

3^ ENDO Hypothyroidism/
Exacerbation of hypothyroidism

2 16SEP2020 6/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1231 
12313257

3^ REPRO Ovarian cyst/
ovarian cyst

2 05OCT2020 26/C 1 No O NA N N/N

16-55/
C459100
1 1231 
12313265

3^ GASTR Odynophagia/
odynophagia

2 09OCT2020 29/C 1 No O NA N N/N

16-55/
C459100
1 1231 
12313284

3^ INFEC Papilloma viral infection/
human papillomavirus infection

1 12SEP2020 22/1 1 No O NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1231 
12313289

3^ GENRL Asthenia/
Asthenia

2 07OCT2020 2/3 1 No O NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1231 
12313290

3^ GASTR Abdominal pain/
Nonspecific abdominal pain

2 09OCT2020 27/12 1 No O NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1231 
12313308

3^ GENRL Pyrexia/
FEVER (39 Degrees C)

2 11SEP2020 1/4 3 Yes NA/TC R 
(14SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GASTR Diarrhoea/
DIARRHEA

2 15SEP2020 5/3 2 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1231 
12313314

3^ NERV Presyncope/
Vasovagal episode

2 09OCT2020 30/1 2 No O NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1231 
12313316

3^ SURG Cataract operation/
left eye cataract surgery

2 25SEP2020 15/1 2 No O NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1231 
12313326

3^ PSYCH Insomnia/
insomnia

2 29SEP2020 17/18 2 No O NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 1231 
12313327

3^ GENRL Injection site pruritus/
itching at the injection site

1 24AUG2020 2/15 1 Yes NA/TC R 
(07SEP2020)

N/N

16-55/
C459100
1 1231 
12313329

3^ IMMU
N

Seasonal allergy/
seasonal allergy

1 06SEP2020 15/48 1 No O NA/TC R 
(23OCT2020)

N/N

EAR Allergic otitis media/
allergic otitis media

2 06OCT2020 24/33 1 No O NA R 
(07NOV2020)

N/N

GASTR Nausea/
nausea

2 08OCT2020 26/2 1 No CD NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1231 
12313335

3^ NERV Dizziness/
DIZZINESS

2 12OCT2020 30/1 1 No O NA R 
(12OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12313340

3^ VASC Haematoma/
Hematoma in left deltoid.

1 23AUG2020 1/8 1 Yes NA R 
(30AUG2020)

N/N

16-55/
C459100
1 1231 
12313345

3^ MUSC Back pain/
low back pain

2 25SEP2020 15/8 1 No O NA R 
(02OCT2020)

N/N

MUSC Neck pain/
cervicalgia

2 12OCT2020 32/31 2 No O NA/TC/TCN R 
(11NOV2020)

N/N

UNC ANEMIC SYNDROME@@/
Anemic syndrome

2 12OCT2020 32/C 1 No O NA/TC N N/N

EAR Tinnitus/
bilateral tinnitus

2 13OCT2020 33/C 2 No O NA N N/N

16-55/
C459100
1 1231 
12313353

3^ MUSC Back pain/
Right back pain

1 27AUG2020 5/4 1 No O NA R 
(30AUG2020)

N/N

16-55/
C459100
1 1231 
12313356

3^ INFEC Rhinitis/
Rhinitis

2 14SEP2020 2/34 1 No O NA R 
(17OCT2020)

N/N

16-55/
C459100
1 1231 
12313357

3^ GENRL Pyrexia/
Febrile Syndrome

1 25AUG2020 3/1 3 Yes NA/TC R 
(25AUG2020)

N/N

16-55/
C459100
1 1231 
12313370

3^ NERV Headache/
Headache

2 20SEP2020 8/2 2 No O NA/TC R 
(21SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12313386

3^ MUSC Muscle contracture/
Cervical contracture

2 02OCT2020 22/3 2 No O NA/TC R 
(04OCT2020)

N/N

16-55/
C459100
1 1231 
12313395

3^ RESP Rhinitis allergic/
allergic rhinitis

1 04OCT2020 43/2 1 No O NA R 
(05OCT2020)

N/N

16-55/
C459100
1 1231 
12313400

3^ CARD Palpitations/
Palpitations

2 10OCT2020 28/1 1 No O NA R 
(10OCT2020)

N/N

VASC Hypertension/
Hypertension

2 10OCT2020 28/1 1 No O NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1231 
12313404

3^ NERV Headache/
Headache

2 13SEP2020 1/8 1 Yes NA/TC R 
(20SEP2020)

N/N

16-55/
C459100
1 1231 
12313406

3^ GENRL Fatigue/
Fatigue

1 24AUG2020 2/2 1 Yes NA R 
(25AUG2020)

N/N

16-55/
C459100
1 1231 
12313419

3^ SKIN Acne/
Acne

1 05SEP2020 14/3 1 No O NA/TC R 
(07SEP2020)

N/N

16-55/
C459100
1 1231 
12313429

3^ GENRL Injection site pain/
Injection Site Pain

1 23AUG2020 1/7 2 Yes NA/TC R 
(29AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12313430

3^ INFEC Vulvovaginal candidiasis/
vulvovaginal candidiasis

2 12OCT2020 29/4 1 No O NA/TC R 
(15OCT2020)

N/N

16-55/
C459100
1 1231 
12313432

3^ SKIN Acne/
acne exacerbation

2 02NOV2020 53/C 1 Yes NA/TC N N/N

16-55/
C459100
1 1231 
12313437

3^ SKIN Pityriasis rosea/
Pityriasis rosea

2 29SEP2020 17/30 2 No O NA/TC R 
(28OCT2020)

N/N

16-55/
C459100
1 1231 
12313454

3^ GENRL Pyrexia/
Fever

1 23AUG2020 1/2 1 Yes NA/TC R 
(24AUG2020)

N/N

INJ&P Ligament sprain/
right ankle sprain

1 12SEP2020 21/26 3 No O NA/TC R 
(07OCT2020)

N/N

INFEC Furuncle/
boils

1 02NOV2020 72/C 2 No O NA/TC N N/N

16-55/
C459100
1 1231 
12313465

3^ METAB Hypercholesterolaemia/
Hypercholesterolemia

2 08OCT2020 25/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1231 
12313467

3^ SURG Tooth extraction/
extraction of 2 teeth

1 22SEP2020 31/1 1 No O NA/TC/TCN R 
(22SEP2020)

N/N

16-55/
C459100

3^ MUSC Plantar fasciitis/
left plantar fasciitis

1 21SEP2020 30/8 1 No O NA/TC/TCN R 
(28SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12313470

16-55/
C459100
1 1231 
12313471

3^ MUSC Myalgia/
Deltoid pain

1 06SEP2020 15/1 1 No O NA/TCN R 
(06SEP2020)

N/N

VASC Haematoma/
hematoma in left deltoid region

2 18SEP2020 6/3 1 No O NA R 
(20SEP2020)

N/N

MUSC Muscle contracture/
cervical contracture

2 07NOV2020 56/7 2 No O NA/TC/TCN R 
(13NOV2020)

N/N

16-55/
C459100
1 1231 
12313489

3^ SKIN Rash/
GENERALIZED RASH

1 12SEP2020 21/7 1 No O NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1231 
12313492

3^ SOCCI Stress at work/
Work Stress

1 05OCT2020 44/32 1 No O NA/TC R 
(05NOV2020)

N/N

16-55/
C459100
1 1231 
12313497

3^ INFEC Furuncle/
Furunculosis in axillary and left 

inginal region

1 14OCT2020 53/11 1 No O NA/TC R 
(24OCT2020)

N/N

16-55/
C459100
1 1231 
12313501

3^ INFEC Tooth infection/
upper left second molar infection

2 01OCT2020 17/4 1 No O NA/TC R 
(04OCT2020)

N/N

16-55/
C459100

3^ NERV Headache/
Headache

1 04SEP2020 13/2 2 No O NA/TC R 
(05SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12313507

GENRL Injection site pain/
injection site pain in left arm

2 13SEP2020 1/26 1 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1231 
12313508

3^ MUSC Arthralgia/
arthralgias

2 01OCT2020 15/37 1 No O NA R 
(06NOV2020)

N/N

16-55/
C459100
1 1231 
12313512

3^ EAR Vertigo/
Vertiginous syndrome

1 05SEP2020 14/1 3 No O NA/TCN R 
(05SEP2020)

N/N

16-55/
C459100
1 1231 
12313513

3^ GENRL Asthenia/
asthenia

2 22SEP2020 10/6 2 No O NA R 
(27SEP2020)

N/N

Pyrexia/
fever

2 22SEP2020 10/2 1 No O NA/TC/TCN R 
(23SEP2020)

N/N

NERV Headache/
headache

2 22SEP2020 10/3 1 No O NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1231 
12313516

3^ INFEC Cellulitis/
facial cellulitis

1 23AUG2020 1/6 1 No O NA/TC R 
(28AUG2020)

N/N

16-55/
C459100
1 1231 
12313551

3^ MUSC Muscle contracture/
Cervical contracture

1 21OCT2020 60/1 2 No O NA R 
(21OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

1 21OCT2020 60/1 2 No O NA/TC R 
(21OCT2020)

N/N

16-55/
C459100
1 1231 
12313575

3^ MUSC Tendonitis/
Tendonitis

1 24AUG2020 2/C 1 Yes NA RG N/N

16-55/
C459100
1 1231 
12313576

3^ NERV Sciatica/
Lumbociatalgia

2 03OCT2020 23/1 2 No O NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1231 
12313605

3^ GENRL Fatigue/
Fatigue

1 23AUG2020 1/3 1 Yes NA R 
(25AUG2020)

N/N

16-55/
C459100
1 1231 
12313631

3^ REPRO Pruritus genital/
genital itching

2 15SEP2020 3/46 1 No O NA/TC R 
(30OCT2020)

N/N

16-55/
C459100
1 1231 
12313636

3^ INV Body temperature increased/
Body temperature increased

2 01OCT2020 18/2 1 No O NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1231 
12313637

3^ NERV Paraesthesia/
Paresthesia in the scapular and 

lumbar region

2 13SEP2020 1/30 1 No O NA R 
(12OCT2020)

N/N

16-55/
C459100
1 1231 
12313644

3^ SKIN Rash/
Rash in the upper dorsal region

2 06OCT2020 24/C 1 No O NA N N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1379

FDA-CBER-2021-5683-0127405



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12313646

3^ MUSC Myalgia/
Muscle pain

2 17SEP2020 2/2 3 No O NA/TC R 
(18SEP2020)

N/N

MUSC Trigger finger/
TRigger Finger

2 24SEP2020 9/16 2 No O NA/TC R 
(09OCT2020)

N/N

EYE Conjunctival haemorrhage/
subconjunctival hemorrhage

2 02OCT2020 17/3 1 No O NA/TC R 
(04OCT2020)

N/N

INJ&P Skin laceration/
Cutting wound second phalanx 

of left hand

2 11OCT2020 26/4 2 No O NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 1231 
12313653

3^ NERV Ischaemic stroke/
Ischemic Stroke

2 06NOV2020 55/C 3 No O NA RG Y/N

16-55/
C459100
1 1231 
12313684

3^ MUSC Arthralgia/
left shoulder arthralgia

1 27AUG2020 4/8 1 No O NA R 
(03SEP2020)

N/N

16-55/
C459100
1 1231 
12313685

3^ SKIN Rash/
RASH ON LEFT ARM AND 

HEMITHORAX

2 18SEP2020 6/7 1 No O NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1231 
12313693

3^ GASTR Toothache/
Left hemiarcaled upper premolar 

tooth pain

2 07OCT2020 25/15 1 No O NA/TC/TCN R 
(21OCT2020)

N/N

16-55/
C459100

3^ NERV Dysgeusia/
Dysgeusia

2 19SEP2020 7/17 1 No O NA R 
(05OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12313695

16-55/
C459100
1 1231 
12313702

3^ GASTR Toothache/
Left lower third molar tooth pain

2 03OCT2020 19/2 1 No O NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1231 
12313718

3^ NERV Migraine/
Migraine exacerbation

2 03OCT2020 21/4 2 No O NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1231 
12313756

3^ MUSC Arthralgia/
Stabbing pain in scapular region 

bilateral intermittent

2 05OCT2020 23/15 2 No O NA/TC R 
(19OCT2020)

N/N

GENRL Pain/
stabbing nonspecific trunk pain

2 10OCT2020 28/10 1 No O NA/TC R 
(19OCT2020)

N/N

16-55/
C459100
1 1231 
12313758

3^ MUSC Back pain/
muscle pain in the back

1 22OCT2020 60/4 1 No O NA/TC R 
(25OCT2020)

N/N

16-55/
C459100
1 1231 
12313759

3^ GASTR Diarrhoea/
Diarrhea

2 16OCT2020 33/2 2 No O NA/TC/TCN R 
(17OCT2020)

N/N

16-55/
C459100
1 1231 
12313773

3^ GENRL Asthenia/
Asthenia

1 24AUG2020 1/3 1 Yes NA RS 
(26AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Vaccination site pain/
Vaccine injection site pain

1 24AUG2020 1/63 1 Yes NA R 
(25OCT2020)

N/N

16-55/
C459100
1 1231 
12313777

3^ BLOOD Lymphadenopathy/
left supraclavicular and axillary 

adenomegaly

2 16SEP2020 2/8 2 No O NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1231 
12313778

3^ RESP Allergic sinusitis/
Seasonal sinusitis

2 22SEP2020 10/6 1 No O NA/TC R 
(27SEP2020)

N/N

16-55/
C459100
1 1231 
12313780

3^ GASTR Aphthous ulcer/
oral aphthae

2 15SEP2020 3/8 2 No O NA/TC R 
(22SEP2020)

N/N

16-55/
C459100
1 1231 
12313818

3^ GASTR Toothache/
Toothache

2 06OCT2020 24/11 1 No O NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 1231 
12313825

3^ VASC Intermittent claudication/
intermittent claudication

1 27AUG2020 3/21 2 No O NA/TC R 
(16SEP2020)

N/N

16-55/
C459100
1 1231 
12313831

3^ VASC Varicose vein/
Worsening pain from varicose 

veins

2 07OCT2020 23/4 1 No O NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1231 
12313832

3^ GENRL Asthenia/
asthenia

1 26AUG2020 2/2 1 No O NA R 
(27AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12313836

3^ MUSC Back pain/
low back pain

2 07OCT2020 22/35 1 No O NA/TC/TCN R 
(10NOV2020)

N/N

16-55/
C459100
1 1231 
12313854

3^ GENRL Injection site pain/
Pain at the injection site

1 25AUG2020 1/1 1 Yes NA R 
(25AUG2020)

N/Y

16-55/
C459100
1 1231 
12313862

3^ MUSC Myalgia/
myalgia

2 20SEP2020 7/23 1 Yes NA R 
(12OCT2020)

N/N

16-55/
C459100
1 1231 
12313877

3^ CARD Angina pectoris/
angina

2 09OCT2020 24/8 1 No CD NA/TC RS 
(16OCT2020)

N/N

INFEC Otitis media acute/
Left acute otitis media

2 09OCT2020 24/8 1 No O NA/TC RS 
(16OCT2020)

N/N

16-55/
C459100
1 1231 
12313879

3^ GENRL Injection site pain/
Injection site pain

1 25AUG2020 1/1 1 Yes NA R 
(25AUG2020)

N/Y

INJ&P Exposure during pregnancy/
Exposure to Investigation 
product during pregnancy

1 10SEP2020 17/C No O NA UNK N/N

NERV Headache/
headache

2 14SEP2020 2/9 3 No O NA/TC R 
(22SEP2020)

N/N

16-55/
C459100

3^ BLOOD Lymphadenopathy/
right axillary adenopathy

2 18SEP2020 3/5 1 No O NA R 
(22SEP2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1383

FDA-CBER-2021-5683-0127409



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12313884

16-55/
C459100
1 1231 
12313893

3^ GENRL Vessel puncture site haematoma/
Blood draw site hematoma on 

left arm

2 14OCT2020 32/8 1 No O NA R 
(21OCT2020)

N/N

16-55/
C459100
1 1231 
12313896

3^ GENRL Injection site pain/
Injection Site Pain

1 25AUG2020 1/1 1 Yes NA R 
(25AUG2020)

N/Y

GASTR Dental caries/
Caries in premolar and molar

1 01SEP2020 8/53 2 No O NA/TC/TCN R 
(23OCT2020)

N/N

16-55/
C459100
1 1231 
12313902

3^ INJ&P Contusion/
Traumatic contusion in the arms

1 04SEP2020 11/9 2 No O NA/TCN R 
(12SEP2020)

N/N

Contusion/
Traumatic contusion in the trunk

1 04SEP2020 11/9 2 No O NA/TC/TCN R 
(12SEP2020)

N/N

Contusion/
Traumatic contusion on the face

1 04SEP2020 11/9 2 No O NA/TC/TCN R 
(12SEP2020)

N/N

PSYCH Panic attack/
Panic attack

1 04SEP2020 11/42 2 No O NA/TC/TCN R 
(15OCT2020)

N/N

16-55/
C459100
1 1231 
12313904

3^ CARD Palpitations/
Intermittent Palpitations.

2 15SEP2020 3/6 1 No O NA R 
(20SEP2020)

N/N

INV Body temperature increased/
Body temperature increased

2 15SEP2020 3/6 1 No O NA R 
(20SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12313916

3^ MUSC Back pain/
Low back pain

2 30SEP2020 18/26 1 No O NA/TC R 
(25OCT2020)

N/N

16-55/
C459100
1 1231 
12313921

3^ MUSC Muscle contracture/
Cervical muscular contracture

1 07SEP2020 14/6 1 No O NA/TC/TCN R 
(12SEP2020)

N/N

16-55/
C459100
1 1231 
12313925

3^ RESP Interstitial lung disease/
Right lung interstitial pneumonia

1 02SEP2020 9/8 2 No O NA/TC R 
(09SEP2020)

N/N

16-55/
C459100
1 1231 
12313927

3^ MUSC Arthralgia/
left shoulder pain

2 18SEP2020 6/C 2 No O NA/TC N N/N

Rotator cuff syndrome/
left rotator cuff tendonitis

2 18SEP2020 6/C 2 No O NA/TC/TCN N N/N

16-55/
C459100
1 1231 
12313931

3^ GASTR Diarrhoea/
diarrhea

1 28AUG2020 4/3 1 No O NA R 
(30AUG2020)

N/N

MUSC Synovial cyst/
ganglion in right wrist joint

2 22SEP2020 10/C 1 No O NA RG N/N

16-55/
C459100
1 1231 
12313935

3^ GENRL Injection site pain/
mild pain at the injection site

1 25AUG2020 1/2 1 Yes NA R 
(26AUG2020)

N/N

16-55/
C459100

3^ GASTR Diarrhoea/
Diarrhea

1 16SEP2020 23/2 1 No O NA R 
(17SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12313939

16-55/
C459100
1 1231 
12313941

3^ NERV Headache/
Headache

1 30AUG2020 6/50 1 No O NA/TC R 
(18OCT2020)

N/N

16-55/
C459100
1 1231 
12313960

3^ GENRL Swelling face/
Swelling in cheeks

2 16OCT2020 32/1 1 No O NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 1231 
12313967

3^ MUSC Tendon disorder/
rigth shoulder tendinosis

1 07SEP2020 14/3 1 No O NA/TC R 
(09SEP2020)

N/N

16-55/
C459100
1 1231 
12313968

3^ GENRL Injection site pain/
Pain at injection site

1 26AUG2020 2/3 2 Yes NA/TC R 
(28AUG2020)

N/N

16-55/
C459100
1 1231 
12313984

3^ INJ&P Ligament sprain/
right ankle sprain

2 30SEP2020 16/28 2 No O NA/TCN R 
(27OCT2020)

N/N

16-55/
C459100
1 1231 
12313989

3^ INFEC Rhinitis/
rhinitis

2 24SEP2020 9/19 1 No O NA/TC R 
(12OCT2020)

N/N

16-55/
C459100
1 1231 
12313993

3^ PSYCH Depression/
Worsening Depression

2 14OCT2020 30/21 2 No O NA/TC/TCN R 
(03NOV2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12314010

3^ INJ&P Skin injury/
ERYTHEMATOUS AND 

FLAKY SKIN INJURIES IN 
TRUNK AND THIGHS

2 02OCT2020 18/25 1 No O NA R 
(26OCT2020)

N/N

16-55/
C459100
1 1231 
12314022

3^ GASTR Dry mouth/
xerostomia

2 12OCT2020 28/C 1 No O NA/TCN N N/N

16-55/
C459100
1 1231 
12314032

3^ MUSC Musculoskeletal chest pain/
muscle-type chest pain

2 22SEP2020 9/3 1 No O NA R 
(24SEP2020)

N/N

GENRL Chest pain/
Intermittent chest pain in the 

right pectoral

2 06OCT2020 23/2 1 No O NA R 
(07OCT2020)

N/N

MUSC Myalgia/
muscle pain in the upper inner 

third of the rigth arm

2 06OCT2020 23/2 1 No O NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1231 
12314033

3^ BLOOD Lymphadenopathy/
Left axillary adenopathy

1 01SEP2020 8/17 2 No O NA R
(17SEP2020)

N/N

16-55/
C459100
1 1231 
12314059

3^ INJ&P Exposure during pregnancy/
exposure during pregnancy

1 31AUG2020 7/C No O NA UNK N/N

16-55/
C459100
1 1231 
12314073

3^ SKIN Rash papular/
Papular rash in deltoid region of 

the right arm.

2 17OCT2020 33/4 1 No O NA/TC/TCN R 
(20OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12314075

3^ RENAL Pollakiuria/
NOCTURNE POLLAKIURIA

1 28AUG2020 3/62 2 No O NA R 
(28OCT2020)

N/N

MUSC Back pain/
LOW BACK PAIN 

WORSENING

1 30AUG2020 5/24 2 No O NA/TC R 
(22SEP2020)

N/N

16-55/
C459100
1 1231 
12314084

3^ INFEC Tooth infection/
Left wisdom tooth infection

1 28AUG2020 3/27 2 No O NA/TC/TCN R 
(23SEP2020)

N/N

16-55/
C459100
1 1231 
12314104

3^ INJ&P Chest injury/
Trauma to the posterior region of 

the right rib cage

2 05NOV2020 52/1 1 No O NA/TC R 
(05NOV2020)

N/N

MUSC Musculoskeletal chest pain/
pain in right posterior rib

2 05NOV2020 52/C 2 No O NA/TC RG N/N

NEOPL Lipoma/
Lipoma in the right mid-axillary 

line

2 06NOV2020 53/1 1 No O NA R 
(06NOV2020)

N/N

16-55/
C459100
1 1231 
12314111

3^ EAR Vertigo/
Vertigo

1 26AUG2020 1/13 1 No O NA/TC/TCN R 
(07SEP2020)

N/N

MUSC Myalgia/
myalgia

1 26AUG2020 1/6 2 Yes NA/TC/TCN R 
(31AUG2020)

N/N

16-55/
C459100
1 1231 
12314128

3^ BLOOD Lymphadenopathy/
Left cervical adenopathy

1 27AUG2020 2/37 1 No O NA R 
(02OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

EAR Ear pain/
left otalgia

1 27AUG2020 2/3 1 No O NA R 
(29AUG2020)

N/N

16-55/
C459100
1 1231 
12314132

3^ GENRL Injection site pain/
pain at the injection site.

1 11SEP2020 17/53 1 Yes NA/TC R 
(02NOV2020)

N/N

NERV Paraesthesia/
tingling in left arm

1 11SEP2020 17/C 1 Yes NA/TC N N/N

16-55/
C459100
1 1231 
12314135

3^ NERV Headache/
Headache

2 12OCT2020 29/2 2 No O NA/TC RS 
(13OCT2020)

N/N

16-55/
C459100
1 1231 
12314137

3^ GENRL Asthenia/
asthenia

2 19SEP2020 6/3 3 No O NA R 
(21SEP2020)

N/N

EYE Blepharospasm/
blepharospasm

2 30SEP2020 17/3 1 No O NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1231 
12314143

3^ SURG Dental care/
dental treatment

2 13OCT2020 30/1 1 No O NA/TC R 
(13OCT2020)

N/N

16-55/
C459100
1 1231 
12314152

3^ ENDO Hypothyroidism/
Hypothyroidism

1 01SEP2020 7/46 1 No O NA/TC R 
(16OCT2020)

N/N

GASTR Gastrooesophageal reflux 
disease/

Gastroesophageal reflux

1 01SEP2020 7/46 1 No O NA/TC R 
(16OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12314155

3^ INJ&P Ligament sprain/
Right ankle sprain

2 19SEP2020 6/6 2 No O NA/TC/TCN R 
(24SEP2020)

N/N

16-55/
C459100
1 1231 
12314188

3^ REPRO Menstruation delayed/
Menstrual delay

2 15SEP2020 2/58 1 No O NA/TC R 
(11NOV2020)

N/N

16-55/
C459100
1 1231 
12314198

3^ GENRL Injection site pain/
Local pain at injection site

1 27AUG2020 2/2 2 Yes NA/TC R 
(28AUG2020)

N/N

16-55/
C459100
1 1231 
12314202

3^ EYE Conjunctival haemorrhage/
Subconjunctival hemorrhage left 

eye

2 12OCT2020 29/14 1 No O NA R 
(25OCT2020)

N/N

16-55/
C459100
1 1231 
12314203

3^ INFEC Pustule/
Pustulosis in upper limbs and 

lumbar area.

2 17SEP2020 3/C 1 No O NA N N/N

16-55/
C459100
1 1231 
12314212

3^ INJ&P Joint injury/
Right knee trauma

2 29SEP2020 14/42 2 No O NA/TC/TCN R 
(09NOV2020)

N/N

16-55/
C459100
1 1231 
12314223

3^ GASTR Odynophagia/
odynophagia

2 29SEP2020 16/3 1 No O NA/TC R 
(01OCT2020)

N/N

16-55/
C459100

3^ NERV Sciatica/
Flare-up of sciatica

2 19SEP2020 5/52 2 No O NA/TC/TCN R 
(09NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12314224

MUSC Arthralgia/
Migratory arthralgias in upper 

limbs

2 10OCT2020 26/4 2 No O NA R 
(13OCT2020)

N/N

16-55/
C459100
1 1231 
12314229

3^ GASTR Irritable bowel syndrome/
irritable bowel

1 01SEP2020 7/45 1 No O NA/TC/TCN R 
(15OCT2020)

N/N

16-55/
C459100
1 1231 
12314251

3^ NERV Headache/
headache

2 23SEP2020 8/4 1 No O NA R 
(26SEP2020)

N/N

16-55/
C459100
1 1231 
12314256

3^ INJ&P Radius fracture/
Intra-articular Left Radius 

Fracture

2 09OCT2020 3/5 2 No O NA/TC/TCN R 
(13OCT2020)

N/N

SOCCI High risk sexual behaviour/
Risky sexual behavior

2 24OCT2020 18/1 1 No O NA/TC R 
(24OCT2020)

N/N

16-55/
C459100
1 1231 
12314263

3^ GENRL Injection site papule/
multiple small itchy papule 

located on the left arm, extending 
from the injection site to the 

elbow

1 31AUG2020 6/3 1 Yes NA R 
(02SEP2020)

N/N

GENRL Injection site papule/
multiple small itchy papules 

located on the left arm, extending 
from the injection site to the 

elbow

2 18SEP2020 5/3 1 Yes NA/TC R 
(20SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12314265

3^ MUSC Arthralgia/
Arthalgies

1 31AUG2020 6/C 2 No O NA/TC/TCN RG N/N

16-55/
C459100
1 1231 
12314267

3^ INFEC Tonsillitis/
tonsillitis

2 08OCT2020 25/6 2 No O NA/TC R 
(13OCT2020)

N/N

16-55/
C459100
1 1231 
12314269

3^ GASTR Stomatitis/
stomatitis

2 19SEP2020 2/19 2 No O NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1231 
12314270

3^ RENAL Dysuria/
Dysuria

2 01OCT2020 18/39 1 No O NA R 
(08NOV2020)

N/N

16-55/
C459100
1 1231 
12314277

3^ MUSC Temporomandibular joint 
syndrome/

Temporomandibular dysfunction

2 23SEP2020 8/C 2 No O NA/TC/TCN N N/N

16-55/
C459100
1 1231 
12314278

3^ GENRL Pyrexia/
fever

2 15SEP2020 2/2 3 Yes NA/TC R 
(16SEP2020)

N/N

16-55/
C459100
1 1231 
12314290

3^ GASTR Abdominal pain upper/
Epigastralgia

1 28AUG2020 3/15 2 No O NA R 
(11SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231
12314297

3^ METAB Diabetes mellitus inadequate 
control/

Uncompensated diabetes

2 17SEP2020 4/14 1 No O NA/TC R 
(30SEP2020)

N/N

16-55/
C459100
1 1231 
12314298

3^ GASTR Gastritis/
Worsening gastritis

1 27AUG2020 2/3 1 No O NA/TC R 
(29AUG2020)

N/N

16-55/
C459100
1 1231 
12314329

3^ INFEC Pharyngitis/
Pharyngitis

1 27AUG2020 2/5 2 No O NA/TC R 
(31AUG2020)

N/N

16-55/
C459100
1 1231 
12314343

3^ INFEC Pharyngotonsillitis/
Putaceous pharyngotonsillitis

1 29AUG2020 4/4 2 No O NA/TC R 
(01SEP2020)

N/N

16-55/
C459100
1 1231 
12314358

3^ MUSC Musculoskeletal chest pain/
Chest muscle pain

2 24SEP2020 11/C 2 No O NA/TC N N/N

16-55/
C459100
1 1231 
12314360

3^ GENRL Chills/
Chills

2 09OCT2020 24/1 1 No O NA R 
(09OCT2020)

N/N

Fatigue/
Fatigue

2 09OCT2020 24/1 1 No O NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1231 
12314368

3^ BLOOD Lymphadenopathy/
Supraclavicular adenopathy (left)

1 29AUG2020 4/56 1 No O NA/TC R 
(23OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

RESP Tonsillar hypertrophy/
swollen tonsils

2 18SEP2020 3/21 1 No O NA/TC R 
(08OCT2020)

N/N

16-55/
C459100
1 1231 
12314395

3^ REPRO Haematospermia/
Hemospermia

2 26SEP2020 12/1 1 No O NA R 
(26SEP2020)

N/N

16-55/
C459100
1 1231 
12314400

3^ RESP Asthma/
asthma exacerbation

2 26SEP2020 11/5 1 No O NA/TC R 
(30SEP2020)

N/N

16-55/
C459100
1 1231 
12314405

3^ EAR Vertigo/
two second-long episodes of 

vertigo

1 27AUG2020 1/1 1 No O NA R 
(27AUG2020)

N/N

GENRL Injection site pain/
local pain at the injection site

1 27AUG2020 1/3 1 Yes NA R 
(29AUG2020)

N/N

16-55/
C459100
1 1231 
12314407

3^ INJ&P Multiple injuries/
Polytrauma

2 20SEP2020 5/C 3 No O NA/TC/TCN RG Y/N

RESP Epistaxis/
Epistaxis

2 20SEP2020 5/30 2 No O NA/TCN R 
(19OCT2020)

N/N

VASC Subgaleal haematoma/
subgaleal hematoma

2 20SEP2020 5/C 2 No O NA/TCN RG N/N

16-55/
C459100
1 1231 
12314416

3^ NERV Sciatica/
lumbosciatica

1 11SEP2020 16/54 1 No O NA/TC R 
(03NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12314421

3^ INFEC Urinary tract infection/
urinary infection

2 20OCT2020 36/6 1 No O NA R 
(25OCT2020)

N/N

16-55/
C459100
1 1231 
12314434

3^ VASC Hypertension/
arterial hypertension

1 01SEP2020 6/C 2 No O NA/TC N N/N

16-55/
C459100
1 1231 
12314435

3^ GENRL Asthenia/
asthenia

1 27AUG2020 1/1 1 Yes NA R 
(27AUG2020)

N/N

16-55/
C459100
1 1231 
12314436

3^ GENRL Pyrexia/
fever

2 15SEP2020 1/2 3 No O NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1231 
12314450

3^ INFEC Anal fistula infection/
anal fistula acute infection

1 15SEP2020 20/5 2 No O NA/TC R 
(19SEP2020)

N/N

16-55/
C459100
1 1231 
12314464

3^ EAR Tinnitus/
tinnitus bilateral, intermittent

1 10SEP2020 15/38 1 No O NA R 
(17OCT2020)

N/N

CARD Palpitations/
PALPITATIONS

2 16SEP2020 1/13 1 No O NA R 
(28SEP2020)

N/N

GASTR Dental caries/
Dental Cavities

2 10OCT2020 25/8 1 No O NA/TC/TCN R 
(17OCT2020)

N/N

16-55/
C459100

3^ INFEC Periodontitis/
Right lower molar periodontitis

1 28AUG2020 2/7 2 No O NA/TC R 
(03SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12314474

16-55/
C459100
1 1231 
12314477

3^ GENRL Fatigue/
fatigue

2 19SEP2020 2/3 1 Yes NA R 
(21SEP2020)

N/N

Injection site pain/
Injection site pain

2 19SEP2020 2/3 1 Yes NA R 
(21SEP2020)

N/N

MUSC Myalgia/
Generalized muscle pain

2 19SEP2020 2/3 1 Yes NA R 
(21SEP2020)

N/N

RESP Rhinorrhoea/
rhinorrhea

2 23SEP2020 6/11 1 No O NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1231 
12314482

3^ INJ&P Penis injury/
PENIS INJURY

2 15SEP2020 1/8 1 No O NA/TCN R 
(22SEP2020)

N/N

16-55/
C459100
1 1231 
12314486

3^ RESP Rhinitis allergic/
Allergic rhinitis

2 07OCT2020 23/3 1 No O NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1231 
12314499

3^ INFEC Rhinitis/
Rhinitis

2 28SEP2020 13/3 1 No O NA/TC R 
(30SEP2020)

N/N

MUSC Back pain/
low back pain

2 30SEP2020 15/6 1 No O NA R 
(05OCT2020)

N/N

MUSC Pain in extremity/
Nonspecific upper limb pain.

2 18OCT2020 33/2 2 No O NA/TC R 
(19OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12314511

3^ GENRL Pyrexia/
Fever

1 28AUG2020 2/3 2 Yes NA/TC R 
(30AUG2020)

N/N

GASTR Stomatitis/
Stomatitis

1 07SEP2020 12/6 1 No O NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1231 
12314513

3^ NERV Headache/
Headache

2 15SEP2020 1/15 1 Yes NA/TC R 
(29SEP2020)

N/N

16-55/
C459100
1 1231 
12314515

3^ GENRL Axillary pain/
Regional pain (left axillary 

hollow)

2 29OCT2020 45/3 1 No O NA R 
(31OCT2020)

N/N

16-55/
C459100
1 1231 
12314526

3^ NERV Dizziness/
Dizziness

2 06OCT2020 20/1 1 No O NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1231 
12314528

3^ INFEC Herpes zoster/
HERPES ZOSTER RIGHT 

THORACIC of one dermatome

2 01NOV2020 48/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1231 
12314529

3^ MUSC Myalgia/
Generalized muscle pain

2 17SEP2020 2/2 3 Yes NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1231 
12314531

3^ INJ&P Exposure during pregnancy/
exposure during pregnancy

2 01OCT2020 4/C No O NA UNK N/N09
01
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12314542

3^ MUSC Arthralgia/
Arthralgia

1 01SEP2020 6/50 1 No O NA/TC R 
(20OCT2020)

N/N

16-55/
C459100
1 1231 
12314550

3^ MUSC Pain in extremity/
Pain in right upper limb

2 16OCT2020 31/C 2 No O NA/TC/TCN RG N/N

NERV Neuropathy peripheral/
Right upper limb neuropathy

2 16OCT2020 31/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1231 
12314553

3^ INFEC Furuncle/
furunculosis

1 29AUG2020 3/16 2 No O NA/TC R 
(13SEP2020)

N/N

16-55/
C459100
1 1231 
12314554

3^ MUSC Neck pain/
right cervicalgia

1 07SEP2020 12/2 1 No O NA R 
(08SEP2020)

N/N

16-55/
C459100
1 1231 
12314562

3^ BLOOD Lymphadenopathy/
left submandibular adenopathy.

2 03OCT2020 18/11 1 No O NA/TC R 
(13OCT2020)

N/N

16-55/
C459100
1 1231 
12314573

3^ VASC Haematoma/
hematoma 8 cm in diameter, 

external face of right leg

2 17OCT2020 33/6 1 No O NA/TC R 
(22OCT2020)

N/N

16-55/
C459100
1 1231 
12314575

3^ RESP Asthma/
asthma attack

1 05SEP2020 10/2 2 No O NA/TC R 
(06SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
Burning at injection site

1 08OCT2020 43/1 1 Yes NA R 
(08OCT2020)

N/N

MUSC Myalgia/
myalgia

2 09OCT2020 2/2 1 Yes NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1231 
12314582

3^ NERV Trigeminal neuralgia/
Trigeminal neuralgia

2 17OCT2020 31/10 2 No O NA/TC R 
(26OCT2020)

N/N

16-55/
C459100
1 1231 
12314583

3^ GASTR Abdominal pain upper/
Epigastralgia

2 15OCT2020 31/5 1 No O NA R 
(19OCT2020)

N/N

16-55/
C459100
1 1231 
12314602

3^ SKIN Rash/
Rash in torso and arms.

1 01SEP2020 6/10 1 No O NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1231 
12314633

3^ INFEC Orchitis/
Epididymitis orchitis

2 21OCT2020 37/C 2 No O NA/TC N N/N

16-55/
C459100
1 1231 
12314649

3^ CARD Tachycardia/
resting tachycardia

1 29AUG2020 3/1 1 No O NA R 
(29AUG2020)

N/N

16-55/
C459100
1 1231 
12314674

3^ GENRL Injection site pain/
Local pain at injection site

1 29AUG2020 2/2 1 Yes NA/TC R 
(30AUG2020)

N/N

16-55/
C459100

3^ MUSC Back pain/
Low back pain

2 05OCT2020 20/4 1 No O NA/TC RS 
(08OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12314678

16-55/
C459100
1 1231 
12314679

3^ CARD Tachycardia/
tachycardia

1 29AUG2020 2/3 1 No O NA R 
(31AUG2020)

N/N

MUSC Neck pain/
Neck pain

1 01SEP2020 5/3 1 No O NA/TC/TCN R 
(03SEP2020)

N/N

16-55/
C459100
1 1231 
12314699

3^ GENRL Asthenia/
asthenia

1 05SEP2020 9/3 2 No O NA/TC R 
(07SEP2020)

N/N

NERV Headache/
headache

2 16SEP2020 1/24 1 Yes NA/TC R 
(09OCT2020)

N/N

16-55/
C459100
1 1231 
12314712

3^ GENRL Pyrexia/
fever

2 17SEP2020 2/2 3 Yes NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1231 
12314719

3^ GASTR Diarrhoea/
loose stools

2 30SEP2020 15/3 1 No O NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1231 
12314730

3^ INFEC Folliculitis/
Left Groin Folliculitis

2 04OCT2020 19/8 1 No O NA/TC R 
(11OCT2020)

N/N

16-55/
C459100

3^ INJ&P Meniscus injury/
Right knee meniscus tear

2 22SEP2020 7/46 2 No O NA/TC/TCN R 
(06NOV2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12314731

16-55/
C459100
1 1231 
12314756

3^ EAR Ear pain/
Right otalgia

2 14OCT2020 29/14 1 No O NA/TC R 
(27OCT2020)

N/N

16-55/
C459100
1 1231 
12314764

3^ NERV Headache/
headache

2 15OCT2020 30/1 1 No O NA/TC R 
(15OCT2020)

N/N

16-55/
C459100
1 1231 
12314768

3^ GENRL Pyrexia/
fever

2 18SEP2020 2/1 3 Yes NA/TC/TCN R 
(18SEP2020)

N/N

16-55/
C459100
1 1231 
12314771

3^ GASTR Gastritis/
Gastritis

2 08OCT2020 23/11 1 No O NA/TC R 
(18OCT2020)

N/N

16-55/
C459100
1 1231 
12314774

3^ EYE Chalazion/
chalazion

2 24SEP2020 9/3 1 No O NA/TC R 
(26SEP2020)

N/N

16-55/
C459100
1 1231 
12314790

3^ GASTR Nausea/
Nausea

2 30SEP2020 15/2 2 No O NA/TC R 
(01OCT2020)

N/N

16-55/
C459100
1 1231 
12314804

3^ INFEC Gingivitis/
Gingivitis

1 03SEP2020 7/8 2 No O NA/TC R 
(10SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

VASC Hypertension/
Arterial Hypertension

1 16SEP2020 20/1 2 No O NA/TC R 
(16SEP2020)

N/N

GASTR Vomiting/
vomits

2 03OCT2020 2/1 2 Yes NA/TC R 
(03OCT2020)

N/N

GENRL Asthenia/
asthenia

2 03OCT2020 2/2 1 No O NA R 
(04OCT2020)

N/N

NERV Headache/
Headache

2 03OCT2020 2/2 2 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1231 
12314813

3^ MUSC Back pain/
Low back pain

2 21SEP2020 5/22 2 No O NA/TC/TCN R 
(12OCT2020)

N/N

16-55/
C459100
1 1231 
12314816

3^ INJ&P Ligament injury/
grade 1 injury to the internal 

collateral ligament of the right 
knee

2 25SEP2020 10/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1231 
12314817

3^ INFEC Tooth infection/
Dental infection

2 03OCT2020 18/C 1 No O NA/TC/TCN RG N/N

16-55/
C459100
1 1231 
12314833

3^ INFEC Appendicitis/
appendicitis

2 16OCT2020 29/9 3 No O NA/TC/TCN R 
(24OCT2020)

Y/N

INFEC Abdominal abscess/
Intra-abdominal Abscess

2 29OCT2020 42/C 3 No O NA/TC/TCN RG Y/N

16-55/
C459100

3^ NERV Headache/
headache

2 20OCT2020 35/1 1 No O NA R 
(20OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12314836

16-55/
C459100
1 1231 
12314847

3^ SKIN Rash/
skin rash on chest and neck

2 08OCT2020 23/7 1 No O NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 1231 
12314852

3^ GENRL Fatigue/
Fatigue

1 29AUG2020 2/2 1 Yes NA R 
(30AUG2020)

N/N

Injection site pain/
Pain at injection site

1 29AUG2020 2/2 1 Yes NA R 
(30AUG2020)

N/N

16-55/
C459100
1 1231 
12314857

3^ MUSC Neck pain/
Cervicalgia

1 16SEP2020 20/5 1 No O NA/TC R 
(20SEP2020)

N/N

16-55/
C459100
1 1231 
12314870

3^ GASTR Toothache/
odontogenic pain

2 01OCT2020 16/1 1 No O NA/TCN R 
(01OCT2020)

N/N

16-55/
C459100
1 1231 
12314873

3^ GENRL Injection site pain/
Injection site pain (left arm)

1 29AUG2020 2/3 1 Yes NA R 
(31AUG2020)

N/N

EAR Vertigo/
Vertigo

2 19SEP2020 2/25 2 No O NA/TCN R 
(13OCT2020)

N/N

GENRL Injection site pain/
Pain at the injection site

2 19SEP2020 2/C 1 Yes NA RG N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INFEC Oral herpes/
Worsening of herpes labialis

2 23OCT2020 36/10 1 No O NA/TC R 
(01NOV2020)

N/N

16-55/
C459100
1 1231 
12314877

3^ GASTR Toothache/
exacerbation of dental pain

2 04OCT2020 19/6 2 No O NA/TC/TCN R 
(09OCT2020)

N/N

16-55/
C459100
1 1231 
12314878

3^ GENRL Chills/
INTERMITENT CHILLS

1 05SEP2020 9/10 1 No O NA R 
(14SEP2020)

N/N

16-55/
C459100
1 1231 
12314883

3^ GASTR Vomiting/
vomiting

1 30AUG2020 3/1 3 Yes NA R 
(30AUG2020)

N/N

16-55/
C459100
1 1231 
12314885

3^ MUSC Back pain/
low back pain

2 17OCT2020 32/C 2 No O NA/TC/TCN RG N/N

16-55/
C459100
1 1231 
12314889

3^ GENRL Asthenia/
asthenia

1 05SEP2020 9/1 1 No O NA R 
(05SEP2020)

N/N

16-55/
C459100
1 1231 
12314894

3^ CARD Myocarditis/
right retroatrial inflammation

2 21SEP2020 6/1 1 No O NA/TC R 
(21SEP2020)

N/N

16-55/
C459100
1 1231 
12314928

3^ GENRL Pyrexia/
Fever (38.8 degrees C)

2 17SEP2020 2/2 3 Yes NA/TC R 
(18SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
MYALGIA GENERALIZED

2 17SEP2020 2/2 3 Yes NA/TC R 
(18SEP2020)

N/N

NERV Headache/
HEADACHE

2 17SEP2020 2/2 3 Yes NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1231 
12314931

3^ EYE Eye allergy/
eye allergy

1 01SEP2020 5/11 1 No O NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1231 
12314935

3^ GENRL Chest pain/
prechordalgia

1 31AUG2020 4/1 1 No O NA/TC R 
(31AUG2020)

N/N

16-55/
C459100
1 1231 
12314947

3^ GENRL Asthenia/
asthenia

1 04SEP2020 8/3 1 No O NA R 
(06SEP2020)

N/N

NERV Somnolence/
DROWSINESS

1 04SEP2020 8/3 1 No O NA R 
(06SEP2020)

N/N

16-55/
C459100
1 1231 
12314974

3^ NERV Headache/
Headache

2 01OCT2020 16/7 1 No O NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1231 
12314980

3^ BLOOD Leukopenia/
Leukopenia

2 21OCT2020 36/24 1 No O NA R 
(13NOV2020)

N/N

16-55/
C459100
1 1231 
12314998

3^ INJ&P Vulvovaginal injury/
Vulvar injury

2 20SEP2020 4/C 1 No O NA/TCN N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12315073

3^ INFEC Bartholinitis/
inflammation of the bartolin 

glands

2 15OCT2020 29/4 2 No O NA/TC/TCN R 
(18OCT2020)

N/N

16-55/
C459100
1 1231 
12315087

3^ GASTR Toothache/
toothache

2 10OCT2020 23/1 1 No O NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1231 
12315089

3^ MUSC Back pain/
low back pain

1 29AUG2020 1/9 1 No O NA R 
(06SEP2020)

N/N

MUSC Back pain/
Low back pain

2 23SEP2020 7/7 2 No O NA/TC R 
(29SEP2020)

N/N

16-55/
C459100
1 1231 
12315093

3^ BLOOD Lymphadenopathy/
Adenopathy in low left cervical 

region.

2 19SEP2020 3/5 1 No O NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1231 
12315094

3^ MUSC Neck pain/
Cervicalgia

2 23SEP2020 6/3 2 No O NA/TC R 
(25SEP2020)

N/N

16-55/
C459100
1 1231 
12315095

3^ NERV Paraesthesia/
Paresthesias in both hands

2 29SEP2020 13/45 1 No O NA/TC/TCN R 
(12NOV2020)

N/N

16-55/
C459100
1 1231 
12315101

3^ VASC Hypertension/
Arterial hypertension

2 19SEP2020 3/1 1 No O NA/TC R 
(19SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

SKIN Rash maculo-papular/
Maculo pspular rash on chest

2 23SEP2020 7/38 1 No O NA R 
(30OCT2020)

N/N

16-55/
C459100
1 1231 
12315167

3^ MUSC Intervertebral disc protrusion/
DISC PROTRUSION AT 

CERVICAL LEVEL

2 11OCT2020 25/C 1 No O NA/TC/TCN RG N/N

16-55/
C459100
1 1231 
12315176

3^ INFEC Tooth infection/
dental infection

1 10SEP2020 13/4 2 No O NA/TC R 
(13SEP2020)

N/N

16-55/
C459100
1 1231 
12315185

3^ REPRO Amenorrhoea/
functional amenorrhea

1 16SEP2020 19/C 1 No O NA/TC N N/N

16-55/
C459100
1 1231 
12315186

3^ GASTR Abdominal pain/
abdominal pain

2 18SEP2020 2/2 3 No O NA/TC R 
(19SEP2020)

N/N

MUSC Myalgia/
abdominal myalgia

2 18SEP2020 2/2 3 No O NA/TC R 
(19SEP2020)

N/N

GASTR Gastritis erosive/
worsening of antral erosive 

gastritis

2 24SEP2020 8/28 1 No O NA/TC/TCN R 
(21OCT2020)

N/N

16-55/
C459100
1 1231 
12315189

3^ INFEC Conjunctivitis/
Worsening of rhino 

conjunctivitis

1 01SEP2020 4/20 1 No O NA/TC R 
(20SEP2020)

N/N

16-55/
C459100

3^ GENRL Chest pain/
prechordalgia

2 03NOV2020 48/C 1 No O NA N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12315190

16-55/
C459100
1 1231 
12315201

3^ CARD Palpitations/
PALPITATIONS

1 04SEP2020 7/6 1 No O NA/TCN R 
(09SEP2020)

N/N

16-55/
C459100
1 1231 
12315202

3^ GENRL Asthenia/
asthenia

1 30AUG2020 2/5 1 No O NA R 
(03SEP2020)

N/N

MUSC Myalgia/
myalgia

1 30AUG2020 2/5 1 No O NA R 
(03SEP2020)

N/N

Pain in extremity/
Severe pain in the left upper limb

1 30AUG2020 2/5 3 No O NA/TC R 
(03SEP2020)

N/N

MUSC Arthralgia/
generalized arthralgias

1 17SEP2020 20/7 1 No O NA R 
(23SEP2020)

N/N

NERV Headache/
headache

2 28SEP2020 1/4 2 No O NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1231 
12315204

3^ MUSC Neck pain/
cervicalgia

1 14SEP2020 17/1 2 No O NA/TC/TCN R 
(14SEP2020)

N/N

16-55/
C459100
1 1231 
12315205

3^ GASTR Rectal haemorrhage/
Proctorrhagia

2 03OCT2020 17/2 1 No O NA R 
(04OCT2020)

N/N

16-55/
C459100

3^ SURG Endodontic procedure/
Endodontic treatment

2 22SEP2020 5/22 1 No O NA/TC/TCN R 
(13OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12315206

16-55/
C459100
1 1231 
12315208

3^ PSYCH Insomnia/
insomnia

2 22SEP2020 6/43 1 No O NA/TC R 
(03NOV2020)

N/N

16-55/
C459100
1 1231 
12315271

3^ GENRL Asthenia/
asthenia

1 06SEP2020 9/2 1 No O NA R 
(07SEP2020)

N/N

16-55/
C459100
1 1231 
12315276

3^ GASTR Lip oedema/
Lip Edema

1 03SEP2020 6/1 1 No O NA/TC R 
(03SEP2020)

N/N

SKIN Pruritus/
perioral pruritus

1 03SEP2020 6/1 1 No O NA/TC R 
(03SEP2020)

N/N

GASTR Lip oedema/
Lip Edema

2 29SEP2020 12/1 1 No O NA/TC R 
(29SEP2020)

N/N

SKIN Pruritus/
perioral pruritus

2 29SEP2020 12/1 1 No O NA/TC R 
(29SEP2020)

N/N

MUSC Muscle spasms/
muscle cramps

2 18OCT2020 31/1 1 No O NA/TC R 
(18OCT2020)

N/N

MUSC Pain in extremity/
pain in left deltoid region

2 28OCT2020 41/C 2 No O NA N N/N

16-55/
C459100
1 1231 
12315280

3^ MUSC Pain in extremity/
pain in soles and palms

2 25SEP2020 8/C 2 No O NA/TC RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12315286

3^ GENRL Oedema peripheral/
left foot edema

2 22SEP2020 4/1 1 No O NA/TC R 
(22SEP2020)

N/N

16-55/
C459100
1 1231 
12315287

3^ EYE Keratitis/
Keratitis

2 29SEP2020 13/16 1 No O NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 1231 
12315291

3^ EYE Choroidal neovascularisation/
Myopic choroidal neovascular 

membrane of the left eye

1 06SEP2020 9/C 2 No O NA N Y/N

16-55/
C459100
1 1231 
12315298

3^ MUSC Myalgia/
myalgia

2 18SEP2020 2/2 3 No O NA/TC R 
(19SEP2020)

N/N

16-55/
C459100
1 1231 
12315299

3^ SKIN Rash papular/
Erythematous papules in the 

right malar region

2 20SEP2020 4/52 1 No O NA/TC R 
(10NOV2020)

N/N

16-55/
C459100
1 1231 
12315322

3^ NERV Sciatica/
Worsening of Sciatica

1 16SEP2020 19/1 2 No O NA/TC R 
(16SEP2020)

N/N

GENRL Non-cardiac chest pain/
PRECORDIAl PAIN NON-

CARDIAC

1 30SEP2020 33/1 2 No O NA R 
(30SEP2020)

N/N

16-55/
C459100

3^ VASC Hot flush/
Hot flushes

2 03OCT2020 16/22 1 No O NA R 
(24OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12315325

16-55/
C459100
1 1231 
12315349

3^ MUSC Intervertebral disc protrusion/
Incipient disc herniation at L5

2 23SEP2020 7/C 2 No O NA/TCN N N/N

16-55/
C459100
1 1231 
12315351

3^ BLOOD Lymphadenopathy/
Left axillary adenopathy

2 19SEP2020 3/6 1 No O NA R 
(24SEP2020)

N/N

MUSC Arthralgia/
Arthralgias

2 22SEP2020 6/C 2 No O NA N N/N

16-55/
C459100
1 1231 
12315359

3^ INJ&P Facial bones fracture/
NASAL SEPTUM FRACTURE

1 01SEP2020 4/C 1 No O NA/TC RG N/N

REPRO Amenorrhoea/
amenorrhea

1 16SEP2020 19/C 1 No O NA RG N/N

16-55/
C459100
1 1231 
12315362

3^ INFEC Rash pustular/
pustular rash on the inner right 

thigh

2 28SEP2020 12/29 1 No O NA R 
(26OCT2020)

N/N

GASTR Abdominal pain upper/
Epigastric pain

2 01OCT2020 15/C 1 No O NA RG N/N

16-55/
C459100
1 1231 
12315370

3^ PSYCH Depression/
Depression

2 05OCT2020 19/36 1 No O NA/TC/TCN R 
(09NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12315373

3^ GENRL Chest pain/
Nonspecific chest pain

2 23OCT2020 36/C 1 No O NA N N/N

16-55/
C459100
1 1231 
12315400

3^ EYE Asthenopia/
Eye fatigue

1 03SEP2020 5/2 1 No O NA R 
(04SEP2020)

N/N

16-55/
C459100
1 1231 
12315401

3^ GENRL Asthenia/
asthenia

1 03SEP2020 5/3 1 Yes NA/TC R 
(05SEP2020)

N/N

PSYCH Depression/
depression

2 25SEP2020 7/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1231 
12315412

3^ INV Alanine aminotransferase 
increased/

Increased alanine 
aminotransferase 164 U/l 
(normal range 15-45 U/l)

2 05NOV2020 48/C 1 No O NA N N/N

Aspartate aminotransferase 
increased/

Increased aspartate 
aminotransferase 113 U/l 
(normal range 5-40 U/l)

2 05NOV2020 48/C 1 No O NA N N/N

16-55/
C459100
1 1231 
12315429

3^ GENRL Injection site pain/
pain at injection site

1 30AUG2020 1/18 2 Yes P/TC/W R 
(16SEP2020)

N/Y

16-55/
C459100

3^ PSYCH Depression/
depressive syndrome

1 10SEP2020 12/C 3 No O P/TC RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12315441

16-55/
C459100
1 1231 
12315446

3^ NERV Tension headache/
TENSION HEADACHE

1 14SEP2020 16/2 1 No O NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1231 
12315450

3^ INFEC Tooth infection/
Left lower wisdom tooth 

infection

2 09OCT2020 18/8 1 No O NA/TCN R 
(16OCT2020)

N/N

SURG Wisdom teeth removal/
Dental piece extraction (lower 

left wisdom tooth)

2 16OCT2020 25/1 1 No O NA/TCN R 
(16OCT2020)

N/N

16-55/
C459100
1 1231 
12315453

3^ REPRO Mammary duct ectasia/
Breast ductal ectasia

2 07OCT2020 19/33 1 No O NA R 
(08NOV2020)

N/N

16-55/
C459100
1 1231 
12315460

3^ NERV Tension headache/
worsening of tensional headache

2 21SEP2020 3/47 1 No O NA R 
(06NOV2020)

N/N

16-55/
C459100
1 1231 
12315464

3^ GASTR Odynophagia/
Odynophagia

1 13SEP2020 15/5 1 No O NA R 
(17SEP2020)

N/N

RESP Rhinorrhoea/
Rhinorrhea

1 13SEP2020 15/5 1 No O NA R 
(17SEP2020)

N/N

16-55/
C459100

3^ RESP Rhinitis allergic/
Allergic rhinitis

2 13OCT2020 25/18 1 No O NA/TCN R 
(30OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12315467

16-55/
C459100
1 1231 
12315470

3^ NERV Headache/
HEADACHE

1 05SEP2020 7/1 1 No O NA/TC R 
(05SEP2020)

N/N

16-55/
C459100
1 1231 
12315473

3^ CARD Angina unstable/
Unstable Angina Pectoris

2 14OCT2020 26/3 3 No O NA/TCN R 
(16OCT2020)

Y/N

16-55/
C459100
1 1231 
12315477

3^ MUSC Back pain/
LOW BACK PAIN

1 17SEP2020 19/7 1 No O NA/TC R 
(23SEP2020)

N/N

Neck pain/
CERVICAL PAIN

1 17SEP2020 19/7 1 No O NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1231 
12315497

3^ GASTR Dyspepsia/
Pyrosis

2 20SEP2020 3/6 1 No O NA R 
(25SEP2020)

N/N

NERV Headache/
headache

2 20SEP2020 3/4 2 No O NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1231 
12315499

3^ GENRL Injection site bruising/
bruise at injection site of left arm

1 30AUG2020 1/18 1 Yes NA R 
(16SEP2020)

N/Y

16-55/
C459100

3^ GASTR Aphthous ulcer/
Aphthous stomatitis

2 22SEP2020 5/C 1 No O NA/TCN RG N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12315504

16-55/
C459100
1 1231 
12315516

3^ NERV Headache/
headache

1 30AUG2020 1/20 1 No O NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1231 
12315518

3^ RESP Rhinorrhoea/
rhinorrhea

1 17SEP2020 19/3 1 No O NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1231 
12315528

3^ METAB Type 2 diabetes mellitus/
Worsening of your type 2 

diabetes.

1 17SEP2020 19/2 2 No O NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1231 
12315542

3^ BLOOD Lymphadenopathy/
Left axillary adenomegaly

2 20SEP2020 2/6 2 No O NA/TC R 
(25SEP2020)

N/N

16-55/
C459100
1 1231 
12315546

3^ GENRL Asthenia/
Asthenia.

2 16OCT2020 28/8 1 No O NA R 
(23OCT2020)

N/N

16-55/
C459100
1 1231 
12315547

3^ VASC Hypertension/
Worsening of Hypertension

1 19SEP2020 20/1 1 No O NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1231 
12315550

3^ ENDO Hyperprolactinaemia/
Hyperprolactinemia

1 15SEP2020 16/C 1 No CD NA/TC N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GASTR Flatulence/
meteorism (abdominal pain in 

the left iliac fossa)

2 04OCT2020 14/10 3 No O NA/TC R 
(13OCT2020)

N/N

16-55/
C459100
1 1231 
12315559

3^ GENRL Fatigue/
Fatigue

2 19SEP2020 1/2 2 No O NA/TC R 
(20SEP2020)

N/N

MUSC Myalgia/
generalized myalgia

2 19SEP2020 1/2 1 Yes NA/TC R 
(20SEP2020)

N/N

BLOOD Lymphadenopathy/
Left axillar adenomegaly

2 20SEP2020 2/7 2 Yes NA/TC R 
(26SEP2020)

N/N

16-55/
C459100
1 1231 
12315568

3^ METAB Dyslipidaemia/
dyslipidemia

1 17SEP2020 18/21 1 No O NA/TC/TCN R 
(07OCT2020)

N/N

16-55/
C459100
1 1231 
12315600

3^ MUSC Back pain/
LOW BACK PAIN

1 13SEP2020 14/1 2 No O NA/TC R 
(13SEP2020)

N/N

MUSC Back pain/
Back pain

1 25OCT2020 56/2 2 No O NA/TC R 
(26OCT2020)

N/N

16-55/
C459100
1 1231 
12315626

3^ NERV Sciatica/
Lumbociatalgia

2 15OCT2020 27/12 1 No O NA/TC R 
(26OCT2020)

N/N

16-55/
C459100
1 1231 
12315627

3^ MUSC Arthralgia/
left omalgia

1 17SEP2020 18/15 1 No O NA/TC R 
(01OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1231 
12315645

3^ MUSC Myalgia/
Low Back Myalgia

1 01SEP2020 2/2 2 Yes NA/TC R 
(02SEP2020)

N/N

REPRO Erectile dysfunction/
FUNCTIONAL IMPOTENCE

1 10SEP2020 11/2 2 No O NA/TC R 
(11SEP2020)

N/N

16-55/
C459100
1 1231 
12315681

3^ SURG Rhinoplasty/
COSMETIC RHINOPLASTY

1 07SEP2020 8/1 2 No O NA/TC RS 
(07SEP2020)

N/N

SKIN Urticaria contact/
generalized contact urticaria

1 03OCT2020 34/16 1 No O NA/TC R 
(18OCT2020)

N/N

16-55/
C459100
1 1232
12321010

3^ GENRL Pyrexia/
Fever

2 03SEP2020 2/2 2 Yes NA R 
(04SEP2020)

N/N

GENRL Chills/
Chills

2 04SEP2020 3/2 2 Yes NA R 
(05SEP2020)

N/N

INFEC Sinusitis/
Sinusitis

2 09SEP2020 8/3 1 No CND NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1232 
12321053

3^ GENRL Pain/
Body aches

2 11SEP2020 2/4 1 NA R 
(14SEP2020)

N/N

Pyrexia/
Fever

2 11SEP2020 2/4 1 NA R 
(14SEP2020)

N/N

NERV Headache/
Headache

2 11SEP2020 2/4 1 NA R 
(14SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Axillary pain/
Under arm pain

2 12SEP2020 3/2 1 NA R 
(13SEP2020)

N/N

Injection site pain/
Pain in arm at injection site

2 12SEP2020 3/2 1 NA R 
(13SEP2020)

N/N

GASTR Diarrhoea/
Diarrhea

2 13SEP2020 4/2 1 NA R 
(14SEP2020)

N/N

GENRL Asthenia/
Weakness

2 13SEP2020 4/10 1 NA R 
(22SEP2020)

N/N

EYE Vision blurred/
Blurry vision

2 14SEP2020 5/9 1 NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1232 
12321086

3^ NERV Syncope/
Syncopal*

25AUG2020 1/1 1 No O NA R 
(25AUG2020)

N/N

16-55/
C459100
1 1232 
12321173

3^ BLOOD Anaemia/
Worsening Anemia

2 16OCT2020 25/5 1 No O NA R 
(20OCT2020)

N/N

REPRO Vaginal haemorrhage/
abnormal vaginal bleeding

2 19OCT2020 28/1 1 No O NA R 
(19OCT2020)

N/N

16-55/
C459100
1 1232 
12321213

3^ INJ&P Exposure during pregnancy/
Exposure during pregnancy

1 01OCT2020 23/C No O P UNK N/N

16-55/
C459100
1 1232 
12321293

3^ INJ&P Exposure during pregnancy/
Exposure During Pregnancy

1 22OCT2020 22/C No O P RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1235 
12351074

3^ INFEC Conjunctivitis/
Conjunctivitis

2 16OCT2020 11/6 1 Yes NA/TC R 
(21OCT2020)

N/N

Pharyngitis/
Pharyngitis

2 16OCT2020 11/6 1 Yes NA/TC R 
(21OCT2020)

N/N

NERV Headache/
cephalgia

2 16OCT2020 11/6 1 Yes NA/TC R 
(21OCT2020)

N/N

RESP Nasal congestion/
Nasal Congestion

2 16OCT2020 11/6 1 Yes NA/TC R 
(21OCT2020)

N/N

16-55/
C459100
1 1235 
12351083

3^ GENRL Chills/
Chills after Vaccine 2

2 07OCT2020 2/4 2 Yes NA R 
(10OCT2020)

N/N

Fatigue/
Fatigue after Vaccine 2

2 07OCT2020 2/4 2 Yes NA R 
(10OCT2020)

N/N

MUSC Pain in extremity/
Left arm pain after Vaccine 2

2 07OCT2020 2/4 2 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1235 
12351084

3^ GENRL Chills/
Rigors

2 08OCT2020 1/2 2 Yes NA/TC R 
(09OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 08OCT2020 1/2 2 Yes NA/TC R 
(09OCT2020)

N/N

NERV Headache/
Cephalgia

2 08OCT2020 1/2 2 Yes NA/TC R 
(09OCT2020)

N/N

16-55/
C459100

3^ GENRL Chills/
Rigor

2 09OCT2020 1/2 1 Yes NA/TC R 
(10OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1235 
12351098

NERV Headache/
Cephalgia

2 09OCT2020 1/2 1 Yes NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1235 
12351101

3^ GENRL Pain/
body aches

2 25OCT2020 18/2 1 No O NA/TC R 
(26OCT2020)

N/N

RESP Cough/
cough

2 25OCT2020 18/2 1 No O NA/TC R 
(26OCT2020)

N/N

Nasal congestion/
nasal congestion

2 25OCT2020 18/2 1 No O NA/TC R 
(26OCT2020)

N/N

16-55/
C459100
1 1235 
12351105

3^ GENRL Chills/
chills

2 06OCT2020 1/2 1 Yes NA/TC R 
(07OCT2020)

N/N

Pain/
body aches

2 06OCT2020 1/2 1 Yes NA/TC R 
(07OCT2020)

N/N

Pyrexia/
fever

2 06OCT2020 1/2 1 Yes NA/TC R 
(07OCT2020)

N/N

NERV Headache/
mild headache

2 06OCT2020 1/2 1 Yes NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1235 
12351110

3^ GENRL Chills/
chills

2 07OCT2020 1/2 2 Yes NA/TC R 
(08OCT2020)

N/N

Pain/
body aches

2 07OCT2020 1/2 2 Yes NA/TC R 
(08OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1235 
12351131

3^ MUSC Myalgia/
Myalgia, generalized

2 14OCT2020 2/2 1 Yes NA/TC R 
(15OCT2020)

N/N

16-55/
C459100
1 1235 
12351137

3^ MUSC Myalgia/
Myalgia

1 15OCT2020 24/2 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1235 
12351143

3^ GENRL Chills/
chills

2 12OCT2020 1/4 1 Yes NA/TC R 
(15OCT2020)

N/N

Pyrexia/
pyrexia

2 12OCT2020 1/4 1 Yes NA/TC R 
(15OCT2020)

N/N

16-55/
C459100
1 1241 
12411001

3^ GENRL Injection site pain/
Injection site pain

1 07AUG2020 1/1 1 Yes NA R 
(07AUG2020)

N/Y

SURG Dental operation/
Dental surgery

1 20AUG2020 14/1 1 No O NA R 
(20AUG2020)

N/N

GENRL Injection site pain/
Injection site pain

2 26AUG2020 1/1 1 Yes NA R 
(26AUG2020)

N/Y

16-55/
C459100
1 1241 
12411002

3^ GENRL Injection site erythema/
Injection site erythema

1 07AUG2020 1/2 1 Yes NA R 
(08AUG2020)

N/Y

GENRL Chills/
Chills

2 26AUG2020 1/1 1 Yes NA/TC R 
(26AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever

2 26AUG2020 1/1 1 Yes NA R 
(26AUG2020)

N/N

MUSC Myalgia/
Myalgia

2 26AUG2020 1/2 2 Yes NA R 
(27AUG2020)

N/N

GASTR Vomiting/
Vomiting

2 27AUG2020 2/1 1 Yes NA R 
(27AUG2020)

N/N

16-55/
C459100
1 1241 
12411004

3^ GENRL Injection site pain/
Injection site pain

1 07AUG2020 1/3 1 Yes NA R 
(09AUG2020)

N/Y

MUSC Myalgia/
Myalgia

2 26AUG2020 1/3 1 Yes NA R 
(28AUG2020)

N/N

NERV Headache/
Intermittent Headache

2 26AUG2020 1/2 2 No O NA/TC R 
(27AUG2020)

N/N

GENRL Chills/
Chills

2 27AUG2020 2/2 1 Yes NA R 
(28AUG2020)

N/N

Pyrexia/
Fever

2 27AUG2020 2/2 1 Yes NA/TC R 
(28AUG2020)

N/N

16-55/
C459100
1 1241 
12411005

3^ GASTR Nausea/
Nausea

2 26AUG2020 1/3 1 Yes NA R 
(28AUG2020)

N/N

GENRL Chills/
Chills

2 26AUG2020 1/3 1 Yes NA/TC R 
(28AUG2020)

N/N

Injection site pain/
Injection site pain

2 26AUG2020 1/1 1 Yes NA R 
(26AUG2020)

N/Y

2 26AUG2020 1/1 2 Yes NA/TC R 
(26AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever

2 26AUG2020 1/3 1 Yes NA/TC R 
(28AUG2020)

N/N

NERV Headache/
Headache

2 26AUG2020 1/3 1 Yes NA/TC R 
(28AUG2020)

N/N

16-55/
C459100
1 1241 
12411010

3^ GENRL Injection site erythema/
Injection site erythema

1 07AUG2020 1/1 1 Yes NA R 
(07AUG2020)

N/Y

16-55/
C459100
1 1241 
12411011

3^ MUSC Myalgia/
Myalgia

2 27AUG2020 2/3 1 Yes NA R
(29AUG2020)

N/N

16-55/
C459100
1 1241 
12411013

3^ GENRL Injection site pain/
Injection site pain

1 10AUG2020 1/3 1 Yes NA R 
(12AUG2020)

N/Y

16-55/
C459100
1 1241 
12411014

3^ GENRL Injection site pain/
Injection site pain

1 10AUG2020 1/1 1 Yes NA R 
(10AUG2020)

N/Y

16-55/
C459100
1 1241 
12411016

3^ GENRL Injection site pain/
Injection site pain

1 10AUG2020 1/1 1 Yes NA R 
(10AUG2020)

N/Y

16-55/
C459100
1 1241 
12411018

3^ RESP Rhinitis allergic/
Allergic rhinitis

2 21SEP2020 22/1 1 No O NA R 
(21SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
Injection site pain

1 10AUG2020 1/3 1 Yes NA R 
(12AUG2020)

N/Y
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1241 
12411019

16-55/
C459100
1 1241 
12411020

3^ NERV Headache/
headache

1 27AUG2020 18/3 1 No O NA R 
(29AUG2020)

N/N

16-55/
C459100
1 1241 
12411021

3^ GENRL Chills/
Chills

1 12AUG2020 3/2 1 Yes NA R 
(13AUG2020)

N/N

16-55/
C459100
1 1241 
12411022

3^ NERV Headache/
Headache

1 28AUG2020 19/1 1 No O NA/TC R 
(28AUG2020)

N/N

16-55/
C459100
1 1241 
12411023

3^ ENDO Hypogonadism/
Hypogonadism

1 19AUG2020 10/43 1 No O NA/TC R 
(30SEP2020)

N/N

METAB Dyslipidaemia/
Dyslipidemia

1 19AUG2020 10/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1241 
12411024

3^ NERV Headache/
Headache

1 26AUG2020 17/1 2 No O NA/TC R 
(26AUG2020)

N/N

16-55/
C459100
1 1241
12411029

3^ INFEC Tonsillitis/
Acute tonsillitis

1 11AUG2020 2/7 1 No O NA/TC R 
(17AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INFEC Tonsillitis/
Acute tonsillitis

2 01SEP2020 2/9 1 No O NA/TC R 
(09SEP2020)

N/N

16-55/
C459100
1 1241 
12411030

3^ INFEC Ear infection/
Otitis

1 20AUG2020 11/4 1 No O NA/TC R 
(23AUG2020)

N/N

16-55/
C459100
1 1241 
12411032

3^ NERV Dysgeusia/
Bitter taste in mouth

1 11AUG2020 1/1 1 Yes NA R 
(11AUG2020)

N/Y

NERV Dysgeusia/
Bitter taste in mouth

2 03SEP2020 1/1 1 Yes NA R 
(03SEP2020)

N/Y

16-55/
C459100
1 1241 
12411034

3^ SURG Sclerotherapy/
Sclerotherapy

2 23SEP2020 22/1 1 No O NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1241 
12411040

3^ NERV Headache/
Headache

2 28SEP2020 28/1 1 No O NA/TC R 
(28SEP2020)

N/N

16-55/
C459100
1 1241 
12411044

3^ GENRL Injection site pain/
Injection site pain

1 11AUG2020 1/1 2 Yes NA R 
(11AUG2020)

N/Y

16-55/
C459100
1 1241 
12411045

3^ INFEC Oral herpes/
Lip herpes

1 18AUG2020 8/5 1 No O NA/TC R 
(22AUG2020)

N/N

16-55/
C459100

3^ NERV Headache/
Headache

1 29AUG2020 19/2 2 No O NA/TC R 
(30AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1241 
12411047

16-55/
C459100
1 1241 
12411051

3^ BLOOD Lymphadenopathy/
Left Axillary lymphadenopathy

2 03SEP2020 2/4 1 Yes NA R 
(06SEP2020)

N/N

INFEC Oral candidiasis/
Oral thrush

2 06SEP2020 5/6 1 Yes NA R 
(11SEP2020)

N/N

INFEC Cystitis/
Cystitis

2 07OCT2020 36/8 2 No O NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 1241 
12411062

3^ NERV Headache/
Headache

2 22SEP2020 21/3 2 No O NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1241 
12411070

3^ SURG Gingival operation/
Gingivoplasty

2 21SEP2020 20/1 1 No O NA/TC R 
(21SEP2020)

N/N

VASC Thrombophlebitis superficial/
Left great saphenous 

thrombophlebitis

2 12OCT2020 41/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1241 
12411072

3^ MUSC Neck pain/
Cervicalgia

2 01NOV2020 61/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1241 
12411093

3^ REPRO Dysmenorrhoea/
Menstrual cramps

2 30SEP2020 28/3 2 No O NA/TC R 
(02OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12411097

3^ MUSC Myalgia/
Myalgia

1 19AUG2020 7/3 2 Yes NA/TC R 
(21AUG2020)

N/N

16-55/
C459100
1 1241 
12411106

3^ INFEC Otitis media acute/
Acute otitis media

1 21AUG2020 9/10 2 No O NA/TC R 
(30AUG2020)

N/N

16-55/
C459100
1 1241 
12411114

3^ INFEC Vaginal infection/
Colpitis

1 28AUG2020 15/68 1 No O NA/TC R 
(03NOV2020)

N/N

16-55/
C459100
1 1241 
12411125

3^ GENRL Injection site pain/
Injection site pain

1 14AUG2020 1/2 1 Yes NA R 
(15AUG2020)

N/Y

16-55/
C459100
1 1241 
12411132

3^ GENRL Fatigue/
Intermittent fatigue

1 18OCT2020 66/6 1 No O NA R 
(23OCT2020)

N/N

16-55/
C459100
1 1241 
12411134

3^ GENRL Injection site pain/
Injection site pain

2 11SEP2020 1/3 1 Yes NA/TC R 
(13SEP2020)

N/N

NERV Headache/
Headache

2 12SEP2020 2/2 1 Yes NA/TC R 
(13SEP2020)

N/N

16-55/
C459100
1 1241 
12411135

3^ INFEC Urinary tract infection/
Urinary tract infection

2 05SEP2020 2/10 2 No O NA/TC R 
(14SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Arthralgia/
Arthralgia

2 05SEP2020 2/8 2 Yes NA/TC R 
(12SEP2020)

N/N

Myalgia/
Myalgia

2 05SEP2020 2/8 2 Yes NA/TC R 
(12SEP2020)

N/N

16-55/
C459100
1 1241 
12411137

3^ GENRL Injection site pain/
Injection site pain

1 14AUG2020 1/1 1 Yes NA R 
(14AUG2020)

N/Y

16-55/
C459100
1 1241 
12411175

3^ INFEC Folliculitis/
Folliculitis in the left armpit

1 02SEP2020 17/9 1 No O NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1241 
12411197

3^ INJ&P Ligament sprain/
Left ankle sprain

2 24SEP2020 17/7 2 No O NA/TC R 
(30SEP2020)

N/N

INFEC Tooth infection/
Dental inflammation

2 28SEP2020 21/15 1 No O NA/TC R 
(12OCT2020)

N/N

16-55/
C459100
1 1241 
12411198

3^ INFEC Fungal skin infection/
Fungal dermatitis

2 10SEP2020 3/C 1 No O NA/TC RG N/N

INFEC Folliculitis/
Folliculitis in the armpits

2 15OCT2020 38/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1241 
12411206

3^ REPRO Breast hyperplasia/
Atypical intraductal hyperplasia 

in left breast

2 29SEP2020 21/2 2 No O NA/TC R 
(30SEP2020)

Y/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12411214

3^ RESP Cough/
Cough

2 24SEP2020 16/2 1 No O NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1241 
12411224

3^ IMMU
N

Food allergy/
Worsening Allergic reaction to 

shrimp

1 19AUG2020 2/1 1 No O NA/TC R
(19AUG2020)

N/N

16-55/
C459100
1 1241 
12411231

3^ NERV Headache/
Worsening Recurrent headache

2 02OCT2020 23/5 2 No O NA/TC R 
(06OCT2020)

N/N

16-55/
C459100
1 1241 
12411236

3^ NERV Dizziness/
Dizziness

1 08SEP2020 22/2 1 No O NA/TC R 
(09SEP2020)

N/N

16-55/
C459100
1 1241 
12411242

3^ GENRL Injection site pain/
Injection site pain

2 09SEP2020 1/6 1 Yes NA R 
(14SEP2020)

N/Y

16-55/
C459100
1 1241 
12411243

3^ RESP Rhinitis allergic/
Allergic rhinitis

2 11SEP2020 3/1 1 No O NA/TC R 
(11SEP2020)

N/N

REPRO Dysmenorrhoea/
Menstrual cramps

2 29SEP2020 21/1 1 No O NA/TC R 
(29SEP2020)

N/N

16-55/
C459100
1 1241 
12411255

3^ REPRO Dysmenorrhoea/
Menstrual cramps

1 05SEP2020 19/1 1 No O NA/TC R 
(05SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12411261

3^ GENRL Injection site pain/
Injection site pain

1 19AUG2020 1/1 1 Yes NA R 
(19AUG2020)

N/Y

16-55/
C459100
1 1241 
12411262

3^ MUSC Arthritis/
Right knee arthritis

1 06SEP2020 19/21 2 No O NA/TC R 
(26SEP2020)

N/N

GENRL Pyrexia/
Fever

2 14SEP2020 1/6 2 Yes NA/TC R 
(19SEP2020)

N/N

16-55/
C459100
1 1241 
12411268

3^ GENRL Injection site pain/
Injection site pain

2 11SEP2020 1/1 1 Yes NA R 
(11SEP2020)

N/Y

16-55/
C459100
1 1241 
12411270

3^ GENRL Fatigue/
Fatigue

2 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

Pain/
Body pain

2 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

NERV Headache/
Headache

2 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1241 
12411272

3^ NERV Headache/
Headache

1 19AUG2020 1/3 2 Yes NA R 
(21AUG2020)

N/N

GENRL Pyrexia/
Fever

1 20AUG2020 2/2 2 Yes NA R 
(21AUG2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1430

FDA-CBER-2021-5683-0127456



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12411274

3^ GENRL Injection site pain/
Injection site pain

1 20AUG2020 2/4 2 Yes NA R 
(23AUG2020)

N/N

16-55/
C459100
1 1241 
12411278

3^ GENRL Pyrexia/
Fever

2 09SEP2020 2/1 1 Yes NA/TC R 
(09SEP2020)

N/N

GASTR Abdominal pain/
Abdominal pain

2 12SEP2020 5/1 2 Yes NA/TC R 
(12SEP2020)

N/N

16-55/
C459100
1 1241 
12411279

3^ INJ&P Exposure during pregnancy/
Exposure during pregnancy

1 10SEP2020 23/35 No O P R 
(14OCT2020)

N/N

REPRO Vaginal haemorrhage/
Vaginal bleeding

1 05OCT2020 48/10 1 No O NA/TC R 
(14OCT2020)

N/N

PREG Retained products of conception/
RETAINED PRODUCTS OF 

CONCEPTION

1 14OCT2020 57/1 3 No O NA/TC R 
(14OCT2020)

Y/N

16-55/
C459100
1 1241 
12411280

3^ GENRL Injection site pain/
Injection site pain

2 11SEP2020 2/1 1 Yes NA/TC R 
(11SEP2020)

N/N

16-55/
C459100
1 1241 
12411281

3^ GENRL Injection site pain/
Injection site pain

1 20AUG2020 2/3 2 Yes NA R 
(22AUG2020)

N/N

GENRL Injection site pain/
Injection site pain

2 10SEP2020 1/1 1 Yes NA R 
(10SEP2020)

N/Y
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12411286

3^ IMMU
N

Drug hypersensitivity/
Drug allergy

1 10SEP2020 23/1 3 No CD NA R 
(10SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 11SEP2020 1/3 1 Yes NA R 
(13SEP2020)

N/N

16-55/
C459100
1 1241 
12411287

3^ GENRL Fatigue/
Fatigue

2 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N

Injection site pain/
Injection site pain

2 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1241 
12411290

3^ GENRL Injection site pain/
Injection site pain

1 20AUG2020 2/2 1 Yes NA R 
(21AUG2020)

N/N

RESP Rhinitis allergic/
Headache due to allergic rhinitis

1 20AUG2020 2/2 1 No O NA/TC R 
(21AUG2020)

N/N

GASTR Diarrhoea/
Diarrhea

1 21AUG2020 3/1 1 No O NA R 
(21AUG2020)

N/N

Vomiting/
Vomiting

1 21AUG2020 3/1 1 No O NA R 
(21AUG2020)

N/N

NERV Paraesthesia/
Tingling in the left upper limb

1 21AUG2020 3/1 2 Yes NA R 
(21AUG2020)

N/N

NERV Headache/
Headache

2 22SEP2020 2/1 2 Yes NA/TC R 
(22SEP2020)

N/N

16-55/
C459100

3^ NERV Migraine/
Migraine crisis

2 07OCT2020 28/12 2 No O NA R 
(18OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1241 
12411292

16-55/
C459100
1 1241 
12411293

3^ GENRL Injection site pain/
Injection site pain

1 19AUG2020 1/2 1 Yes NA R 
(20AUG2020)

N/N

16-55/
C459100
1 1241 
12411295

3^ GENRL Injection site pain/
Injection site pain

2 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1241 
12411301

3^ REPRO Dysmenorrhoea/
menstrual cramps*

19AUG2020 1/3 2 No O NA/TC R 
(21AUG2020)

N/N

16-55/
C459100
1 1241 
12411303

3^ GASTR Nausea/
Nausea

2 10SEP2020 1/1 2 Yes NA/TC R 
(10SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 10SEP2020 1/1 1 Yes NA R 
(10SEP2020)

N/N

NERV Headache/
Headache

2 10SEP2020 1/1 2 Yes NA/TC R 
(10SEP2020)

N/N

Somnolence/
Drowsiness

2 10SEP2020 1/1 2 Yes NA/TC R 
(10SEP2020)

N/N

16-55/
C459100
1 1241 
12411305

3^ GENRL Chills/
Chills

2 10SEP2020 1/2 1 Yes NA/TC R 
(11SEP2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1433

FDA-CBER-2021-5683-0127459



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Pyrexia/
Fever

2 11SEP2020 2/1 1 Yes NA/TC R 
(11SEP2020)

N/N

16-55/
C459100
1 1241 
12411307

3^ GASTR Nausea/
Nausea

2 11SEP2020 2/1 1 Yes NA R 
(11SEP2020)

N/N

GENRL Injection site erythema/
Injection site erythema

2 11SEP2020 2/8 1 Yes NA R 
(18SEP2020)

N/N

NERV Paraesthesia/
Tingling in the body

2 11SEP2020 2/1 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1241 
12411308

3^ NERV Headache/
Headache

1 19AUG2020 1/5 1 Yes NA/TC R 
(23AUG2020)

N/N

16-55/
C459100
1 1241 
12411311

3^ GENRL Injection site pain/
Injection site pain

2 11SEP2020 2/2 2 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1241 
12411312

3^ GENRL Pyrexia/
Fever

1 20AUG2020 2/1 2 Yes NA/TC R 
(20AUG2020)

N/N

MUSC Myalgia/
Myalgia

1 20AUG2020 2/1 2 Yes NA/TC R 
(20AUG2020)

N/N

16-55/
C459100
1 1241 
12411313

3^ GENRL Injection site pain/
Injection site pain

2 10SEP2020 1/3 2 Yes NA/TC R 
(12SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Myalgia

2 10SEP2020 1/3 2 Yes NA/TC R 
(12SEP2020)

N/N

NERV Headache/
Headache

2 10SEP2020 1/3 2 Yes NA/TC R 
(12SEP2020)

N/N

16-55/
C459100
1 1241 
12411315

3^ NERV Headache/
Headache

1 06SEP2020 19/1 1 No O NA/TC R 
(06SEP2020)

N/N

16-55/
C459100
1 1241 
12411317

3^ GENRL Injection site pain/
Injection site pain

1 19AUG2020 1/3 1 Yes NA R 
(21AUG2020)

N/Y

INFEC Varicella/
varicella

1 01SEP2020 14/4 1 No O NA/TC R 
(04SEP2020)

N/N

16-55/
C459100
1 1241 
12411319

3^ INFEC Gastroenteritis/
Food gastroenteritis

1 10SEP2020 23/1 1 No O NA R 
(10SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

Injection site warmth/
Injection site heat

2 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1241 
12411333

3^ GENRL Injection site pain/
Injection site pain

2 11SEP2020 1/3 2 Yes NA/TC R 
(13SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
Injection site pain

2 10SEP2020 1/3 1 Yes NA/TC R 
(12SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1241 
12411339

GENRL Chills/
Chills

2 11SEP2020 2/3 1 Yes NA/TC R 
(13SEP2020)

N/N

Fatigue/
Fatigue

2 11SEP2020 2/4 2 Yes NA/TC R 
(14SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 11SEP2020 2/4 2 Yes NA/TC R 
(14SEP2020)

N/N

NERV Headache/
Headache

2 11SEP2020 2/4 2 Yes NA/TC R 
(14SEP2020)

N/N

16-55/
C459100
1 1241 
12411342

3^ GENRL Injection site pain/
Injection site pain

2 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

16-55/
C459100
1 1241 
12411343

3^ GENRL Injection site pain/
Injection site pain

2 12SEP2020 2/3 1 Yes NA R 
(14SEP2020)

N/N

MUSC Back pain/
Backache

2 12SEP2020 2/3 2 Yes NA/TC R 
(14SEP2020)

N/N

Pain in extremity/
Legs pain

2 12SEP2020 2/3 2 Yes NA/TC R 
(14SEP2020)

N/N

16-55/
C459100
1 1241 
12411344

3^ GENRL Asthenia/
Asthenia

2 11SEP2020 1/1 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100

3^ GENRL Chills/
chills

1 20AUG2020 1/1 1 Yes NA R 
(20AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1241 
12411345

NERV Headache/
Headache

1 20AUG2020 1/2 1 Yes NA/TC R 
(21AUG2020)

N/N

16-55/
C459100
1 1241 
12411347

3^ NERV Headache/
Headache

1 09SEP2020 21/1 1 No O NA/TC R 
(09SEP2020)

N/N

16-55/
C459100
1 1241 
12411348

3^ NERV Headache/
Headache

1 10SEP2020 22/1 1 No O NA/TC R 
(10SEP2020)

N/N

16-55/
C459100
1 1241 
12411356

3^ GENRL Pyrexia/
Fever

2 12SEP2020 2/1 1 Yes NA/TC R 
(12SEP2020)

N/N

16-55/
C459100
1 1241 
12411368

3^ GENRL Chills/
Chills

2 12SEP2020 2/1 2 Yes NA/TC R 
(12SEP2020)

N/N

Fatigue/
Fatigue

2 12SEP2020 2/1 2 Yes NA/TC R 
(12SEP2020)

N/N

Injection site pain/
Injection site pain

2 12SEP2020 2/1 2 Yes NA/TC R 
(12SEP2020)

N/N

Pyrexia/
Fever

2 12SEP2020 2/1 2 Yes NA/TC R 
(12SEP2020)

N/N

NERV Headache/
Headache

2 12SEP2020 2/1 2 Yes NA/TC R 
(12SEP2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1437

FDA-CBER-2021-5683-0127463



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12411370

3^ GENRL Chills/
Chills

2 11SEP2020 1/1 1 Yes NA R 
(11SEP2020)

N/N

Fatigue/
Fatigue

2 11SEP2020 1/3 2 Yes NA/TC R 
(13SEP2020)

N/N

Injection site pain/
Injection site pain

2 11SEP2020 1/3 2 Yes NA/TC R 
(13SEP2020)

N/N

16-55/
C459100
1 1241 
12411372

3^ NERV Headache/
Headache

1 04SEP2020 16/1 1 No O NA/TC R 
(04SEP2020)

N/N

16-55/
C459100
1 1241 
12411376

3^ GASTR Toothache/
Toothache

2 18SEP2020 8/1 1 No O NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1241 
12411377

3^ GENRL Chills/
Chills

2 11SEP2020 1/2 2 Yes NA/TC R 
(12SEP2020)

N/N

Injection site pain/
Injection site pain

2 11SEP2020 1/2 1 Yes NA/TC R 
(12SEP2020)

N/N

Pain/
Body pain

2 11SEP2020 1/2 2 Yes NA/TC R 
(12SEP2020)

N/N

Pyrexia/
Fever

2 11SEP2020 1/2 2 Yes NA/TC R 
(12SEP2020)

N/N

NERV Headache/
headache

2 11SEP2020 1/2 2 Yes NA/TC R 
(12SEP2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1438

FDA-CBER-2021-5683-0127464



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12411381

3^ GASTR Gastrooesophageal reflux 
disease/

Gastroesophageal reflux disease

2 20SEP2020 12/4 1 No O NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1241 
12411383

3^ GENRL Injection site pain/
Injection site pain

2 09SEP2020 1/2 2 Yes NA R 
(10SEP2020)

N/N

Pyrexia/
Fever

2 09SEP2020 1/2 2 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1241 
12411384

3^ GENRL Injection site pain/
Injection site pain

2 12SEP2020 2/1 2 Yes NA/TC R 
(12SEP2020)

N/N

Malaise/
Malaise

2 12SEP2020 2/1 2 Yes NA/TC R 
(12SEP2020)

N/N

NERV Tension headache/
Tension headache

2 09OCT2020 29/1 1 No O NA/TC R 
(09OCT2020)

N/N

16-55/
C459100
1 1241 
12411385

3^ REPRO Dysmenorrhoea/
dysmenorrhea

1 05SEP2020 17/1 1 No O NA/TC/TCN R 
(05SEP2020)

N/N

16-55/
C459100
1 1241 
12411386

3^ GENRL Injection site pain/
Injection site pain

1 20AUG2020 1/1 1 Yes NA R 
(20AUG2020)

N/Y

16-55/
C459100
1 1241 
12411387

3^ GENRL Fatigue/
Fatigue

2 16SEP2020 1/3 2 Yes NA/TCN R 
(18SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
Chills

2 17SEP2020 2/2 2 Yes NA/TC R 
(18SEP2020)

N/N

Pyrexia/
Fever

2 17SEP2020 2/2 2 Yes NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1241 
12411390

3^ NERV Headache/
Headache

1 07SEP2020 19/1 2 No O NA/TC R 
(07SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 12SEP2020 2/1 2 Yes NA/TC R 
(12SEP2020)

N/N

16-55/
C459100
1 1241 
12411393

3^ GENRL Injection site pain/
Injection site pain

1 21AUG2020 1/2 2 Yes NA/TC R 
(22AUG2020)

N/N

GENRL Injection site pain/
Injection site pain

2 11SEP2020 1/1 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1241 
12411402

3^ GENRL Chills/
Chills

2 12SEP2020 2/1 1 Yes NA/TC R 
(12SEP2020)

N/N

Fatigue/
Prostration

2 12SEP2020 2/1 1 Yes NA/TC R 
(12SEP2020)

N/N

Injection site pain/
Injection site pain

2 12SEP2020 2/1 1 Yes NA/TC R 
(12SEP2020)

N/N

16-55/
C459100
1 1241 
12411408

3^ MUSC Myalgia/
Myalgia

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12411409

3^ GENRL Fatigue/
Fatigue

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

Fatigue/
Prostration

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1241 
12411411

3^ GENRL Injection site pruritus/
Injection site itching

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1241 
12411413

3^ GENRL Chills/
Chills

2 16SEP2020 1/1 1 Yes NA/TC R 
(16SEP2020)

N/N

16-55/
C459100
1 1241 
12411416

3^ GASTR Nausea/
Nausea

2 14SEP2020 1/2 2 Yes NA R 
(15SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 14SEP2020 1/2 2 Yes NA R 
(15SEP2020)

N/N

NERV Headache/
Headache

2 14SEP2020 1/2 2 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1241 
12411418

3^ GENRL Injection site pain/
Injection site pain

2 15SEP2020 2/2 2 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1241 
12411423

3^ GENRL Fatigue/
Fatigue

2 15SEP2020 2/2 2 Yes NA R 
(16SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12411424

3^ NERV Headache/
Headache

2 15SEP2020 2/1 1 Yes NA/TC R 
(15SEP2020)

N/N

16-55/
C459100
1 1241 
12411432

3^ INFEC Vulvovaginal candidiasis/
Vaginal candidiasis

1 07SEP2020 15/21 1 No O NA/TC R 
(27SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 15SEP2020 2/3 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1241 
12411435

3^ GENRL Injection site pain/
Injection site pain

1 24AUG2020 1/1 1 Yes NA R 
(24AUG2020)

N/Y

NERV Headache/
Headache

1 24AUG2020 1/1 1 Yes NA R 
(24AUG2020)

N/Y

16-55/
C459100
1 1241 
12411437

3^ GENRL Pyrexia/
Fever

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

NERV Headache/
Headache

2 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1241 
12411438

3^ GENRL Chills/
Chills

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1241 
12411439

3^ GENRL Pyrexia/
Fever

2 15SEP2020 2/2 2 Yes NA/TC R 
(16SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12411443

3^ GENRL Injection site erythema/
Erythema at the injection site

2 15SEP2020 2/5 2 Yes NA R 
(19SEP2020)

N/N

Injection site pain/
Injection site pain

2 15SEP2020 2/5 2 Yes NA R 
(19SEP2020)

N/N

Injection site swelling/
Swelling the injection site

2 15SEP2020 2/5 2 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1241 
12411444

3^ NERV Tension headache/
Tension headache

1 10SEP2020 18/1 1 No O NA/TC R 
(10SEP2020)

N/N

GENRL Pyrexia/
Fever

2 15SEP2020 2/1 2 Yes NA/TC R 
(15SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 15SEP2020 2/1 2 Yes NA/TC R 
(15SEP2020)

N/N

INJ&P Skin laceration/
Cutting injury in left hand

2 19SEP2020 6/1 2 No O NA/TC R 
(19SEP2020)

N/N

16-55/
C459100
1 1241 
12411447

3^ GENRL Fatigue/
Fatigue

2 14SEP2020 1/2 1 Yes NA/TC R 
(15SEP2020)

N/N

Injection site pain/
Injection site pain

2 14SEP2020 1/1 1 Yes NA/TC R 
(14SEP2020)

N/N

16-55/
C459100
1 1241 
12411449

3^ NERV Headache/
headache

2 14SEP2020 1/1 1 Yes NA R 
(14SEP2020)

N/Y
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12411451

3^ GENRL Injection site erythema/
Injection site redness

2 15SEP2020 2/3 2 Yes NA/TCN R 
(17SEP2020)

N/N

Injection site pain/
Injection site pain

2 15SEP2020 2/3 2 Yes NA/TCN R 
(17SEP2020)

N/N

Injection site swelling/
Injection site swelling

2 15SEP2020 2/3 2 Yes NA/TCN R 
(17SEP2020)

N/N

Pyrexia/
Fever

2 15SEP2020 2/1 1 Yes NA/TC R 
(15SEP2020)

N/N

16-55/
C459100
1 1241 
12411452

3^ GENRL Injection site pain/
Injection site pain*

24AUG2020 1/8 2 Yes NA R 
(31AUG2020)

N/N

GENRL Injection site swelling/
Injection site swelling

1 25AUG2020 2/2 2 Yes NA R
(26AUG2020)

N/N

MUSC Myalgia/
Myalgia

1 26AUG2020 3/6 2 Yes NA R 
(31AUG2020)

N/N

GENRL Chills/
Chills

1 30AUG2020 7/1 1 Yes NA R 
(30AUG2020)

N/N

GENRL Injection site pain/
Injection site pain

2 15SEP2020 2/6 2 Yes NA/TC R 
(20SEP2020)

N/N

Pyrexia/
Fever

2 15SEP2020 2/4 2 Yes NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1241 
12411453

3^ GENRL Injection site pain/
Injection site pain

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12411456

3^ GASTR Nausea/
Nausea

2 14SEP2020 1/2 1 Yes NA/TC R 
(15SEP2020)

N/N

GENRL Chills/
Chills

2 14SEP2020 1/2 1 Yes NA/TC R 
(15SEP2020)

N/N

Fatigue/
Prostration

2 14SEP2020 1/2 1 Yes NA/TC R 
(15SEP2020)

N/N

Pyrexia/
Fever

2 14SEP2020 1/2 1 Yes NA/TC R 
(15SEP2020)

N/N

NERV Headache/
headache

2 14SEP2020 1/2 1 Yes NA/TC R 
(15SEP2020)

N/N

16-55/
C459100
1 1241 
12411461

3^ GASTR Nausea/
Nausea

2 15SEP2020 2/2 1 Yes NA/TC R 
(16SEP2020)

N/N

GENRL Pyrexia/
Fever

2 15SEP2020 2/2 1 Yes NA/TC R 
(16SEP2020)

N/N

16-55/
C459100
1 1241 
12411462

3^ GENRL Chills/
Chills

2 14SEP2020 1/2 1 Yes NA/TC R 
(15SEP2020)

N/N

Fatigue/
Fatigue

2 14SEP2020 1/2 1 Yes NA/TC R 
(15SEP2020)

N/N

Pyrexia/
Fever

2 14SEP2020 1/2 1 Yes NA/TC R 
(15SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 14SEP2020 1/2 1 Yes NA/TC R 
(15SEP2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1445

FDA-CBER-2021-5683-0127471



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12411464

3^ GENRL Injection site pain/
Injection site pain

1 24AUG2020 1/1 1 Yes NA R 
(24AUG2020)

N/Y

Injection site swelling/
Injection site swelling

1 24AUG2020 1/1 1 Yes NA R 
(24AUG2020)

N/Y

GASTR Abdominal pain/
Abdominal pain

2 14SEP2020 1/5 1 Yes NA/TC R 
(18SEP2020)

N/N

Diarrhoea/
Diarrhea

2 14SEP2020 1/5 1 Yes NA/TC R 
(18SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/Y

16-55/
C459100
1 1241 
12411465

3^ METAB Food intolerance/
Gastrointestinal food intolerance

1 31AUG2020 8/1 1 No O NA/TC R 
(31AUG2020)

N/N

GENRL Chills/
Chills

2 17SEP2020 2/1 2 Yes NA/TC R 
(17SEP2020)

N/N

Pain/
Body pain

2 17SEP2020 2/1 2 Yes NA/TC R 
(17SEP2020)

N/N

Pyrexia/
Fever

2 17SEP2020 2/1 2 Yes NA/TC R 
(17SEP2020)

N/N

GASTR Diarrhoea/
Diarrhea

2 24SEP2020 9/1 2 No O NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1241 
12411466

3^ GENRL Injection site pain/
Injection site pain

1 24AUG2020 1/1 1 Yes NA R 
(24AUG2020)

N/Y
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12411470

3^ GENRL Chills/
Chills

2 15SEP2020 1/2 2 Yes NA/TC R 
(16SEP2020)

N/N

Pyrexia/
Fever

2 15SEP2020 1/2 2 Yes NA/TC R 
(16SEP2020)

N/N

16-55/
C459100
1 1241 
12411471

3^ GENRL Injection site pain/
Injection site pain

1 25AUG2020 1/2 1 Yes NA R 
(26AUG2020)

N/Y

GASTR Nausea/
Nausea

2 15SEP2020 1/4 2 Yes NA/TC R 
(18SEP2020)

N/N

GENRL Chills/
Chills

2 15SEP2020 1/4 2 Yes NA/TC R 
(18SEP2020)

N/N

Fatigue/
Fatigue

2 15SEP2020 1/4 2 Yes NA/TC R 
(18SEP2020)

N/N

Injection site pain/
Injection site pain

2 15SEP2020 1/7 2 Yes NA/TC R 
(21SEP2020)

N/N

Injection site swelling/
Injection site swelling

2 15SEP2020 1/7 2 Yes NA/TC R 
(21SEP2020)

N/N

Pyrexia/
Fever

2 15SEP2020 1/4 2 Yes NA/TC R 
(18SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 15SEP2020 1/4 2 Yes NA/TC R 
(18SEP2020)

N/N

NERV Headache/
Headache

2 15SEP2020 1/4 2 Yes NA/TC R 
(18SEP2020)

N/N

BLOOD Lymphadenopathy/
Reactive axillary lymph node in 

the left arm

2 16SEP2020 2/11 2 Yes NA/TC R 
(26SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12411475

3^ GENRL Chills/
Chills

2 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

GENRL Pyrexia/
Fever

2 16SEP2020 2/1 1 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1241 
12411476

3^ NERV Dizziness/
Dizziness

1 29AUG2020 5/1 1 No O NA R 
(29AUG2020)

N/N

16-55/
C459100
1 1241 
12411477

3^ NERV Headache/
Headache

1 25AUG2020 1/1 2 Yes NA/TC R 
(25AUG2020)

N/N

GENRL Injection site pain/
Injection site pain

1 26AUG2020 2/2 2 Yes NA R 
(27AUG2020)

N/N

Injection site swelling/
Injection site swelling

1 26AUG2020 2/2 1 Yes NA R 
(27AUG2020)

N/N

MUSC Myalgia/
Myalgia

1 26AUG2020 2/2 2 Yes NA R 
(27AUG2020)

N/N

GENRL Chills/
Chills

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

Fatigue/
Fatigue

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

Injection site pain/
Injection site pain

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
Injection site pain

2 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/Y
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1241 
12411480

16-55/
C459100
1 1241 
12411483

3^ GENRL Chills/
Chills

2 15SEP2020 1/4 2 Yes NA/TC R 
(18SEP2020)

N/N

Fatigue/
Fatigue

2 15SEP2020 1/4 2 Yes NA/TC R 
(18SEP2020)

N/N

Injection site pain/
Injection site pain

2 15SEP2020 1/3 1 Yes NA/TC R 
(17SEP2020)

N/N

Pain/
Body pain

2 15SEP2020 1/4 2 Yes NA/TC R 
(18SEP2020)

N/N

Pyrexia/
Fever

2 15SEP2020 1/4 2 Yes NA/TC R 
(18SEP2020)

N/N

NERV Headache/
Headache

2 15SEP2020 1/4 2 Yes NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1241 
12411487

3^ NERV Tension headache/
Tension headache

1 12SEP2020 19/1 1 No O NA/TC R 
(12SEP2020)

N/N

16-55/
C459100
1 1241 
12411495

3^ GENRL Pyrexia/
Fever

2 17SEP2020 2/1 1 Yes NA/TC R 
(17SEP2020)

N/N

16-55/
C459100
1 1241 
12411497

3^ GENRL Injection site pain/
Injection site pain

2 14SEP2020 1/2 1 Yes NA/TC R 
(15SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
Chills

2 15SEP2020 2/1 2 Yes NA/TC R 
(15SEP2020)

N/N

Fatigue/
Fatigue

2 15SEP2020 2/1 2 Yes NA/TC R 
(15SEP2020)

N/N

Pyrexia/
Fever

2 15SEP2020 2/1 2 Yes NA/TC R 
(15SEP2020)

N/N

16-55/
C459100
1 1241 
12411500

3^ GASTR Diarrhoea/
Diarrhea

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1241 
12411501

3^ GENRL Injection site pain/
Injection site pain

2 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)

N/N

Malaise/
Malaise

2 15SEP2020 2/1 2 Yes NA R 
(15SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 15SEP2020 2/1 2 Yes NA R 
(15SEP2020)

N/N

NERV Headache/
Headache

2 15SEP2020 2/1 2 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1241 
12411502

3^ GENRL Pyrexia/
Fever

2 16SEP2020 2/1 1 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1241 
12411503

3^ GENRL Injection site pain/
Injection site pain

2 15SEP2020 1/1 1 Yes NA R 
(15SEP2020)

N/Y
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GASTR Nausea/
Nausea

2 16SEP2020 2/3 3 Yes NA R 
(18SEP2020)

N/N

GENRL Pyrexia/
Fever

2 16SEP2020 2/1 1 Yes NA/TC R
(16SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 16SEP2020 2/3 3 Yes NA/TC R 
(18SEP2020)

N/N

NERV Headache/
Headache

2 16SEP2020 2/3 3 Yes NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1241 
12411505

3^ NERV Headache/
Headache

1 10SEP2020 17/1 1 No O NA/TC R 
(10SEP2020)

N/N

GENRL Chills/
Chills

2 18SEP2020 2/1 1 Yes NA/TC R 
(18SEP2020)

N/N

Pyrexia/
Fever

2 18SEP2020 2/1 1 Yes NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1241 
12411510

3^ NERV Headache/
Headache

2 21SEP2020 1/2 2 Yes NA R 
(22SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

Vaccination site oedema/
Edema at the vaccine site

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1241 
12411512

3^ GENRL Chills/
Chills

1 02SEP2020 2/1 1 Yes NA/TC R 
(02SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12411513

3^ MUSC Myalgia/
Myalgia

2 21SEP2020 1/1 1 Yes NA R 
(21SEP2020)

N/N

NERV Headache/
headache

2 21SEP2020 1/3 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1241 
12411515

3^ GENRL Injection site pain/
Injection site pain

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1241 
12411516

3^ GENRL Injection site pain/
Injection site pain

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1241 
12411519

3^ GENRL Injection site pain/
Injection site pain

2 22SEP2020 2/1 1 Yes NA/TC R 
(22SEP2020)

N/N

NERV Headache/
Headache

2 22SEP2020 2/1 1 Yes NA/TC R 
(22SEP2020)

N/N

16-55/
C459100
1 1241 
12411527

3^ GENRL Pyrexia/
Fever

2 24SEP2020 2/1 1 Yes NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1241 
12411528

3^ GENRL Injection site pain/
Injection site pain

1 01SEP2020 1/1 1 Yes NA R 
(01SEP2020)

N/N

MUSC Myalgia/
Myalgia

1 01SEP2020 1/1 1 Yes NA R 
(01SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12411530

3^ GENRL Chills/
Chills

2 24SEP2020 2/2 1 Yes NA/TC R 
(25SEP2020)

N/N

Fatigue/
Fatigue

2 24SEP2020 2/2 1 Yes NA/TC R 
(25SEP2020)

N/N

Injection site pain/
Injection site pain

2 24SEP2020 2/4 2 Yes NA/TC R 
(27SEP2020)

N/N

Pyrexia/
Fever

2 24SEP2020 2/2 1 Yes NA/TC R 
(25SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 24SEP2020 2/2 1 Yes NA/TC R 
(25SEP2020)

N/N

NERV Headache/
Headache

2 24SEP2020 2/2 1 Yes NA/TC R 
(25SEP2020)

N/N

16-55/
C459100
1 1241 
12411532

3^ GENRL Pyrexia/
Fever

2 22SEP2020 2/2 1 Yes NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1241 
12411535

3^ INFEC Influenza/
Flu syndrome

1 14SEP2020 13/4 1 No O NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1241 
12411542

3^ GENRL Fatigue/
Fatigue

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N

Injection site pain/
Injection site pain

1 03SEP2020 2/4 2 Yes NA/TC R 
(06SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GASTR Diarrhoea/
Diarrhea

2 24SEP2020 2/2 1 Yes NA/TC R 
(25SEP2020)

N/N

GENRL Chills/
Chills

2 24SEP2020 2/2 2 Yes NA/TC R 
(25SEP2020)

N/N

Fatigue/
Fatigue

2 24SEP2020 2/2 2 Yes NA/TC R 
(25SEP2020)

N/N

Pyrexia/
Fever

2 24SEP2020 2/2 2 Yes NA/TC R 
(25SEP2020)

N/N

NERV Headache/
Headache

2 24SEP2020 2/2 1 Yes NA/TC R 
(25SEP2020)

N/N

16-55/
C459100
1 1241 
12411548

3^ GENRL Injection site pain/
Injection site pain

2 22SEP2020 1/3 1 Yes NA R 
(24SEP2020)

N/Y

16-55/
C459100
1 1241 
12411556

3^ GENRL Injection site pain/
Injection site pain

1 03SEP2020 2/2 2 Yes NA R 
(04SEP2020)

N/N

NERV Headache/
Headache

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N

GENRL Pyrexia/
Fever

2 23SEP2020 2/1 1 Yes NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1241 
12411557

3^ GENRL Chills/
Chills

2 22SEP2020 1/2 1 Yes NA/TC R 
(23SEP2020)

N/N

Pyrexia/
Fever

2 22SEP2020 1/2 1 Yes NA/TC R 
(23SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12411558

3^ GENRL Injection site pain/
Injection site pain

1 02SEP2020 1/3 1 Yes NA R 
(04SEP2020)

N/N

GENRL Fatigue/
Prostration

2 22SEP2020 1/2 1 Yes NA/TC R 
(23SEP2020)

N/N

Pyrexia/
Fever

2 22SEP2020 1/2 1 Yes NA/TC R 
(23SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 22SEP2020 1/2 1 Yes NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1241 
12411561

3^ GASTR Diarrhoea/
Diarrhea

2 25SEP2020 4/6 1 Yes NA/TC R 
(30SEP2020)

N/N

GENRL Pyrexia/
Fever

2 26SEP2020 5/1 1 Yes NA R 
(26SEP2020)

N/N

16-55/
C459100
1 1241 
12411564

3^ GENRL Injection site pain/
Injection site pain

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 03SEP2020 2/3 1 Yes NA R 
(05SEP2020)

N/N

GASTR Nausea/
Nausea

2 23SEP2020 2/1 1 Yes NA/TC R 
(23SEP2020)

N/N

GENRL Chills/
Chills

2 23SEP2020 2/1 1 Yes NA/TC R 
(23SEP2020)

N/N

Fatigue/
Fatigue

2 23SEP2020 2/1 1 Yes NA/TC R 
(23SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

2 23SEP2020 2/1 1 Yes NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1241 
12411565

3^ GENRL Injection site pain/
Injection site pain

2 22SEP2020 1/3 2 Yes NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1241 
12411567

3^ GENRL Injection site pain/
Injection site pain

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1241 
12411568

3^ GENRL Injection site pain/
Injection site pain

1 04SEP2020 3/1 1 Yes NA R 
(04SEP2020)

N/N

16-55/
C459100
1 1241 
12411569

3^ GENRL Chills/
Chills

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

GENRL Injection site erythema/
Injection site redness

2 25SEP2020 2/3 1 Yes NA R 
(27SEP2020)

N/N

Injection site pain/
Injection site pain

2 25SEP2020 2/3 1 Yes NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1241 
12411570

3^ GENRL Injection site pain/
Injection site pain

2 24SEP2020 1/2 1 Yes NA/TC R 
(25SEP2020)

N/N

INFEC Cystitis/
Cystitis

2 24OCT2020 31/11 1 No O NA/TC R 
(03NOV2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12411572

3^ GENRL Chills/
Chills

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

NERV Headache/
Headache

2 23SEP2020 2/1 1 Yes NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1241 
12411574

3^ GASTR Odynophagia/
Odynophagia

1 03SEP2020 1/1 1 No O NA R 
(03SEP2020)

N/Y

16-55/
C459100
1 1241 
12411575

3^ GENRL Injection site pain/
Injection site pain

2 22SEP2020 1/2 2 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1241 
12411576

3^ EYE Eye pain/
Pain in the eyes

2 23SEP2020 2/2 2 Yes NA R 
(24SEP2020)

N/N

GENRL Chills/
Chills

2 23SEP2020 2/2 2 Yes NA R 
(24SEP2020)

N/N

Pyrexia/
Fever

2 23SEP2020 2/2 2 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1241 
12411578

3^ GENRL Pyrexia/
Fever

2 03OCT2020 2/1 2 Yes NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1241 
12411580

3^ GENRL Injection site pain/
Injection site pain

1 04SEP2020 2/2 1 Yes NA R 
(05SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Myalgia

1 04SEP2020 2/2 1 Yes NA R 
(05SEP2020)

N/N

GENRL Pyrexia/
Fever

2 23SEP2020 2/1 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1241 
12411582

3^ GENRL Injection site pain/
Injection site pain

1 03SEP2020 1/2 1 Yes NA R 
(04SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

MUSC Myalgia/
myalgia

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1241 
12411583

3^ NERV Tension headache/
Tension headache

2 21OCT2020 29/1 1 No O NA/TCN R 
(21OCT2020)

N/N

16-55/
C459100
1 1241 
12411586

3^ GENRL Injection site pain/
Injection site pain

1 04SEP2020 2/1 2 Yes NA/TC R 
(04SEP2020)

N/N

MUSC Myalgia/
Myalgia

1 04SEP2020 2/1 2 Yes NA/TC R 
(04SEP2020)

N/N

16-55/
C459100
1 1241 
12411589

3^ INFEC Tinea cruris/
Ringworm in the inguinal region

1 04SEP2020 2/4 1 No O NA/TCN R 
(07SEP2020)

N/N

16-55/
C459100

3^ GENRL Fatigue/
Fatigue

2 23SEP2020 2/1 1 Yes NA R 
(23SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1241 
12411595

METAB Decreased appetite/
Inapetence

2 23SEP2020 2/1 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1241 
12411599

3^ GENRL Chills/
Chills

2 22SEP2020 1/3 1 Yes NA/TC R 
(24SEP2020)

N/N

Fatigue/
Fatigue

2 22SEP2020 1/3 1 Yes NA/TC R 
(24SEP2020)

N/N

Injection site pain/
Injection site pain

2 22SEP2020 1/3 2 Yes NA/TC R 
(24SEP2020)

N/N

Pyrexia/
Fever

2 22SEP2020 1/3 1 Yes NA/TC R 
(24SEP2020)

N/N

NERV Headache/
Headache

2 22SEP2020 1/3 1 Yes NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1241 
12411600

3^ INFEC Rhinitis/
Worsening Recurrent rhinitis

1 21SEP2020 19/2 1 No O NA/TC R 
(22SEP2020)

N/N

16-55/
C459100
1 1241 
12411603

3^ GENRL Injection site pain/
Injection site pain

2 22SEP2020 1/4 1 Yes NA R 
(25SEP2020)

N/Y

16-55/
C459100
1 1241 
12411607

3^ GENRL Chills/
Chills

2 25SEP2020 1/2 1 Yes NA/TC R 
(26SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Myalgia

2 25SEP2020 1/2 1 Yes NA/TC R 
(26SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 26SEP2020 2/4 2 Yes NA/TC R 
(29SEP2020)

N/N

NERV Headache/
Headache

2 26SEP2020 2/4 2 Yes NA/TC R 
(29SEP2020)

N/N

16-55/
C459100
1 1241 
12411613

3^ GENRL Chills/
Chills

1 05SEP2020 2/1 1 Yes NA R 
(05SEP2020)

N/N

Injection site pain/
Injection site pain

1 05SEP2020 2/1 2 Yes NA R 
(05SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 25SEP2020 1/2 2 Yes NA/TC R 
(26SEP2020)

N/N

16-55/
C459100
1 1241 
12411616

3^ NERV Sciatica/
Left sciatic nerve inflammation

2 16OCT2020 24/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1241 
12411619

3^ GENRL Injection site pain/
Injection site pain

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1241 
12411625

3^ GASTR Diarrhoea/
Diarrhea

1 21SEP2020 18/2 1 No O NA R 
(22SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12411626

3^ GENRL Injection site pain/
Injection site pain

1 05SEP2020 2/2 2 Yes NA/TC R 
(06SEP2020)

N/N

Pyrexia/
Fever

1 05SEP2020 2/2 2 Yes NA/TC/TCN R 
(06SEP2020)

N/N

16-55/
C459100
1 1241 
12411632

3^ GENRL Pyrexia/
Fever

2 25SEP2020 2/2 1 Yes NA/TC R 
(26SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 25SEP2020 2/2 1 Yes NA/TC R 
(26SEP2020)

N/N

NERV Headache/
Headache

2 25SEP2020 2/2 1 Yes NA/TC R 
(26SEP2020)

N/N

16-55/
C459100
1 1241 
12411633

3^ INFEC Furuncle/
Furunculosis in buttocks

2 07OCT2020 14/8 1 No O NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 1241 
12411635

3^ NERV Headache/
Headache

1 20SEP2020 17/2 1 No O NA/TC R 
(21SEP2020)

N/N

16-55/
C459100
1 1241 
12411636

3^ GENRL Injection site pain/
Injection site pain

2 24SEP2020 1/3 1 Yes NA R 
(26SEP2020)

N/N

Injection site pruritus/
Injection site itching

2 24SEP2020 1/3 1 Yes NA/TC R 
(26SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12411637

3^ GENRL Chills/
Chills

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

Fatigue/
Fatigue

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

NERV Somnolence/
Drowsiness

2 24SEP2020 1/2 2 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1241 
12411638

3^ GENRL Injection site pain/
Injection site pain

1 04SEP2020 1/1 1 Yes NA R 
(04SEP2020)

N/N

16-55/
C459100
1 1241 
12411639

3^ GENRL Pyrexia/
Fever

2 26SEP2020 3/1 1 Yes NA/TC R 
(26SEP2020)

N/N

16-55/
C459100
1 1241 
12411640

3^ RESP Nasal congestion/
Nasal congestion

2 06OCT2020 13/2 1 No O NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1241 
12411641

3^ INJ&P Skin laceration/
Second left finger cut

2 11OCT2020 19/1 2 No O NA/TC R 
(11OCT2020)

N/N

16-55/
C459100
1 1241 
12411645

3^ GENRL Chills/
Chills

2 25SEP2020 2/2 1 Yes NA/TC R 
(26SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever

2 25SEP2020 2/2 1 Yes NA/TC R 
(26SEP2020)

N/N

NERV Somnolence/
Drowsiness

2 25SEP2020 2/2 1 Yes NA/TC R 
(26SEP2020)

N/N

16-55/
C459100
1 1241 
12411648

3^ GENRL Pyrexia/
Fever

2 25SEP2020 2/1 1 Yes NA/TC R 
(25SEP2020)

N/N

16-55/
C459100
1 1241 
12411651

3^ GENRL Injection site pain/
Injection site pain

1 04SEP2020 1/2 1 Yes NA R 
(05SEP2020)

N/Y

INFEC Pelvic inflammatory disease/
Pelvic inflammatory disease

1 14SEP2020 11/26 2 No O NA/TC R 
(09OCT2020)

N/N

GENRL Injection site pain/
Injection site pain

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1241 
12411653

3^ GENRL Injection site rash/
Injection site macular papular 

rash

1 08SEP2020 1/1 1 Yes NA R 
(08SEP2020)

N/N

NERV Headache/
Headache

1 08SEP2020 1/2 2 Yes NA/TC R 
(09SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

1 09SEP2020 2/2 2 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1241 
12411654

3^ GENRL Fatigue/
Fatigue

2 01OCT2020 2/1 1 Yes NA/TC R 
(01OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12411656

3^ GENRL Injection site pain/
Injection site pain

1 10SEP2020 1/1 2 Yes NA/TC R 
(10SEP2020)

N/N

Pyrexia/
Fever

1 10SEP2020 1/1 2 Yes NA/TC R 
(10SEP2020)

N/N

NERV Headache/
Headache

1 10SEP2020 1/1 2 Yes NA/TC R 
(10SEP2020)

N/N

GENRL Asthenia/
Asthenia

2 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N

Injection site pain/
Injection site pain

2 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1241 
12411658

3^ GENRL Chills/
Chills

2 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1241 
12411663

3^ GENRL Pyrexia/
Fever

2 01OCT2020 3/1 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1241 
12411665

3^ NERV Headache/
Headache

1 11SEP2020 2/3 1 Yes NA/TC R 
(13SEP2020)

N/N

16-55/
C459100

3^ GENRL Chills/
Chills

2 30SEP2020 2/1 2 Yes NA R 
(30SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1241 
12411667

METAB Decreased appetite/
Hyporexia

2 30SEP2020 2/1 2 Yes NA R 
(30SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 30SEP2020 2/1 2 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1241 
12411672

3^ GASTR Diarrhoea/
Diarrhea

1 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)

N/N

Vomiting/
Vomiting

1 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)

N/N

NERV Headache/
Headache

1 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1241 
12411674

3^ GENRL Injection site pain/
Injection site pain

1 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 05OCT2020 1/2 1 Yes NA R 
(06OCT2020)

N/N

NERV Headache/
Headache

2 05OCT2020 1/2 1 Yes NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1241 
12411678

3^ GENRL Injection site pain/
Injection site pain

2 06OCT2020 2/1 1 Yes NA R 
(06OCT2020)

N/N

16-55/
C459100

3^ GENRL Asthenia/
Asthenia

2 05OCT2020 1/4 1 Yes NA R 
(08OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1241 
12411680

Chills/
Chills

2 05OCT2020 1/4 1 Yes NA/TC R 
(08OCT2020)

N/N

Pyrexia/
Fever

2 05OCT2020 1/4 1 Yes NA/TC R 
(08OCT2020)

N/N

16-55/
C459100
1 1241 
12411681

3^ GENRL Chills/
Chills

2 06OCT2020 1/3 1 Yes NA R 
(08OCT2020)

N/N

Fatigue/
Fatigue

2 06OCT2020 1/3 1 Yes NA R 
(08OCT2020)

N/N

Injection site pain/
Injection site pain

2 06OCT2020 1/3 1 Yes NA R 
(08OCT2020)

N/N

Pyrexia/
Fever

2 06OCT2020 1/3 1 Yes NA R 
(08OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 06OCT2020 1/3 1 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1241 
12411683

3^ GENRL Fatigue/
Fatigue

1 15SEP2020 1/2 2 Yes NA R 
(16SEP2020)

N/N

Injection site pain/
Injection site pain

1 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1241 
12411685

3^ GENRL Injection site pain/
Injection site pain

1 15SEP2020 1/3 2 Yes NA R 
(17SEP2020)

N/Y
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
fatigue

2 05OCT2020 1/2 1 Yes NA/TC R 
(06OCT2020)

N/N

Injection site pain/
Injection site pain

2 05OCT2020 1/2 1 Yes NA R 
(06OCT2020)

N/Y

MUSC Myalgia/
Muscle pain

2 05OCT2020 1/2 1 Yes NA/TC R 
(06OCT2020)

N/N

16-55/
C459100
1 1241 
12411690

3^ GENRL Pyrexia/
Fever

2 05OCT2020 1/2 1 Yes NA/TC R 
(06OCT2020)

N/N

16-55/
C459100
1 1241 
12411692

3^ GENRL Injection site pain/
Injection site pain

2 05OCT2020 1/2 1 Yes NA R 
(06OCT2020)

N/Y

16-55/
C459100
1 1241 
12411694

3^ GENRL Pyrexia/
Fever

2 06OCT2020 2/1 1 Yes NA/TC R 
(06OCT2020)

N/N

16-55/
C459100
1 1241 
12411696

3^ GENRL Injection site pain/
Injection site pain

1 16SEP2020 2/2 2 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1241 
12411699

3^ GENRL Chest discomfort/
Chest discomfort

1 25SEP2020 11/2 1 No O NA/TC R 
(26SEP2020)

N/N

GENRL Pyrexia/
Fever

2 05OCT2020 1/2 1 Yes NA/TC R 
(06OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Myalgia

2 05OCT2020 1/2 1 Yes NA/TC R 
(06OCT2020)

N/N

16-55/
C459100
1 1241 
12411700

3^ GENRL Pyrexia/
Fever

2 06OCT2020 2/1 1 Yes NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1241 
12411701

3^ GENRL Fatigue/
Fatigue

2 05OCT2020 1/2 1 Yes NA/TC R 
(06OCT2020)

N/N

Pyrexia/
Fever

2 05OCT2020 1/2 1 Yes NA/TC R 
(06OCT2020)

N/N

16-55/
C459100
1 1241 
12411707

3^ NERV Headache/
headache

2 05OCT2020 1/1 1 Yes NA R 
(05OCT2020)

N/N

16-55/
C459100
1 1241 
12411708

3^ INJ&P Injury/
Injury secondary to trauma

1 04OCT2020 19/23 1 No O NA/TC R 
(26OCT2020)

N/N

16-55/
C459100
1 1241 
12411709

3^ GENRL Pyrexia/
Fever

2 06OCT2020 2/3 1 Yes NA/TC R 
(08OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 06OCT2020 2/3 1 Yes NA/TC R 
(08OCT2020)

N/N

16-55/
C459100
1 1241 
12411713

3^ GENRL Injection site pain/
Injection site pain

1 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Pyrexia/
Fever

2 05OCT2020 1/2 1 Yes NA/TC R 
(06OCT2020)

N/N

16-55/
C459100
1 1241 
12411714

3^ GENRL Injection site pain/
Injection site pain

1 17SEP2020 2/4 1 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1241 
12411715

3^ GENRL Fatigue/
Fatigue

2 05OCT2020 1/1 1 Yes NA R 
(05OCT2020)

N/N

16-55/
C459100
1 1241 
12411716

3^ GENRL Fatigue/
Fatigue

1 16SEP2020 1/1 1 Yes NA R 
(16SEP2020)

N/N

NERV Headache/
Headache

1 16SEP2020 1/1 1 Yes NA/TC R 
(16SEP2020)

N/N

NERV Headache/
headache

2 06OCT2020 2/1 1 Yes NA/TC R 
(06OCT2020)

N/N

16-55/
C459100
1 1241 
12411719

3^ GASTR Aphthous ulcer/
Oral aphthae

1 17SEP2020 2/4 1 Yes NA/TC R 
(20SEP2020)

N/N

Diarrhoea/
Diarrhea

1 17SEP2020 2/1 1 Yes NA/TC R 
(17SEP2020)

N/N

GENRL Asthenia/
Asthenia

1 17SEP2020 2/2 1 Yes NA/TC R 
(18SEP2020)

N/N

Injection site pain/
Injection site pain

1 17SEP2020 2/1 1 Yes NA/TC R 
(17SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

1 17SEP2020 2/2 1 Yes NA/TC R 
(18SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 05OCT2020 1/4 1 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1241 
12411725

3^ GENRL Asthenia/
Asthenia

2 06OCT2020 2/1 1 Yes NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1241 
12411727

3^ SKIN Rash/
Skin rash

1 16SEP2020 1/4 2 Yes NA/TC R 
(19SEP2020)

N/N

MUSC Arthralgia/
Arthralgia

1 17SEP2020 2/3 2 Yes NA/TC R 
(19SEP2020)

N/N

16-55/
C459100
1 1241 
12411730

3^ MUSC Myalgia/
Myalgia

2 08OCT2020 4/1 1 Yes NA/TC R 
(08OCT2020)

N/N

NERV Headache/
Headache

2 08OCT2020 4/1 1 Yes NA/TC R 
(08OCT2020)

N/N

16-55/
C459100
1 1241 
12411731

3^ GENRL Fatigue/
Fatigue

2 05OCT2020 1/2 1 Yes NA/TC R 
(06OCT2020)

N/N

Injection site pain/
Injection site pain

2 05OCT2020 1/2 1 Yes NA/TC R 
(06OCT2020)

N/N

NERV Headache/
Headache

2 05OCT2020 1/2 1 Yes NA/TC R 
(06OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12411733

3^ MUSC Back pain/
Backache

2 01NOV2020 27/5 1 No O NA/TC R 
(05NOV2020)

N/N

16-55/
C459100
1 1241 
12411736

3^ GASTR Diarrhoea/
Diarrhea

1 16SEP2020 1/3 2 Yes NA/TC R 
(18SEP2020)

N/N

Vomiting/
Vomiting

1 16SEP2020 1/3 2 Yes NA/TC R 
(18SEP2020)

N/N

GENRL Injection site swelling/
Injection site swelling

2 05OCT2020 1/4 1 Yes NA R 
(08OCT2020)

N/Y

16-55/
C459100
1 1241 
12411740

3^ GASTR Diarrhoea/
Diarrhea

1 16SEP2020 1/1 1 Yes NA R 
(16SEP2020)

N/N

GENRL Chills/
Chills

1 16SEP2020 1/1 1 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1241 
12411741

3^ GENRL Injection site pain/
Injection site pain

1 16SEP2020 1/1 1 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1241 
12411750

3^ MUSC Back pain/
Backache

1 21SEP2020 6/4 1 No O NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1241 
12411756

3^ MUSC Myalgia/
Myalgia

2 08OCT2020 2/1 1 Yes NA R 
(08OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12411757

3^ GENRL Pyrexia/
fever

2 07OCT2020 2/1 1 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1241 
12411758

3^ GENRL Chills/
Chills

1 17SEP2020 2/2 2 Yes NA/TC R 
(18SEP2020)

N/N

Injection site pain/
Injection site pain

1 17SEP2020 2/2 2 Yes NA/TC R 
(18SEP2020)

N/N

NERV Headache/
Headache

1 17SEP2020 2/2 2 Yes NA/TC R 
(18SEP2020)

N/N

GENRL Chills/
Chills

2 07OCT2020 2/2 1 Yes NA R 
(08OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 07OCT2020 2/2 1 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1241 
12411766

3^ INJ&P Maternal exposure during 
pregnancy/

Maternal exposure during 
pregnancy

1 09OCT2020 24/C No O P UNK N/N

16-55/
C459100
1 1241 
12411769

3^ GENRL Injection site pain/
Injection site pain

1 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

GENRL Chills/
Chills

2 07OCT2020 2/1 1 Yes NA/TC R 
(07OCT2020)

N/N

Fatigue/
Fatigue

2 07OCT2020 2/1 1 Yes NA/TC R 
(07OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever

2 07OCT2020 2/1 1 Yes NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1241 
12411771

3^ GENRL Injection site pain/
Injection site pain

1 16SEP2020 1/2 2 Yes NA R 
(17SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 06OCT2020 1/2 2 Yes NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 1241 
12411774

3^ GENRL Injection site pain/
Injection site pain

1 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 07OCT2020 1/4 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1241 
12411775

3^ GENRL Fatigue/
Fatigue

1 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/Y

16-55/
C459100
1 1241 
12411777

3^ GASTR Diarrhoea/
Diarrhea

1 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1241 
12411779

3^ GENRL Injection site pain/
Injection site pain

1 16SEP2020 1/2 2 Yes NA R 
(17SEP2020)

N/N

GASTR Diarrhoea/
Diarrhea

2 08OCT2020 2/1 1 Yes NA/TC R 
(08OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Pyrexia/
Fever

2 08OCT2020 2/1 1 Yes NA/TC R 
(08OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 08OCT2020 2/1 1 Yes NA/TC R 
(08OCT2020)

N/N

NERV Headache/
Headache

2 08OCT2020 2/1 1 Yes NA/TC R 
(08OCT2020)

N/N

16-55/
C459100
1 1241 
12411782

3^ GENRL Pyrexia/
Fever

2 08OCT2020 2/1 1 Yes NA/TC R 
(08OCT2020)

N/N

16-55/
C459100
1 1241 
12411784

3^ GENRL Injection site pain/
Injection site pain

2 10OCT2020 2/1 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1241 
12411786

3^ GENRL Injection site pain/
Injection site pain

1 16SEP2020 1/3 1 Yes NA/TCN R 
(18SEP2020)

N/N

GENRL Pyrexia/
Fever

1 17SEP2020 2/1 1 Yes NA/TC R 
(17SEP2020)

N/N

IMMU
N

Drug hypersensitivity/
Allergic reaction to dipyrone

1 17SEP2020 2/1 3 No CD NA/TC R 
(17SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 10OCT2020 2/1 2 Yes NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1241 
12411790

3^ GENRL Injection site pain/
Injection site pain

1 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
Injection site pain

2 09OCT2020 2/1 1 Yes NA/TC R 
(09OCT2020)

N/N

Pyrexia/
Fever

2 09OCT2020 2/1 1 Yes NA/TC R 
(09OCT2020)

N/N

16-55/
C459100
1 1241 
12411793

3^ GENRL Injection site pain/
Injection site pain

1 18SEP2020 2/2 2 Yes NA R 
(19SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1241 
12411797

3^ GENRL Fatigue/
Fatigue

1 18SEP2020 2/1 1 Yes NA R 
(18SEP2020)

N/N

GENRL Chills/
Chills

2 09OCT2020 2/1 1 Yes NA/TC R 
(09OCT2020)

N/N

Pyrexia/
Fever

2 09OCT2020 2/1 1 Yes NA/TC R 
(09OCT2020)

N/N

16-55/
C459100
1 1241 
12411799

3^ GENRL Chills/
Chills

1 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

Fatigue/
Fatigue

1 17SEP2020 1/1 2 Yes NA R 
(17SEP2020)

N/N

NERV Headache/
Headache

2 08OCT2020 1/2 1 Yes NA/TC R 
(09OCT2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
Injection site pain

1 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1241 
12411800

16-55/
C459100
1 1241 
12411803

3^ GENRL Injection site pain/
Injection site pain

1 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

GENRL Chills/
Chills

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

Fatigue/
Fatigue

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

Injection site pain/
Injection site pain

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1241 
12411805

3^ GENRL Injection site pain/
Injection site pain

2 09OCT2020 2/2 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1241 
12411807

3^ GENRL Injection site pain/
Injection site pain

1 17SEP2020 1/3 1 Yes NA R 
(19SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 18SEP2020 2/2 2 Yes NA R 
(19SEP2020)

N/N

NERV Headache/
Headache

1 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1241 
12411812

3^ GENRL Injection site pain/
Injection site pain

1 17SEP2020 1/3 2 Yes NA R 
(19SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

1 18SEP2020 2/2 3 Yes NA/TC R 
(19SEP2020)

N/N

GENRL Chills/
Chills

2 08OCT2020 1/2 1 Yes NA/TC R 
(09OCT2020)

N/N

Pain/
Body pain

2 08OCT2020 1/2 1 Yes NA/TC R 
(09OCT2020)

N/N

Pyrexia/
Fever

2 08OCT2020 1/2 1 Yes NA/TC R 
(09OCT2020)

N/N

NERV Headache/
Headache

2 08OCT2020 1/2 1 Yes NA/TC R 
(09OCT2020)

N/N

16-55/
C459100
1 1241 
12411813

3^ MUSC Myalgia/
Myalgia

1 17SEP2020 1/1 1 Yes NA/TC R 
(17SEP2020)

N/N

NERV Headache/
Headache

1 17SEP2020 1/1 1 Yes NA/TC R 
(17SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 08OCT2020 1/1 1 Yes NA R 
(08OCT2020)

N/N

NERV Headache/
Headache

2 08OCT2020 1/1 1 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1241 
12411814

3^ INJ&P Limb injury/
Right foot trauma

1 05OCT2020 19/14 1 No O NA/TC R 
(18OCT2020)

N/N

16-55/
C459100
1 1241 
12411817

3^ GENRL Injection site pain/
Injection site pain

1 17SEP2020 1/3 2 Yes NA R 
(19SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
Chills

1 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

Fatigue/
Fatigue

1 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

MUSC Myalgia/
Myalgia

1 18SEP2020 2/2 2 Yes NA/TC R 
(19SEP2020)

N/N

GASTR Nausea/
Nausea

2 09OCT2020 2/2 2 Yes NA/TC R 
(10OCT2020)

N/N

GENRL Asthenia/
Asthenia

2 09OCT2020 2/2 2 Yes NA/TC R 
(10OCT2020)

N/N

Chills/
Chills

2 09OCT2020 2/2 2 Yes NA/TC R 
(10OCT2020)

N/N

Pyrexia/
Fever

2 09OCT2020 2/2 2 Yes NA/TC R 
(10OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 09OCT2020 2/12 2 Yes NA R 
(20OCT2020)

N/N

NERV Headache/
Headache

2 09OCT2020 2/2 2 Yes NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1241 
12411818

3^ GENRL Pyrexia/
fever

2 10OCT2020 2/2 1 Yes NA R 
(11OCT2020)

N/N

16-55/
C459100
1 1241 
12411824

3^ GENRL Chills/
Chills

2 09OCT2020 2/2 1 Yes NA R 
(10OCT2020)

N/N

Injection site pain/
Injection site pain

2 09OCT2020 2/3 1 Yes NA R 
(11OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever

2 09OCT2020 2/2 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1241 
12411828

3^ GENRL Injection site pain/
Injection site pain

1 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1241 
12411830

3^ GENRL Injection site pain/
Injection site pain

1 17SEP2020 1/3 2 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1241 
12411834

3^ GENRL Injection site pain/
injection site pain

1 17SEP2020 1/2 1 Yes NA/TC R 
(18SEP2020)

N/N

GENRL Fatigue/
Prostration

2 09OCT2020 2/3 2 Yes NA R 
(11OCT2020)

N/N

16-55/
C459100
1 1241 
12411837

3^ GENRL Chills/
Chills

2 09OCT2020 2/1 1 Yes NA R 
(09OCT2020)

N/N

Fatigue/
Fatigue

2 09OCT2020 2/1 1 Yes NA R 
(09OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 09OCT2020 2/1 1 Yes NA R 
(09OCT2020)

N/N

NERV Headache/
Headache

2 09OCT2020 2/2 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100

3^ GENRL Chills/
Chills

1 18SEP2020 2/2 1 Yes NA/TC R 
(19SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1241 
12411839

Injection site pain/
Injection site pain

1 18SEP2020 2/2 1 Yes NA/TC R 
(19SEP2020)

N/N

Pyrexia/
Fever

1 18SEP2020 2/2 1 Yes NA/TC/TCN R 
(19SEP2020)

N/N

GENRL Pyrexia/
Fever

2 09OCT2020 2/2 2 Yes NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1241 
12411845

3^ GENRL Injection site pain/
Injection site pain

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1241 
12411849

3^ GENRL Chills/
Chills

2 09OCT2020 2/2 1 Yes NA/TC R 
(10OCT2020)

N/N

Pyrexia/
Fever

2 09OCT2020 2/2 1 Yes NA/TC R 
(10OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 09OCT2020 2/2 1 Yes NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1241 
12411850

3^ GENRL Fatigue/
Fatigue

1 18SEP2020 2/3 1 Yes NA R 
(20SEP2020)

N/N

Injection site pain/
Injection site pain

1 18SEP2020 2/3 1 Yes NA R 
(20SEP2020)

N/N

NERV Headache/
Headache

1 18SEP2020 2/3 1 Yes NA R 
(20SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
Injection site pain

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

GENRL Fatigue/
Fatigue

2 09OCT2020 2/1 1 Yes NA/TC R 
(09OCT2020)

N/N

NERV Headache/
Headache

2 09OCT2020 2/1 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1241 
12411854

3^ GENRL Injection site pain/
Injection site pain

1 17SEP2020 1/5 1 Yes NA/TCN R 
(21SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 18SEP2020 2/1 2 Yes NA/TC R 
(18SEP2020)

N/N

MUSC Myalgia/
Myalgia

1 18SEP2020 2/1 2 Yes NA/TC R 
(18SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 09OCT2020 2/1 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1241 
12411856

3^ NERV Headache/
Headache

1 18SEP2020 2/1 2 Yes NA/TC R 
(18SEP2020)

N/N

GENRL Injection site bruising/
Injection site bruise

2 09OCT2020 1/5 2 Yes NA R 
(13OCT2020)

N/N

Injection site pain/
Injection site pain

2 09OCT2020 1/5 2 Yes NA R 
(13OCT2020)

N/N

GASTR Nausea/
Nausea

2 10OCT2020 2/2 1 Yes NA/TC R 
(11OCT2020)

N/N

GENRL Chills/
Chills

2 10OCT2020 2/2 1 Yes NA/TC R 
(11OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever

2 10OCT2020 2/2 1 Yes NA/TC R 
(11OCT2020)

N/N

NERV Headache/
Headache

2 10OCT2020 2/2 1 Yes NA/TC R 
(11OCT2020)

N/N

16-55/
C459100
1 1241 
12411857

3^ GENRL Fatigue/
Prostration

2 09OCT2020 2/1 2 Yes NA R 
(09OCT2020)

N/N

Pyrexia/
Fever

2 09OCT2020 2/1 1 Yes NA/TC R 
(09OCT2020)

N/N

16-55/
C459100
1 1241 
12411861

3^ GENRL Chills/
Chills

1 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

Pyrexia/
Fever

1 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

NERV Headache/
Headache

1 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

GENRL Chills/
Chills

2 09OCT2020 2/2 1 Yes NA/TC R 
(10OCT2020)

N/N

NERV Headache/
Headache

2 09OCT2020 2/2 1 Yes NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1241 
12411862

3^ GENRL Injection site pain/
Injection site pain

1 18SEP2020 2/3 1 Yes NA R 
(20SEP2020)

N/N

BLOOD Lymphadenopathy/
Axillary lymph nodes 

enlargement in left arm

2 06OCT2020 1/4 1 Yes NA/TC R 
(09OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
Injection site pain

2 06OCT2020 1/4 1 Yes NA/TC R 
(09OCT2020)

N/N

16-55/
C459100
1 1241 
12411863

3^ GENRL Injection site pain/
Injection site pain

1 18SEP2020 2/1 2 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1241 
12411866

3^ NERV Headache/
Headache

1 18SEP2020 2/1 1 Yes NA/TC R 
(18SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 08OCT2020 1/1 1 Yes NA R 
(08OCT2020)

N/Y

16-55/
C459100
1 1241 
12411869

3^ GENRL Chills/
chills

2 09OCT2020 2/1 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1241 
12411872

3^ GENRL Injection site pain/
Injection site pain

2 09OCT2020 2/2 1 Yes NA R 
(10OCT2020)

N/N

Pyrexia/
Fever

2 09OCT2020 2/2 1 Yes NA R 
(10OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 09OCT2020 2/2 1 Yes NA R 
(10OCT2020)

N/N

NERV Headache/
Headache

2 09OCT2020 2/2 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
Injection site pain

1 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1241 
12411875

16-55/
C459100
1 1241 
12411877

3^ GENRL Asthenia/
Asthenia

1 18SEP2020 1/1 1 Yes NA R 
(18SEP2020)

N/N

Injection site pain/
Injection site pain and burning 

sensation

1 18SEP2020 1/1 1 Yes NA R 
(18SEP2020)

N/Y

16-55/
C459100
1 1241 
12411879

3^ GENRL Chills/
Chills

2 09OCT2020 1/1 1 Yes NA R 
(09OCT2020)

N/N

Injection site pain/
Injection site pain

2 09OCT2020 1/2 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1241 
12411882

3^ GENRL Chills/
Chills

2 09OCT2020 1/2 1 Yes NA/TC R 
(10OCT2020)

N/N

Fatigue/
Fatigue

2 09OCT2020 1/3 1 Yes NA/TC R 
(11OCT2020)

N/N

Injection site pain/
Injection site pain

2 09OCT2020 1/3 1 Yes NA/TC R 
(11OCT2020)

N/N

Pyrexia/
Fever

2 09OCT2020 1/2 1 Yes NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1241 
12411884

3^ GENRL Injection site pain/
Injection site pain

1 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12411886

3^ GENRL Injection site pain/
Injection site pain

1 18SEP2020 1/2 1 Yes NA/TC R 
(19SEP2020)

N/N

GENRL Asthenia/
Asthenia

1 19SEP2020 2/1 1 Yes NA/TC R 
(19SEP2020)

N/N

Pyrexia/
Fever

1 19SEP2020 2/1 1 Yes NA/TC R 
(19SEP2020)

N/N

GENRL Fatigue/
Prostration

2 10OCT2020 2/1 2 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1241 
12411888

3^ GENRL Fatigue/
Fatigue

1 19SEP2020 2/3 1 Yes NA/TC R 
(21SEP2020)

N/N

Injection site pain/
Injection site pain

1 19SEP2020 2/3 1 Yes NA/TC R 
(21SEP2020)

N/N

NERV Headache/
Headache

1 19SEP2020 2/3 1 Yes NA/TC R 
(21SEP2020)

N/N

GENRL Pyrexia/
Fever

2 10OCT2020 2/1 1 Yes NA/TC R 
(10OCT2020)

N/N

NERV Headache/
Headache

2 10OCT2020 2/1 2 Yes NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1241 
12411889

3^ GENRL Chills/
Chills

1 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

Injection site pain/
Injection site pain

1 18SEP2020 1/3 2 Yes NA R 
(20SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
Fatigue

1 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1241 
12411893

3^ GENRL Asthenia/
Asthenia

1 18SEP2020 1/3 2 Yes NA R 
(20SEP2020)

N/N

Injection site pain/
Injection site pain

1 18SEP2020 1/5 2 Yes NA R 
(22SEP2020)

N/N

GENRL Chills/
Chills

2 09OCT2020 1/2 2 Yes NA/TC R 
(10OCT2020)

N/N

Fatigue/
Fatigue

2 09OCT2020 1/2 2 Yes NA/TC R 
(10OCT2020)

N/N

Injection site pain/
Injection site pain

2 09OCT2020 1/3 1 Yes NA/TC R 
(11OCT2020)

N/N

Pyrexia/
Fever

2 09OCT2020 1/2 2 Yes NA/TC R 
(10OCT2020)

N/N

NERV Headache/
Headache

2 09OCT2020 1/2 2 Yes NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1241 
12411895

3^ GENRL Fatigue/
Prostration

2 16OCT2020 3/1 1 Yes NA R 
(16OCT2020)

N/N

Pyrexia/
Fever

2 16OCT2020 3/1 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1241 
12411898

3^ RESP Rhinorrhoea/
Rhinorrhea

1 07OCT2020 20/2 1 No O NA/TC R 
(08OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12411899

3^ GENRL Chills/
Chills

2 10OCT2020 2/1 1 Yes NA/TC R 
(10OCT2020)

N/N

Pyrexia/
Fever

2 10OCT2020 2/1 1 Yes NA/TC R 
(10OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 10OCT2020 2/1 1 Yes NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1241 
12411904

3^ GENRL Chills/
Chills

2 10OCT2020 2/3 1 Yes NA R 
(12OCT2020)

N/N

Fatigue/
Fatigue

2 10OCT2020 2/6 2 Yes NA R 
(15OCT2020)

N/N

Fatigue/
Prostration

2 10OCT2020 2/6 2 Yes NA R 
(15OCT2020)

N/N

Injection site pain/
Injection site pain

2 10OCT2020 2/3 1 Yes NA R 
(12OCT2020)

N/N

16-55/
C459100
1 1241 
12411914

3^ GENRL Injection site pain/
Injection site pain

1 18SEP2020 1/3 1 Yes NA R 
(20SEP2020)

N/N

GENRL Chills/
Chills

1 22SEP2020 5/4 1 Yes NA R 
(25SEP2020)

N/N

Fatigue/
Fatigue

1 22SEP2020 5/4 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100

3^ GENRL Chills/
Chills

1 19SEP2020 2/1 1 Yes NA/TC R 
(19SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1241 
12411920

NERV Headache/
Headache

1 19SEP2020 2/1 1 Yes NA/TC/TCN R 
(19SEP2020)

N/N

GENRL Chills/
chills

2 09OCT2020 1/1 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1241 
12411921

3^ GENRL Injection site erythema/
Injection site redness

1 19SEP2020 2/3 1 Yes NA R 
(21SEP2020)

N/N

GENRL Pyrexia/
Fever

2 10OCT2020 2/2 1 Yes NA R 
(11OCT2020)

N/N

NERV Headache/
Headache

2 10OCT2020 2/2 1 Yes NA R 
(11OCT2020)

N/N

16-55/
C459100
1 1241 
12411924

3^ GENRL Pyrexia/
Fever

2 09OCT2020 1/2 1 Yes NA/TC R 
(10OCT2020)

N/N

GENRL Fatigue/
Fatigue

2 10OCT2020 2/1 2 Yes NA/TCN R 
(10OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 10OCT2020 2/1 2 Yes NA/TCN R 
(10OCT2020)

N/N

16-55/
C459100
1 1241 
12411927

3^ GENRL Chills/
Chills

2 10OCT2020 2/2 1 Yes NA/TC R 
(11OCT2020)

N/N

Pyrexia/
Fever

2 10OCT2020 2/2 1 Yes NA/TC R 
(11OCT2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1488

FDA-CBER-2021-5683-0127514



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

2 10OCT2020 2/2 1 Yes NA/TC R 
(11OCT2020)

N/N

16-55/
C459100
1 1241 
12411931

3^ MUSC Myalgia/
Myalgia

2 08OCT2020 2/1 1 Yes NA/TC R 
(08OCT2020)

N/N

16-55/
C459100
1 1241 
12411936

3^ GENRL Axillary pain/
Left armpit pain

2 07OCT2020 1/3 1 Yes NA R 
(09OCT2020)

N/N

Injection site pain/
Injection site pain

2 07OCT2020 1/3 1 Yes NA R 
(09OCT2020)

N/N

NERV Headache/
Headache

2 08OCT2020 2/1 1 Yes NA/TC R 
(08OCT2020)

N/N

16-55/
C459100
1 1241 
12411937

3^ MUSC Myalgia/
Myalgia

2 08OCT2020 2/3 1 Yes NA R 
(10OCT2020)

N/N

NERV Headache/
Headache

2 08OCT2020 2/3 1 Yes NA R 
(10OCT2020)

N/N

GASTR Diarrhoea/
Diarrhea

2 09OCT2020 3/3 1 Yes NA R 
(11OCT2020)

N/N

16-55/
C459100
1 1241 
12411942

3^ GENRL Pyrexia/
fever

2 10OCT2020 2/1 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100

3^ GENRL Fatigue/
Fatigue

2 08OCT2020 2/2 1 Yes NA R 
(09OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1241 
12411943

Injection site pain/
Injection site pain

2 08OCT2020 2/2 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1241 
12411944

3^ GENRL Injection site pain/
Injection site pain

1 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/Y

16-55/
C459100
1 1241 
12411945

3^ GENRL Pyrexia/
Fever

2 10OCT2020 2/2 1 Yes NA/TC R 
(11OCT2020)

N/N

16-55/
C459100
1 1241 
12411948

3^ GENRL Injection site pain/
Injection site pain

1 19SEP2020 2/1 1 Yes NA R 
(19SEP2020)

N/N

Injection site swelling/
Injection site swelling

1 19SEP2020 2/1 1 Yes NA R 
(19SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 09OCT2020 1/2 1 Yes NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1241 
12411950

3^ GENRL Asthenia/
Asthenia

2 08OCT2020 2/2 1 Yes NA/TC R 
(09OCT2020)

N/N

Chills/
Chills

2 08OCT2020 2/2 1 Yes NA/TC R 
(09OCT2020)

N/N

Pyrexia/
Fever

2 08OCT2020 2/2 1 Yes NA/TC R 
(09OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

2 08OCT2020 2/2 1 Yes NA/TC R 
(09OCT2020)

N/N

16-55/
C459100
1 1241 
12411951

3^ GENRL Injection site pain/
Injection site pain

1 18SEP2020 1/3 2 Yes NA R 
(20SEP2020)

N/N

GENRL Chills/
Chill

2 08OCT2020 2/1 1 Yes NA R 
(08OCT2020)

N/N

NERV Headache/
Headache

2 08OCT2020 2/1 1 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1241 
12411952

3^ INFEC Helicobacter gastritis/
Helicobacter pylori gastritis

2 13OCT2020 7/25 1 No O NA/TC R 
(06NOV2020)

N/N

16-55/
C459100
1 1241 
12411956

3^ GENRL Injection site pain/
Injection site pain

2 07OCT2020 1/4 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1241 
12411957

3^ GENRL Injection site pain/
Injection site pain

2 08OCT2020 2/2 2 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1241 
12411961

3^ GENRL Fatigue/
Prostration

2 08OCT2020 2/1 2 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1241 
12411962

3^ GENRL Injection site pain/
Injection site pain

1 19SEP2020 2/3 2 Yes NA R 
(21SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Myalgia

1 19SEP2020 2/3 2 Yes NA/TC R 
(21SEP2020)

N/N

NERV Headache/
Headache

1 19SEP2020 2/3 2 Yes NA/TC R 
(21SEP2020)

N/N

RESP Nasal obstruction/
Nasal obstruction

1 19SEP2020 2/2 2 Yes NA/TC R 
(20SEP2020)

N/N

Rhinorrhoea/
Runny nose

1 19SEP2020 2/3 2 Yes NA/TC R 
(21SEP2020)

N/N

16-55/
C459100
1 1241 
12411965

3^ GASTR Vomiting/
Vomiting due to medication

1 25SEP2020 5/2 1 No CD NA R 
(26SEP2020)

N/N

MUSC Back pain/
Backache (Exacerbation of pre-

existing condition)

1 25SEP2020 5/9 2 No O NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1241 
12411967

3^ GENRL Injection site pain/
Injection site pain

1 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

NERV Headache/
Headache

1 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

GASTR Diarrhoea/
Diarrhea

1 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 13OCT2020 1/3 2 Yes NA/TC R 
(15OCT2020)

N/N

Injection site pain/
Injection site pain

2 13OCT2020 1/3 2 Yes NA/TC R 
(15OCT2020)

N/N

NERV Headache/
Headache

2 13OCT2020 1/3 2 Yes NA/TC R 
(15OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

BLOOD Lymphadenopathy/
Reactional Left axillary lymph 

node

2 14OCT2020 2/2 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1241 
12411970

3^ GENRL Injection site pain/
Injection site pain

1 22SEP2020 2/2 2 Yes NA R 
(23SEP2020)

N/N

GENRL Pyrexia/
Fever

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

NERV Headache/
Headache

2 14OCT2020 2/2 1 Yes NA/TC R 
(15OCT2020)

N/N

16-55/
C459100
1 1241 
12411972

3^ GASTR Nausea/
Nausea

1 22SEP2020 2/3 2 Yes NA/TC R 
(24SEP2020)

N/N

Vomiting/
Vomiting

1 22SEP2020 2/3 2 Yes NA/TC R 
(24SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 22SEP2020 2/3 2 Yes NA/TC R 
(24SEP2020)

N/N

NERV Headache/
Headache

1 22SEP2020 2/3 2 Yes NA/TC R 
(24SEP2020)

N/N

GASTR Nausea/
Nausea

2 14OCT2020 2/2 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1241 
12411974

3^ GENRL Fatigue/
Fatigue

2 14OCT2020 2/2 1 Yes NA R 
(15OCT2020)

N/N

Pyrexia/
Fever

2 14OCT2020 2/2 1 Yes NA R 
(15OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

2 14OCT2020 2/2 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1241 
12411978

3^ GENRL Injection site pain/
Injection site pain

1 21SEP2020 1/4 1 Yes NA R 
(24SEP2020)

N/N

MUSC Myalgia/
Myakgia

1 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

NERV Headache/
Headache

1 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

GENRL Pyrexia/
Fever

2 13OCT2020 1/3 1 Yes NA/TC R 
(15OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 13OCT2020 1/3 1 Yes NA/TC R 
(15OCT2020)

N/N

16-55/
C459100
1 1241 
12411982

3^ GENRL Fatigue/
Fatigue

2 14OCT2020 2/2 1 Yes NA R 
(15OCT2020)

N/N

Pyrexia/
Fever

2 14OCT2020 2/2 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1241 
12411983

3^ GENRL Fatigue/
Fatigue

1 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1241 
12411984

3^ GENRL Pyrexia/
Fever

2 14OCT2020 2/1 1 Yes NA/TC R 
(14OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12411988

3^ GENRL Pyrexia/
Fever

1 22SEP2020 2/1 1 Yes NA/TC R 
(22SEP2020)

N/N

16-55/
C459100
1 1241 
12411990

3^ GENRL Injection site pain/
Injection site pain

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1241 
12411993

3^ GENRL Fatigue/
Prostration

1 21SEP2020 1/1 2 Yes NA R 
(21SEP2020)

N/N

Pyrexia/
Fever

1 21SEP2020 1/1 2 Yes NA R 
(21SEP2020)

N/N

16-55/
C459100
1 1241 
12411994

3^ GENRL Fatigue/
Fatigue

1 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

NERV Headache/
Headache

1 22SEP2020 2/1 1 Yes NA/TC R 
(22SEP2020)

N/N

NERV Headache/
Headache

2 14OCT2020 2/2 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1241 
12411996

3^ GENRL Injection site pain/
Injection site pain

1 22SEP2020 2/3 1 Yes NA R 
(24SEP2020)

N/N

GENRL Pyrexia/
Fever

2 14OCT2020 2/1 1 Yes NA/TC R 
(14OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12412002

3^ GENRL Injection site pain/
Injection site pain

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/Y

Pyrexia/
Fever

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/Y

NERV Headache/
Headache

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/Y

16-55/
C459100
1 1241 
12412004

3^ GENRL Injection site pain/
Injection site pain

1 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

GENRL Pyrexia/
Fever

2 14OCT2020 2/1 1 Yes NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 1241 
12412008

3^ MUSC Myalgia/
Myalgia

1 22SEP2020 2/1 1 Yes NA/TC R 
(22SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 14OCT2020 2/3 2 Yes NA/TC R 
(16OCT2020)

N/N

Pyrexia/
Fever

2 14OCT2020 2/2 1 Yes NA/TC R 
(15OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 14OCT2020 2/3 2 Yes NA/TC R 
(16OCT2020)

N/N

NERV Headache/
Headache

2 14OCT2020 2/3 2 Yes NA/TC R 
(16OCT2020)

N/N

16-55/
C459100

3^ GENRL Pain/
Body pain

2 14OCT2020 2/1 1 Yes NA R 
(14OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1241 
12412009

MUSC Myalgia/
Myalgia

2 14OCT2020 2/1 1 Yes NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1241 
12412010

3^ SKIN Skin lesion/
Hypochromic skin lesions

1 30SEP2020 10/21 1 Yes NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1241
12412013

3^ GASTR Nausea/
Nausea

1 22SEP2020 2/2 2 Yes NA/TC R 
(23SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 22SEP2020 2/2 2 Yes NA/TC R 
(23SEP2020)

N/N

MUSC Myalgia/
Myalgia

1 22SEP2020 2/2 2 Yes NA/TC R 
(23SEP2020)

N/N

NERV Headache/
Headache

1 22SEP2020 2/2 2 Yes NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1241 
12412020

3^ GENRL Injection site pain/
Injection Site pain

1 28SEP2020 1/3 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1241 
12412028

3^ GENRL Fatigue/
Fatigue

1 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

Injection site pain/
Injection site pain

1 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12412029

3^ GENRL Injection site pain/
Injection site pain

1 30SEP2020 1/2 2 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1241 
12412032

3^ SKIN Pruritus/
Itching in the body

1 02OCT2020 3/C 1 Yes NA RG N/N

16-55/
C459100
1 1241 
12412034

3^ GENRL Injection site pain/
Injection site pain

1 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1241 
12412035

3^ GASTR Odynophagia/
Odinophagy

1 13OCT2020 14/4 1 No O NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1241 
12412037

3^ GASTR Nausea/
Nausea

1 30SEP2020 1/3 2 Yes NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 1241 
12412043

3^ GENRL Injection site pain/
Injection site pain

1 30SEP2020 1/3 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1241 
12412048

3^ GENRL Injection site pain/
Injection site pain

1 30SEP2020 1/3 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100

3^ GENRL Chills/
Chills

1 01OCT2020 2/2 1 Yes NA/TC R 
(02OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1241 
12412056

Injection site pain/
Injection site pain

1 01OCT2020 2/1 1 Yes NA R 
(01OCT2020)

N/N

MUSC Myalgia/
Myalgia

1 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

NERV Headache/
Headache

1 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

GASTR Toothache/
Toothache

1 02OCT2020 3/1 1 No O NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 1241 
12412060

3^ GENRL Injection site pain/
Injection site pain

1 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/Y

16-55/
C459100
1 1241 
12412062

3^ GENRL Injection site pain/
Injection site pain

1 01OCT2020 2/3 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1241 
12412067

3^ GENRL Injection site pain/
Injection site burning

1 30SEP2020 1/1 1 Yes NA R 
(30SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 01OCT2020 2/1 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1241 
12412070

3^ GENRL Injection site pain/
Injection site pain

1 01OCT2020 1/4 1 Yes NA R 
(04OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

1 02OCT2020 2/1 1 Yes NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 1241 
12412071

3^ NERV Headache/
Headache

1 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1241 
12412078

3^ GENRL Injection site pain/
Injection site pain

1 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1241 
12412084

3^ NERV Headache/
Headache

1 02OCT2020 2/1 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1241 
12412094

3^ NERV Headache/
Headache

1 03OCT2020 3/3 1 Yes NA/TC R 
(05OCT2020)

N/N

GASTR Diarrhoea/
Diarrhea

1 06OCT2020 6/1 1 Yes NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1241 
12412100

3^ INFEC Urinary tract infection/
Urinary tract infection

1 20OCT2020 20/9 2 No O NA/TC R 
(28OCT2020)

N/N

16-55/
C459100
1 1241 
12412102

3^ GENRL Asthenia/
Asthenia

1 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

Injection site pain/
Injection site pain

1 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12412104

3^ GENRL Fatigue/
Fatigue

1 02OCT2020 1/3 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1241 
12412105

3^ GENRL Injection site pain/
Injection site pain

1 02OCT2020 1/3 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1241 
12412107

3^ GASTR Dyspepsia/
Dyspepsia

1 20OCT2020 19/1 1 No O NA/TC R 
(20OCT2020)

N/N

16-55/
C459100
1 1241 
12412110

3^ GENRL Injection site pain/
Injection site pain

1 02OCT2020 1/3 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1241 
12412111

3^ NERV Headache/
Headache

1 03OCT2020 2/1 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1241 
12412112

3^ GENRL Fatigue/
Fatigue

1 02OCT2020 1/2 1 Yes NA/TC R 
(03OCT2020)

N/N

Injection site pain/
Injection site pain

1 02OCT2020 1/2 1 Yes NA/TC R 
(03OCT2020)

N/N

GENRL Pyrexia/
Fever

1 03OCT2020 2/1 1 Yes NA/TC R 
(03OCT2020)

N/N

NERV Headache/
Headache

1 03OCT2020 2/1 1 Yes NA/TC R 
(03OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12412117

3^ GENRL Injection site pain/
Injection site pain

1 03OCT2020 2/2 2 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1241 
12412121

3^ GENRL Injection site pain/
Injection site pain

1 03OCT2020 2/2 2 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1241 
12412135

3^ GENRL Pain/
Body pain

1 03OCT2020 2/2 1 Yes NA/TC R 
(04OCT2020)

N/N

Pyrexia/
Fever

1 03OCT2020 2/2 1 Yes NA/TC R 
(04OCT2020)

N/N

16-55/
C459100
1 1241 
12412137

3^ GENRL Injection site pain/
Injection site pain

1 05OCT2020 1/3 1 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1241 
12412138

3^ GENRL Chills/
Chills

1 07OCT2020 3/1 1 Yes NA R 
(07OCT2020)

N/N

Pyrexia/
Feeling of fever

1 07OCT2020 3/1 1 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1241 
12412139

3^ GENRL Injection site pain/
Injection site pain

1 05OCT2020 1/3 2 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
Injection site pain

1 06OCT2020 1/1 1 Yes NA R 
(06OCT2020)

N/Y
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1241 
12412140

16-55/
C459100
1 1241 
12412141

3^ GENRL Injection site pain/
Injection site pain

1 06OCT2020 1/3 1 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1241 
12412143

3^ GENRL Injection site pain/
Injection site pain

1 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100
1 1241 
12412149

3^ GENRL Injection site pain/
Injection site pain

1 07OCT2020 1/3 2 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1241 
12412151

3^ GENRL Injection site pain/
Injection site pain

1 07OCT2020 1/4 2 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1241 
12412152

3^ GENRL Injection site pain/
Injection site pain

1 07OCT2020 1/2 1 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1241 
12412155

3^ GENRL Injection site pain/
Injection site pain

1 08OCT2020 2/1 1 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1241 
12412159

3^ GENRL Injection site pain/
Injection site pain

1 07OCT2020 1/3 1 Yes NA/TC R 
(09OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12412160

3^ NERV Headache/
Headache

1 09OCT2020 3/1 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1241 
12412162

3^ SURG Dental implantation/
Dental implant unit 44

1 28OCT2020 22/1 1 No O NA/TC R 
(28OCT2020)

N/N

16-55/
C459100
1 1241 
12412165

3^ GENRL Injection site pain/
Injection site pain

1 09OCT2020 1/3 2 Yes NA R 
(11OCT2020)

N/N

16-55/
C459100
1 1246 
12461008

3^ MUSC Muscle spasms/
Back Muscle Spasm

2 11NOV2020 27/C 2 No CD NA/TC N N/N

16-55/
C459100
1 1246 
12461010

3^ INFEC Sinusitis/
Sinusitis

1 12OCT2020 18/6 1 No O NA/TC R 
(17OCT2020)

N/N

16-55/
C459100
1 1246 
12461025

3^ SKIN Urticaria/
urticaria generalized

1 29SEP2020 2/4 3 Yes NA/TC R 
(02OCT2020)

N/N

SKIN Urticaria/
Intermittent urticaria generalised.

1 07OCT2020 10/27 2 Yes P/TC R 
(02NOV2020)

N/N

16-55/
C459100
1 1246 
12461026

3^ INFEC Sinusitis/
Sinusitis

2 27OCT2020 9/15 2 No CD NA/TC R 
(10NOV2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1246 
12461088

3^ GASTR Constipation/
Constipation

1 08OCT2020 3/20 2 No O NA/TC R 
(27OCT2020)

N/N

16-55/
C459100
1 1247 
12471016

3^ INFEC Vaginal infection/
Vaginitis

1 12OCT2020 19/11 2 No O NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1247 
12471019

3^ INFEC Tinea versicolour/
Tinea Versicolor (upper limbs)

2 28OCT2020 14/C 2 No O NA RG N/N

16-55/
C459100
1 1247 
12471040

3^ INFEC Blister infected/
Infected Fever Blister

2 10NOV2020 27/3 2 No O NA/TC R 
(12NOV2020)

N/N

16-55/
C459100
1 1247 
12471053

3^ INFEC Nasopharyngitis/
Common cold

1 08OCT2020 14/3 1 No O NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1247 
12471089

3^ RESP Allergic sinusitis/
Allergic Sinusitis

1 01OCT2020 3/5 2 No O NA/TC R 
(05OCT2020)

N/N

16-55/
C459100
1 1247 
12471092

3^ INFEC Escherichia urinary tract 
infection/

Acute E.coli UTI

1 18OCT2020 20/8 2 No O NA/TC R 
(25OCT2020)

N/N

16-55/
C459100

3^ INJ&P Flail chest/
Flail Chest

2 30OCT2020 10/15 3 No O NA/TC/TCN/
W

R 
(13NOV2020)

Y/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1247 
12471121

Road traffic accident/
Motorcyle accident

2 30OCT2020 10/1 4 No O NA R 
(30OCT2020)

N/N

16-55/
C459100
1 1247 
12471142

3^ INFEC Escherichia urinary tract 
infection/

Uncomplicated E.coli urinary 
tract infection

1 12OCT2020 12/15 1 No O NA/TC R 
(26OCT2020)

N/N

16-55/
C459100
1 1247 
12471147

3^ VASC Hypertension/
Exacerbation of hypertension

1 13OCT2020 13/10 1 No O NA/TC R 
(22OCT2020)

N/N

16-55/
C459100
1 1247 
12471168

3^ GENRL Chest pain/
Chest pain

2 12NOV2020 18/2 1 No O NA R 
(13NOV2020)

N/N

16-55/
C459100
1 1247 
12471184

3^ GENRL Fatigue/
Fatigue

1 06OCT2020 1/9 2 Yes NA R 
(14OCT2020)

N/N

Injection site pain/
Local injection site pain

1 06OCT2020 1/3 2 Yes NA R 
(08OCT2020)

N/N

MUSC Myalgia/
Muscle pain-general

1 07OCT2020 2/2 2 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1247 
12471185

3^ GENRL Injection site pain/
Injection site pain

2 27OCT2020 1/3 2 Yes NA R 
(29OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever

2 27OCT2020 1/3 2 Yes NA R 
(29OCT2020)

N/N

NERV Headache/
Headache

2 27OCT2020 1/3 3 Yes NA R 
(29OCT2020)

N/N

16-55/
C459100
1 1247 
12471196

3^ GENRL Injection site pain/
Local injection pain

1 07OCT2020 2/2 1 Yes NA/TC R 
(08OCT2020)

N/N

GASTR Nausea/
Nausea

1 08OCT2020 3/5 1 Yes NA R 
(12OCT2020)

N/N

NERV Headache/
Headache

1 08OCT2020 3/5 1 Yes NA R 
(12OCT2020)

N/N

MUSC Arthralgia/
Joint pain

1 10OCT2020 5/5 2 Yes NA R 
(14OCT2020)

N/N

MUSC Myalgia/
Muscle pain Generalised

1 11OCT2020 6/4 1 Yes NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1247 
12471197

3^ GENRL Fatigue/
Fatigue

1 07OCT2020 2/7 2 Yes NA R 
(13OCT2020)

N/N

NERV Headache/
Headache

1 07OCT2020 2/2 2 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1247 
12471199

3^ GENRL Fatigue/
Fatigue

1 06OCT2020 1/1 2 Yes NA R 
(06OCT2020)

N/N

Injection site erythema/
Injection site redness

1 06OCT2020 1/2 3 Yes NA R 
(07OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Injection site pain

1 06OCT2020 1/2 2 Yes NA R 
(07OCT2020)

N/N

Injection site swelling/
Injection site swelling

1 06OCT2020 1/1 3 Yes NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1247 
12471222

3^ GENRL Chills/
Chills

1 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

Injection site pain/
Injection site pain

1 08OCT2020 1/4 1 Yes NA R 
(11OCT2020)

N/N

MUSC Myalgia/
New muscle pain (general)

1 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1247 
12471232

3^ NERV Headache/
Headache

1 08OCT2020 1/2 2 Yes NA/TC R 
(09OCT2020)

N/N

16-55/
C459100
1 1248 
12481001

3^ GENRL Chills/
Chills

2 18SEP2020 2/1 2 Yes NA/TC R 
(18SEP2020)

N/N

Pyrexia/
Fever

2 18SEP2020 2/1 2 Yes NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1248 
12481005

3^ EYE Photophobia/
Light Sensitivity (Eyes)

1 29AUG2020 4/5 1 Yes NA R 
(02SEP2020)

N/N

INFEC Ear infection/
Right Ear Infection

1 29AUG2020 4/1 2 No O NA/TC R 
(29AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

EAR Vertigo/
Vertigo

1 30AUG2020 5/4 1 No O NA R 
(02SEP2020)

N/N

16-55/
C459100
1 1248 
12481012

3^ INJ&P Foot fracture/
Right Foot Fracture

2 28SEP2020 12/C 1 No O NA RG N/N

16-55/
C459100
1 1248 
12481017

3^ GENRL Injection site pain/
Local Soreness at Injection Site 

Left Arm

1 29AUG2020 2/1 1 Yes NA R 
(29AUG2020)

N/N

16-55/
C459100
1 1248 
12481019

3^ GENRL Chills/
Chills

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

Pyrexia/
Fever

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1248 
12481023

3^ GASTR Diarrhoea/
Diarrhea

1 30AUG2020 3/1 1 No O NA R 
(30AUG2020)

N/N

RESP Cough/
Cough

1 01SEP2020 5/4 1 Yes NA/TC R 
(04SEP2020)

N/N

SKIN Hyperhidrosis/
Sweats

1 01SEP2020 5/4 1 Yes NA R 
(04SEP2020)

N/N

16-55/
C459100
1 1248 
12481038

3^ GENRL Injection site pain/
Left Arm Pain Injection Site

1 30AUG2020 1/4 1 Yes NA R 
(02SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1248 
12481054

3^ GENRL Injection site pain/
Injection Site Reaction Pain*

31AUG2020 1/4 1 Yes NA R 
(03SEP2020)

N/N

16-55/
C459100
1 1248 
12481056

3^ GENRL Chest pain/
Chest Pain

1 12SEP2020 12/2 1 No O NA R 
(13SEP2020)

N/N

16-55/
C459100
1 1248 
12481061

3^ NERV Dizziness/
Light-headedness

1 02SEP2020 1/1 1 Yes NA R 
(02SEP2020)

N/Y

16-55/
C459100
1 1248 
12481065

3^ GASTR Abdominal pain upper/
Stomachache

1 07SEP2020 4/3 1 No O NA R 
(09SEP2020)

N/N

Diarrhoea/
Diarrhea

1 07SEP2020 4/3 1 No O NA R 
(09SEP2020)

N/N

INFEC Tooth abscess/
Abscess (tooth)

2 07OCT2020 14/7 2 No O NA/TC/TCN R 
(13OCT2020)

N/N

16-55/
C459100
1 1248 
12481068

3^ GENRL Fatigue/
Tiredness

1 05SEP2020 1/3 1 Yes NA R 
(07SEP2020)

N/N

16-55/
C459100
1 1248 
12481075

3^ GENRL Fatigue/
Mild Fatigue

1 05SEP2020 1/1 1 Yes NA RS 
(05SEP2020)

N/N

MUSC Myalgia/
Generalized Mild Muscle Aches

1 05SEP2020 1/1 1 Yes NA R 
(05SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1248 
12481076

3^ GENRL Influenza like illness/
Flu Like Symptoms

1 06SEP2020 2/2 1 Yes NA R 
(07SEP2020)

N/N

16-55/
C459100
1 1248 
12481077

3^ GENRL Injection site pain/
Pain Injection Site

1 05SEP2020 1/2 2 Yes NA R 
(06SEP2020)

N/N

GENRL Pyrexia/
Fever

1 06SEP2020 2/2 2 Yes NA R 
(07SEP2020)

N/N

MUSC Myalgia/
Muscle Ache

1 06SEP2020 2/1 2 Yes NA R 
(06SEP2020)

N/N

NERV Headache/
Headache Mild

1 06SEP2020 2/1 2 Yes NA R
(06SEP2020)

N/N

16-55/
C459100
1 1248 
12481081

3^ GENRL Injection site pain/
Injection site Reaction (Pain)

1 06SEP2020 2/2 1 Yes NA R 
(07SEP2020)

N/N

16-55/
C459100
1 1248 
12481098

3^ NERV Headache/
Headache

1 20SEP2020 13/5 1 No O NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1248 
12481103

3^ GENRL Pyrexia/
Fever Temperature (Unknown 

Temperature)

1 08SEP2020 1/3 2 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1248 
12481121

3^ UNC VOMITING@@/
Vomiting

2 13OCT2020 2/2 (14OCT2020) /N09
01
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1248 
12481123

3^ INJ&P Procedural pain/
Tooth Ache (after root canal 

procedure)

1 01OCT2020 20/C 1 No O NA RG N/N

16-55/
C459100
1 1248 
12481131

3^ GENRL Chills/
Chills

1 12SEP2020 1/1 1 Yes NA R 
(12SEP2020)

N/N

GASTR Diarrhoea/
Diarrhea

1 17SEP2020 6/1 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1248 
12481145

3^ GENRL Injection site pain/
Injection site Reaction (mild pain 

right upper arm)

1 13SEP2020 1/3 1 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1248 
12481146

3^ GENRL Injection site pain/
Injection Site Pain

1 14SEP2020 2/3 1 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1248 
12481158

3^ GENRL Injection site pain/
Injection Site Reaction Pain

1 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

NERV Lethargy/
Lethargy

1 15SEP2020 2/2 1 Yes NA R
(16SEP2020)

N/N

16-55/
C459100
1 1248 
12481159

3^ GENRL Chills/
Chills

1 16SEP2020 3/15 1 Yes NA R 
(30SEP2020)

N/N

Fatigue/
Fatigue

1 16SEP2020 3/21 2 Yes NA R 
(06OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1248 
12481176

3^ GENRL Pain/
Body Aches

1 19SEP2020 5/2 2 Yes NA R 
(20SEP2020)

N/N

NERV Headache/
Headache

1 19SEP2020 5/2 3 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1248 
12481187

3^ GENRL Injection site pain/
Injection Site Reaction Pain

1 16SEP2020 1/3 2 Yes NA R 
(18SEP2020)

N/N

NERV Headache/
Headache

1 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

NERV Headache/
Headache

2 08OCT2020 2/1 2 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1248 
12481188

3^ GENRL Injection site pain/
Injection Site Reaction Pain

1 16SEP2020 1/2 1 Yes NA/TC R 
(17SEP2020)

N/N

16-55/
C459100
1 1248 
12481193

3^ GENRL Influenza like illness/
Flu-Like Symptoms

1 18SEP2020 2/2 2 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1248 
12481194

3^ MUSC Myalgia/
Muscle Aches

1 17SEP2020 1/17 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1248 
12481195

3^ GENRL Exercise tolerance decreased/
Mild Decrease in Exercise 

Tolerance

1 17SEP2020 1/21 1 Yes NA R 
(07OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1248 
12481205

3^ GENRL Fatigue/
Tiredness

1 19SEP2020 2/3 2 Yes NA R 
(21SEP2020)

N/N

MUSC Pain in extremity/
Left Arm Pain

1 19SEP2020 2/3 2 Yes NA R 
(21SEP2020)

N/N

16-55/
C459100
1 1248 
12481212

3^ GASTR Nausea/
Nausea

2 08OCT2020 2/1 1 Yes NA R 
(08OCT2020)

N/N

PSYCH Disorientation/
disoriented

2 08OCT2020 2/1 1 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1248 
12481213

3^ SKIN Rash/
Skin Rash on Face and Abdomen

1 20SEP2020 3/5 1 No O NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1248 
12481218

3^ GASTR Vomiting/
Vomiting*

20SEP2020 /2 1 No O NA/TCN R 
(21SEP2020)

N/N

NERV Syncope/
vasovagal syncope*

20SEP2020 /1 2 No O NA/W R 
(20SEP2020)

N/N

16-55/
C459100
1 1251 
12511046

3^ GENRL Injection site pain/
upper left arm pain at injection 

site

1 14SEP2020 22/C 1 Yes NA/TC N N/N

16-55/
C459100
1 1251 
12511058

3^ INFEC Otitis externa/
swimmers ear Left

1 08SEP2020 14/5 1 No O NA/TC R 
(12SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1251 
12511060

3^ RESP Nasal congestion/
Nasal Congestion

1 02SEP2020 8/3 1 Yes NA R 
(04SEP2020)

N/N

16-55/
C459100
1 1251 
12511081

3^ RESP Sinus congestion/
sinus congestion/wheezing

1 30SEP2020 31/C 1 No O NA/TC N N/N

16-55/
C459100
1 1251 
12511093

3^ GASTR Diarrhoea/
Diarrhea

1 05SEP2020 5/1 1 Yes NA R 
(05SEP2020)

N/N

16-55/
C459100
1 1251 
12511124

3^ NERV Headache/
headache intermittent

2 12OCT2020 18/C 1 No O NA/TC N N/N

16-55/
C459100
1 1251 
12511127

3^ MUSC Plantar fasciitis/
Plantar Fasciitis

2 09OCT2020 11/C 1 No O NA N N/N

16-55/
C459100
1 1251 
12511131

3^ REPRO Ovarian cyst/
ovarian cyst

1 10SEP2020 3/C 2 No O NA N N/N

16-55/
C459100
1 1251 
12511141

3^ GENRL Chills/
Chills

2 30SEP2020 1/1 1 Yes NA/TC R 
(30SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1251 
12511155

3^ GENRL Injection site pain/
Pain at Injection Site Left 

Deltoid

2 30SEP2020 1/11 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1251 
12511161

3^ GENRL Chills/
Chills

2 07OCT2020 1/1 1 Yes NA R 
(07OCT2020)

N/N

Pyrexia/
Fever

2 07OCT2020 1/3 1 Yes NA/TC R 
(09OCT2020)

N/N

16-55/
C459100
1 1251 
12511171

3^ MUSC Myalgia/
Muscle Aches (Body)

2 07OCT2020 2/2 1 Yes NA/TC R 
(08OCT2020)

N/N

16-55/
C459100
1 1251 
12511191

3^ GENRL Pain/
body aches

2 14OCT2020 1/2 1 Yes NA/TC R 
(15OCT2020)

N/N

Pyrexia/
fever of 101.4

2 14OCT2020 1/2 2 Yes NA/TC R 
(15OCT2020)

N/N

16-55/
C459100
1 1251 
12511212

3^ GENRL Pyrexia/
Fever 100.5

1 03OCT2020 10/2 1 Yes NA/TCN R 
(04OCT2020)

N/N

16-55/
C459100
1 1251 
12511218

3^ GENRL Pyrexia/
Fever greater than 100.4 (101.8)

2 15OCT2020 2/1 2 Yes NA/TC R 
(15OCT2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
Muscle Pain at Injection Site

1 30SEP2020 2/4 1 Yes NA R 
(03OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1251 
12511221

UNC INTERMITTENT MUSCLE 
PAIN LEFT DELTOID@@/
Intermittent Muscle Pain Left 

Deltoid

2 19OCT2020 1/C 1 Yes NA N N/N

16-55/
C459100
1 1251 
12511223

3^ MUSC Muscle discomfort/
Intermittent Muscle Discomfort 

Right Upper Arm

1 30SEP2020 1/3 1 Yes NA R 
(02OCT2020)

N/Y

16-55/
C459100
1 1251 
12511233

3^ GENRL Fatigue/
fatigue

1 10OCT2020 4/5 1 Yes NA R 
(14OCT2020)

N/N

RESP Nasal congestion/
nasal congestion

1 10OCT2020 4/5 1 Yes NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1254 
12541005

3^ GENRL Injection site pain/
Soreness at the injection site

1 26AUG2020 1/3 1 Yes NA R 
(28AUG2020)

N/N

16-55/
C459100
1 1254 
12541027

3^ GENRL Injection site pain/
PAIN AT INJECTION SITE

1 29AUG2020 1/2 1 Yes NA R 
(30AUG2020)

N/N

16-55/
C459100
1 1254 
12541030

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 29AUG2020 1/2 1 Yes NA R 
(30AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GASTR Diarrhoea/
DIARRHEA

2 19SEP2020 1/2 1 Yes NA R 
(20SEP2020)

N/N

GENRL Chills/
CHILLS

2 19SEP2020 1/2 1 Yes NA R 
(20SEP2020)

N/N

Fatigue/
FATIGUE

2 19SEP2020 1/3 1 Yes NA R 
(21SEP2020)

N/N

GENRL Pain/
BODYACHE

2 20SEP2020 2/2 1 Yes NA/TC R 
(21SEP2020)

N/N

NERV Headache/
HEADACHE

2 20SEP2020 2/2 1 Yes NA/TC R 
(21SEP2020)

N/N

16-55/
C459100
1 1254 
12541033

3^ NERV Headache/
headache

1 30AUG2020 2/2 2 Yes NA R 
(31AUG2020)

N/N

GENRL Chills/
CHILLS

2 20SEP2020 2/1 1 Yes NA R 
(20SEP2020)

N/N

Pyrexia/
FEVER TEMPERATURE AT 

101.5F

2 20SEP2020 2/1 1 Yes NA/TC R 
(20SEP2020)

N/N

16-55/
C459100
1 1254 
12541035

3^ GENRL Pyrexia/
FEVER OF 100.9F

1 30AUG2020 2/1 1 Yes NA R 
(30AUG2020)

N/N

GENRL Injection site pain/
soreness at injection site

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1254 
12541038

3^ GENRL Injection site pain/
SORENESS AT INJECTION 

SITE

1 30AUG2020 2/2 1 Yes NA R 
(31AUG2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1518

FDA-CBER-2021-5683-0127544



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
CHILLS

2 20SEP2020 2/1 1 Yes NA R 
(20SEP2020)

N/N

Injection site pain/
pain at injection site

2 20SEP2020 2/3 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1254 
12541039

3^ GENRL Fatigue/
fatigue

1 03SEP2020 6/3 2 No O NA R 
(05SEP2020)

N/N

RESP Pleuritic pain/
lungs burning sensation

1 12SEP2020 15/1 1 No O NA R 
(12SEP2020)

N/N

INV Body temperature increased/
Elevated temperature of 99.8F

2 21SEP2020 3/2 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1254 
12541040

3^ MUSC Myalgia/
generalized muscle soreness

1 30AUG2020 2/2 1 Yes NA R 
(31AUG2020)

N/N

16-55/
C459100
1 1254 
12541051

3^ GENRL Pyrexia/
fever of 100.5F

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1254 
12541053

3^ GENRL Fatigue/
fatigue

1 31AUG2020 1/3 2 Yes NA R 
(02SEP2020)

N/N

Injection site pain/
Left arm injection site soreness

1 31AUG2020 1/4 1 Yes NA R 
(03SEP2020)

N/N

GENRL Injection site pain/
pain at injection site

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
fatigue

2 24SEP2020 2/4 2 Yes NA R 
(27SEP2020)

N/N

Pain/
bodyache

2 24SEP2020 2/3 2 Yes NA/TC R 
(26SEP2020)

N/N

METAB Decreased appetite/
loss of appetite

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1254 
12541056

3^ GENRL Injection site pain/
soreness at injection site

1 01SEP2020 2/3 1 Yes NA R 
(03SEP2020)

N/N

GASTR Nausea/
nausea

2 21SEP2020 1/3 1 Yes NA R 
(23SEP2020)

N/N

GENRL Injection site pain/
soreness at injection site

2 21SEP2020 1/3 1 Yes NA/TC R 
(23SEP2020)

N/N

NERV Dizziness/
lightheadedness

2 21SEP2020 1/3 1 Yes NA/TC R 
(23SEP2020)

N/N

Headache/
headache

2 21SEP2020 1/3 1 Yes NA/TC R 
(23SEP2020)

N/N

GENRL Pyrexia/
fever of 102F

2 22SEP2020 2/1 2 Yes NA/TC R 
(22SEP2020)

N/N

Pyrexia/
fever of 104.9

2 22SEP2020 2/1 3 Yes NA/TC R 
(22SEP2020)

N/N

16-55/
C459100
1 1254 
12541057

3^ RESP Cough/
Cough

1 10SEP2020 11/1 1 No O NA R 
(10SEP2020)

N/N

16-55/
C459100

3^ MUSC Musculoskeletal chest pain/
Rib cage pain

1 06SEP2020 6/9 2 Yes NA R 
(14SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1254 
12541062

GENRL Injection site pain/
Soreness at injection site

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1254 
12541063

3^ GENRL Injection site pain/
SORENESS AT INJECTION 

SITE

1 01SEP2020 1/3 1 Yes NA/TC R 
(03SEP2020)

N/N

GENRL Injection site pain/
soreness at injection site

2 22SEP2020 1/4 1 Yes NA/TC R 
(25SEP2020)

N/N

GENRL Fatigue/
fatigue

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

Pain/
bodyache

2 23SEP2020 2/2 1 Yes NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1254 
12541066

3^ NERV Somnolence/
drowsiness

1 09SEP2020 8/10 2 No O NA R 
(18SEP2020)

N/N

VASC Hot flush/
worsening hot flashes

1 09SEP2020 8/C 1 No O NA N N/N

16-55/
C459100
1 1254 
12541067

3^ GENRL Injection site pain/
injection site pain

1 02SEP2020 1/3 1 Yes NA R 
(04SEP2020)

N/N

GASTR Nausea/
nausea

1 03SEP2020 2/1 1 No O NA R 
(03SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
muscle pain at injection site

1 02SEP2020 1/3 1 Yes NA R 
(04SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1254 
12541068

16-55/
C459100
1 1254 
12541072

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 03SEP2020 2/3 1 Yes NA R 
(05SEP2020)

N/N

GENRL Injection site pain/
soreness at injection site

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1254 
12541073

3^ MUSC Pain in extremity/
RIGHT ARM SORENESS

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

METAB Type 2 diabetes mellitus/
worsening of diabetes mellitus 

type 2

1 11SEP2020 10/C 2 No O NA/TC N N/N

GENRL Injection site pain/
soreness pf injection site

2 22SEP2020 2/3 1 Yes NA R 
(24SEP2020)

N/N

Pyrexia/
fever of 100.4F

2 22SEP2020 2/1 1 Yes NA/TC R 
(22SEP2020)

N/N

MUSC Back pain/
low back pain

2 22SEP2020 2/1 1 Yes NA/TC R 
(22SEP2020)

N/N

16-55/
C459100
1 1254 
12541077

3^ GENRL Pain/
body aches generalized

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N

GENRL Chills/
chills

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

Fatigue/
fatigue

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
generalized muscle aches

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

NERV Headache/
headache

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1254 
12541080

3^ GENRL Injection site pain/
injection site pain

1 03SEP2020 1/3 1 Yes NA R 
(05SEP2020)

N/N

GENRL Injection site pain/
SORENESS AT INJECTION 

SITE

2 25SEP2020 2/7 1 Yes NA R 
(01OCT2020)

N/N

Pyrexia/
fever 100.4F

2 25SEP2020 2/1 2 Yes NA/TC R 
(25SEP2020)

N/N

GENRL Injection site erythema/
REDNESS AT INJECTION 

SITE

2 28SEP2020 5/2 1 Yes NA R 
(29SEP2020)

N/N

Injection site pruritus/
ITCHY AT INJECTION SITE

2 28SEP2020 5/2 1 Yes NA R 
(29SEP2020)

N/N

16-55/
C459100
1 1254 
12541081

3^ GENRL Injection site pain/
injection site pain

1 03SEP2020 1/3 2 Yes NA R 
(05SEP2020)

N/N

16-55/
C459100
1 1254 
12541083

3^ GENRL Injection site pain/
SORENESS AT INJECTION 

SITE

1 04SEP2020 2/2 1 Yes NA R 
(05SEP2020)

N/N

INV Body temperature increased/
ELEVATED BODY 

TEMPERATURE 99.6F/36.6C

1 04SEP2020 2/2 1 Yes NA R 
(05SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1254 
12541086

3^ GENRL Injection site pain/
Injection site pain

1 04SEP2020 2/4 1 Yes NA R 
(07SEP2020)

N/N

GENRL Injection site pain/
Pain at injection site

2 23SEP2020 1/3 1 Yes NA R 
(25SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

16-55/
C459100
1 1254 
12541087

3^ GENRL Injection site pain/
LEFT ARM SORENESS AT 

INJECTION SITE

1 03SEP2020 1/5 1 Yes NA R 
(07SEP2020)

N/N

GENRL Fatigue/
fatigue

2 24SEP2020 2/1 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1254 
12541090

3^ GASTR Diarrhoea/
diarrhea

1 05SEP2020 2/1 1 Yes NA R 
(05SEP2020)

N/N

16-55/
C459100
1 1254 
12541094

3^ EYE Eye irritation/
mild burning sensation in both 

eyes

1 04SEP2020 1/2 1 Yes NA R 
(05SEP2020)

N/N

GENRL Injection site pain/
Injection site tenderness

1 04SEP2020 1/3 1 Yes NA R 
(06SEP2020)

N/N

Pain/
Body ache

1 04SEP2020 1/3 1 Yes NA R 
(06SEP2020)

N/N

NERV Headache/
headache

1 04SEP2020 1/3 1 Yes NA/TC R 
(06SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
chills

2 27SEP2020 2/1 1 Yes NA R 
(27SEP2020)

N/N

Pain/
bodyache

2 27SEP2020 2/2 2 Yes NA/TC R 
(28SEP2020)

N/N

Pyrexia/
Fever at 100.4F

2 27SEP2020 2/1 2 Yes NA/TC R 
(27SEP2020)

N/N

NERV Headache/
headache

2 27SEP2020 2/2 1 Yes NA R 
(28SEP2020)

N/N

16-55/
C459100
1 1254 
12541099

3^ GENRL Injection site pain/
left arm injection site soreness

1 04SEP2020 1/4 1 Yes NA R 
(07SEP2020)

N/N

GENRL Fatigue/
FATIGUE

1 05SEP2020 2/2 1 Yes NA R 
(06SEP2020)

N/N

INV Weight increased/
WEIGHT GAIN

1 10SEP2020 7/C 1 No O NA/TC N N/N

GENRL Injection site pain/
soreness at injection site

2 25SEP2020 1/4 1 Yes NA R 
(28SEP2020)

N/N

GENRL Chills/
chills

2 26SEP2020 2/1 1 Yes NA R 
(26SEP2020)

N/N

Fatigue/
fatigue

2 26SEP2020 2/1 1 Yes NA R 
(26SEP2020)

N/N

Pain/
bodyache

2 26SEP2020 2/1 1 Yes NA/TC R 
(26SEP2020)

N/N

16-55/
C459100
1 1254 
12541102

3^ PSYCH Insomnia/
Insomnia

1 14SEP2020 10/2 2 No O NA R 
(15SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1254 
12541105

3^ GENRL Chills/
CHILLS

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

Pain/
bodyache

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

16-55/
C459100
1 1254 
12541107

3^ GENRL Injection site pain/
Soreness at injection site

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

PSYCH Depression/
worsening of depression

2 OCT2020 3/C 2 No O NA/TC N N/N

16-55/
C459100
1 1254 
12541111

3^ GENRL Chills/
chills

2 29SEP2020 1/3 1 Yes NA R 
(01OCT2020)

N/N

Pain/
generalized body ache

2 29SEP2020 1/3 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1254 
12541115

3^ GENRL Injection site pain/
pain at injection site

2 30SEP2020 1/17 2 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1254 
12541117

3^ RESP Productive cough/
INCREASED PHELM

1 14SEP2020 5/45 1 Yes NA R 
(28OCT2020)

N/N

16-55/
C459100
1 1254 
12541119

3^ GASTR Abdominal distension/
abdominal bloating

1 10SEP2020 1/4 1 Yes NA R 
(13SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Diarrhoea/
diarrhea

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

GENRL Fatigue/
fatigue

1 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N

GASTR Nausea/
nausea

1 11SEP2020 2/2 1 Yes NA R 
(12SEP2020)

N/N

NERV Headache/
headache

1 11SEP2020 2/2 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1254 
12541120

3^ GENRL Injection site pain/
LEFT ARM INJECTION SITE 

SORENESS

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1254 
12541121

3^ GENRL Injection site pain/
INJECTION SITE SORENESS

1 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/Y

GENRL Fatigue/
MILD FATIGUE

1 11SEP2020 2/3 1 Yes NA R 
(13SEP2020)

N/N

16-55/
C459100
1 1254 
12541124

3^ GENRL Injection site pain/
Injection site pain

1 19SEP2020 1/2 2 Yes NA/TC R 
(20SEP2020)

N/N

GENRL Fatigue/
fatigue

1 20SEP2020 2/1 2 Yes NA R 
(20SEP2020)

N/N

MUSC Myalgia/
muscle bodyaches

1 20SEP2020 2/1 2 Yes NA/TC R 
(20SEP2020)

N/N

NERV Headache/
Headache

1 20SEP2020 2/1 2 Yes NA/TC R 
(20SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Pain in extremity/
pain right index finger

1 27SEP2020 9/2 1 No O NA R 
(28SEP2020)

N/N

GENRL Injection site pain/
pain at injection site

2 10OCT2020 1/3 2 Yes NA/TC R 
(12OCT2020)

N/N

GENRL Chills/
chills

2 11OCT2020 2/1 1 Yes NA R 
(11OCT2020)

N/N

Pain/
body aches

2 11OCT2020 2/1 2 Yes NA/TC R 
(11OCT2020)

N/N

INV Heart rate increased/
elevated heart rate

2 11OCT2020 2/8 2 Yes NA R 
(18OCT2020)

N/N

NERV Headache/
headache

2 11OCT2020 2/2 2 Yes NA/TC R 
(12OCT2020)

N/N

16-55/
C459100
1 1254 
12541126

3^ GENRL Injection site pain/
injection site pain

1 11SEP2020 1/3 1 Yes NA R 
(13SEP2020)

N/N

GENRL Injection site pain/
tenderness at injection site

2 02OCT2020 1/3 1 Yes NA R 
(04OCT2020)

N/N

NERV Somnolence/
drowsiness

2 03OCT2020 2/2 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1254 
12541134

3^ GENRL Chills/
chills

1 11SEP2020 1/4 2 Yes NA R 
(14SEP2020)

N/N

SKIN Hyperhidrosis/
SWEATING

1 11SEP2020 1/4 2 Yes NA R 
(14SEP2020)

N/N

GASTR Nausea/
NAUSEA

1 14SEP2020 4/2 1 Yes NA R 
(15SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

SKIN Hyperhidrosis/
sweating

2 02OCT2020 1/15 2 Yes NA R 
(16OCT2020)

N/N

GASTR Nausea/
nausea

2 03OCT2020 2/3 2 Yes NA R 
(05OCT2020)

N/N

GENRL Chills/
chills

2 04OCT2020 3/13 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1254 
12541135

3^ NERV Headache/
Headache

1 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

GASTR Nausea/
nausea

1 12SEP2020 2/1 1 Yes NA R 
(12SEP2020)

N/N

NERV Lethargy/
Lethargy

1 12SEP2020 2/1 1 Yes NA R 
(12SEP2020)

N/N

GASTR Abdominal pain upper/
stomach pain

2 03OCT2020 2/1 1 Yes NA R 
(03OCT2020)

N/N

Nausea/
nausea

2 03OCT2020 2/1 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1254 
12541140

3^ GENRL Injection site pain/
injection site pain

1 12SEP2020 1/15 1 Yes NA R 
(26SEP2020)

N/N

GENRL Injection site erythema/
erythema at injection site

1 13SEP2020 2/14 1 Yes NA R 
(26SEP2020)

N/N

GENRL Injection site pain/
pain at injection site

2 03OCT2020 1/5 1 Yes NA R 
(07OCT2020)

N/N

16-55/
C459100

3^ EYE Eye irritation/
left eye irritation

1 12SEP2020 1/3 1 No O NA R 
(14SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1254 
12541142

Ocular hyperaemia/
left eye redness

1 12SEP2020 1/3 1 No O NA R 
(14SEP2020)

N/N

GENRL Chills/
intermittent chills

1 12SEP2020 1/14 1 Yes NA R 
(25SEP2020)

N/N

INJ&P Maternal exposure during 
pregnancy/

Maternal Exposure During 
Pregnancy

1 12SEP2020 1/C No O P UNK N/Y

INV Body temperature increased/
elevated body temperature at 

100.0F

1 13SEP2020 2/2 1 Yes NA R 
(14SEP2020)

N/N

GENRL Pyrexia/
fever at 102.0F

1 14SEP2020 3/1 2 Yes NA/TC R 
(14SEP2020)

N/N

INV Body temperature increased/
elevated body temperature at 

100.0F

1 14SEP2020 3/2 2 Yes NA/TC R 
(15SEP2020)

N/N

GASTR Abdominal pain upper/
stomach pain

1 15SEP2020 4/1 2 No O NA/TC R 
(15SEP2020)

N/N

NERV Headache/
headache intermittent

1 15SEP2020 4/11 2 Yes NA/TC R 
(25SEP2020)

N/N

GASTR Nausea/
Nausea

1 26SEP2020 15/C 1 No O NA RG N/N

INV Weight decreased/
weight loss

1 OCT2020 20/C 1 No O NA N N/N

SKIN Alopecia/
hair loss

1 OCT2020 20/C 1 No O NA N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1254 
12541144

3^ GASTR Nausea/
worsening of Nausea

1 12SEP2020 1/3 1 Yes NA R 
(14SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 12SEP2020 1/6 1 Yes NA R 
(17SEP2020)

N/N

Injection site pain/
Injection Site Tenderness

1 12SEP2020 1/2 1 Yes NA R 
(13SEP2020)

N/N

GENRL Fatigue/
fatigue

2 03OCT2020 1/5 1 Yes NA R 
(07OCT2020)

N/N

Injection site pain/
Soreness at injection site

2 03OCT2020 1/3 1 Yes NA R 
(05OCT2020)

N/N

GENRL Pyrexia/
fever 100.6F

2 04OCT2020 2/3 1 Yes NA/TC R 
(06OCT2020)

N/N

GASTR Diarrhoea/
diarrhea

2 06OCT2020 4/1 3 Yes NA/TC R 
(06OCT2020)

N/N

Vomiting/
vomiting

2 06OCT2020 4/1 2 Yes NA/TC R 
(06OCT2020)

N/N

16-55/
C459100
1 1254 
12541145

3^ GENRL Injection site pain/
Injection site pain

1 12SEP2020 1/2 1 Yes NA R 
(13SEP2020)

N/N

INJ&P Exposure during pregnancy/
Exposure during pregnancy

1 22SEP2020 11/C No O NA UNK N/N

16-55/
C459100
1 1254 
12541147

3^ GENRL Injection site pain/
injection site pain

1 12SEP2020 1/2 1 Yes NA R 
(13SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1254 
12541148

3^ GENRL Fatigue/
fatigue

1 13SEP2020 2/3 1 Yes NA R 
(15SEP2020)

N/N

REPRO Premenstrual syndrome/
worsening of premenstrual 

syndrome symptoms

1 14SEP2020 3/4 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1254 
12541151

3^ NERV Headache/
headache

1 14SEP2020 1/1 1 Yes NA R 
(14SEP2020)

N/N

GENRL Injection site pain/
injection site pain

1 15SEP2020 2/3 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1254 
12541152

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 15SEP2020 2/3 1 Yes NA R 
(17SEP2020)

N/N

Pain/
body ache

1 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

GENRL Pain/
body aches

2 07OCT2020 2/2 1 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1254 
12541153

3^ GENRL Fatigue/
FATIGUE

1 16SEP2020 3/25 2 Yes NA R 
(10OCT2020)

N/N

PSYCH Irritability/
IRRITABILITY

1 16SEP2020 3/42 2 No O NA R 
(27OCT2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
Injection site pain

1 16SEP2020 1/1 1 Yes NA R 
(16SEP2020)

N/Y
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1254 
12541155

16-55/
C459100
1 1254 
12541159

3^ GENRL Injection site pain/
soreness at the injection site

1 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

GENRL Fatigue/
fatigue

1 17SEP2020 2/3 1 Yes NA R 
(19SEP2020)

N/N

Pain/
bodyache

1 17SEP2020 2/3 1 Yes NA R 
(19SEP2020)

N/N

GENRL Injection site pain/
soreness at injection site

2 07OCT2020 1/3 1 Yes NA R 
(09OCT2020)

N/N

GENRL Fatigue/
Fatigue

2 08OCT2020 2/2 1 Yes NA R 
(09OCT2020)

N/N

INV Body temperature increased/
elevated body temperature of 

99.9F

2 08OCT2020 2/1 1 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1254 
12541162

3^ SKIN Pruritus/
generalized itching

1 20SEP2020 3/53 1 No O NA R 
(11NOV2020)

N/N

16-55/
C459100
1 1254 
12541163

3^ GENRL Fatigue/
fatigue

1 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

Injection site pain/
injection site soreness

1 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
injection site pain

1 19SEP2020 1/4 1 Yes NA R 
(22SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1254 
12541165

GENRL Injection site pain/
soreness at injection site

2 10OCT2020 1/4 1 Yes NA R 
(13OCT2020)

N/N

GENRL Fatigue/
fatigue

2 11OCT2020 2/2 1 Yes NA R 
(12OCT2020)

N/N

NERV Headache/
headache

2 11OCT2020 2/1 1 Yes NA/TC R 
(11OCT2020)

N/N

16-55/
C459100
1 1254 
12541166

3^ GENRL Injection site pain/
Injection site pain

1 19SEP2020 1/3 1 Yes NA R 
(21SEP2020)

N/N

GENRL Injection site pain/
Pain at injection site

2 10OCT2020 1/4 1 Yes NA R 
(13OCT2020)

N/N

16-55/
C459100
1 1254 
12541168

3^† INFEC Abscess limb/
abscess left thigh

2 28OCT2020 14/10 2 No O NA/TC R 
(06NOV2020)

N/N

16-55/
C459100
1 1254 
12541169

3^ MUSC Back pain/
back pain

1 25SEP2020 2/5 2 Yes NA/TC R 
(29SEP2020)

N/N

NERV Headache/
headache

1 25SEP2020 2/5 2 Yes NA/TC R 
(29SEP2020)

N/N

GENRL Chills/
chills

2 15OCT2020 1/2 1 Yes NA R 
(16OCT2020)

N/N

Fatigue/
fatigue

2 15OCT2020 1/3 1 Yes NA R 
(17OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
soreness at injection site

2 15OCT2020 1/3 1 Yes NA R 
(17OCT2020)

N/N

Injection site swelling/
swelling at injection site

2 15OCT2020 1/3 1 Yes NA R 
(17OCT2020)

N/N

RESP Rhinorrhoea/
runny nose

2 15OCT2020 1/3 1 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100
1 1254 
12541170

3^ GENRL Injection site pain/
left injection site pain

1 23SEP2020 1/4 1 Yes NA R 
(26SEP2020)

N/N

GENRL Fatigue/
FATIGUE

2 14OCT2020 1/3 1 Yes NA R 
(16OCT2020)

N/N

Injection site pain/
SORENESS AT INJECTION 

SITE

2 14OCT2020 1/3 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1254 
12541173

3^ GENRL Injection site pain/
injection site soreness

1 23SEP2020 1/5 1 Yes NA R 
(27SEP2020)

N/N

GENRL Chills/
chills

2 17OCT2020 2/1 1 Yes NA R 
(17OCT2020)

N/N

Pyrexia/
fever at 100.6F

2 17OCT2020 2/2 2 Yes NA/TC R 
(18OCT2020)

N/N

MUSC Myalgia/
generalized muscle ache

2 17OCT2020 2/2 1 Yes NA R 
(18OCT2020)

N/N

16-55/
C459100
1 1254 
12541176

3^ GENRL Injection site pain/
INJECTION SITE SORENESS 

LEFT ARM

1 24SEP2020 2/4 1 Yes NA R 
(27SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
HEADACHE

1 24SEP2020 2/4 1 Yes NA/TC R 
(27SEP2020)

N/N

GENRL Injection site pain/
soreness at injection site

2 15OCT2020 1/4 2 Yes NA/TC R 
(18OCT2020)

N/N

GENRL Fatigue/
fatigue

2 16OCT2020 2/2 2 Yes NA R 
(17OCT2020)

N/N

NERV Headache/
headache

2 16OCT2020 2/2 2 Yes NA/TC R 
(17OCT2020)

N/N

16-55/
C459100
1 1254 
12541177

3^ GENRL Fatigue/
FATIGUE

1 23SEP2020 1/4 1 Yes NA R 
(26SEP2020)

N/N

GENRL Chills/
CHILLS

1 24SEP2020 2/1 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1254 
12541180

3^ GENRL Injection site pain/
pain at injection site

1 26SEP2020 2/3 1 Yes NA R 
(28SEP2020)

N/N

Pain/
bodyache

1 26SEP2020 2/3 1 Yes NA R 
(28SEP2020)

N/N

GENRL Fatigue/
fatigue

2 17OCT2020 2/3 2 Yes NA R 
(19OCT2020)

N/N

MUSC Myalgia/
generalized muscle pain

2 17OCT2020 2/2 1 Yes NA R 
(18OCT2020)

N/N

NERV Headache/
headache

2 17OCT2020 2/2 1 Yes NA R 
(18OCT2020)

N/N

GASTR Aphthous ulcer/
canker sore

2 18OCT2020 3/13 2 Yes NA R 
(30OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1254 
12541181

3^ GENRL Injection site pain/
Injection site soreness

1 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1254 
12541182

3^ GENRL Injection site pain/
INJECTION SITE SORENESS

1 25SEP2020 1/3 1 Yes NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1258 
12581016

3^ GENRL Fatigue/
fatigue

2 03OCT2020 10/6 1 No O NA R 
(08OCT2020)

N/N

Malaise/
Malaise

2 03OCT2020 10/6 1 No O NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1258 
12581044

3^ INFEC Otitis media/
right otitis media

1 30SEP2020 7/7 1 No O NA/TC R 
(06OCT2020)

N/N

16-55/
C459100
1 1258 
12581046

3^ INFEC Otitis media/
right otitis media

1 08OCT2020 11/5 1 No O NA/TC R 
(12OCT2020)

N/N

RESP Cough/
cough

1 08OCT2020 11/3 1 No O NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1260 
12601002

3^ NERV Migraine without aura/
increased intensity of migraine 

without aura

1 27AUG2020 2/1 2 Yes NA/TC R 
(27AUG2020)

N/N

GENRL Fatigue/
fatigue

2 16SEP2020 2/3 2 Yes NA R 
(18SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
soreness at injection site

2 16SEP2020 2/3 2 Yes NA R 
(18SEP2020)

N/N

Pain/
generalized body aches

2 16SEP2020 2/3 2 Yes NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1260 
12601004

3^ GENRL Fatigue/
FATIGUE

2 05OCT2020 19/2 1 No O NA R 
(06OCT2020)

N/N

Malaise/
MALAISE

2 05OCT2020 19/2 1 No O NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1260 
12601005

3^ GENRL Chills/
chills

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

GENRL Fatigue/
fatigue

2 17SEP2020 2/2 2 Yes NA R 
(18SEP2020)

N/N

Pain/
generalized body aches

2 17SEP2020 2/2 2 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1260 
12601006

3^ GENRL Injection site pain/
Soreness at injection site

1 27AUG2020 2/2 1 Yes NA/TC R 
(28AUG2020)

N/N

MUSC Arthralgia/
Left hand joint pain

1 27AUG2020 2/2 1 Yes NA/TC R 
(28AUG2020)

N/N

GENRL Injection site pain/
soreness at injection site

2 16SEP2020 1/6 1 Yes NA/TC R 
(21SEP2020)

N/N

MUSC Arthralgia/
joint pain left wrist/hand

2 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1260 
12601007

3^ GASTR Constipation/
constipation

2 15OCT2020 31/8 1 No O NA/TC/TCN R 
(22OCT2020)

N/N

16-55/
C459100
1 1260 
12601009

3^ GENRL Injection site pain/
Soreness at Injection site

1 27AUG2020 1/4 1 Yes NA R 
(30AUG2020)

N/N

GENRL Injection site pain/
pain at injection site

2 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

GENRL Fatigue/
fatigue

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

MUSC Myalgia/
generalized myalgias

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1260 
12601012

3^ GENRL Injection site pain/
soreness at injection site

1 27AUG2020 1/2 1 Yes NA R 
(28AUG2020)

N/N

GENRL Fatigue/
fatigue

1 28AUG2020 2/1 1 Yes NA R 
(28AUG2020)

N/N

NERV Headache/
Headache

2 07OCT2020 20/2 1 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1260 
12601013

3^ NERV Headache/
intermittent episodes of 

headaches

1 29AUG2020 2/2 2 Yes NA/TC R 
(30AUG2020)

N/N

GENRL Fatigue/
fatigue

1 03SEP2020 7/2 1 Yes NA R 
(04SEP2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1539

FDA-CBER-2021-5683-0127565



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
Injection Site Soreness

2 17SEP2020 1/3 1 Yes NA R 
(19SEP2020)

N/N

GENRL Chills/
Chills

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

Malaise/
Malaise

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

Pyrexia/
Low Grade Fever (100.2 max)

2 18SEP2020 2/32 1 Yes NA R 
(19OCT2020)

N/N

NERV Headache/
Headache

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1260 
12601014

3^ GENRL Injection site pain/
soreness at injection site

1 28AUG2020 1/4 1 Yes NA/TC R 
(31AUG2020)

N/N

GENRL Injection site pain/
Arm soreness at injection site

2 18SEP2020 1/4 1 Yes NA R 
(21SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 19SEP2020 2/3 1 Yes NA R 
(21SEP2020)

N/N

16-55/
C459100
1 1260 
12601016

3^ GENRL Injection site pain/
soreness at injection site

1 29AUG2020 2/1 1 Yes NA R 
(29AUG2020)

N/N

Pain/
body aches

1 29AUG2020 2/1 1 Yes NA R 
(29AUG2020)

N/N

Pyrexia/
fever (99.3)

1 29AUG2020 2/1 1 Yes NA R 
(29AUG2020)

N/N

GENRL Chills/
Chills

2 19SEP2020 2/1 1 Yes NA R 
(19SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Fatigue/
Fatigue

2 19SEP2020 2/1 1 Yes NA R 
(19SEP2020)

N/N

Injection site pain/
Arm soreness at injection site

2 19SEP2020 2/1 1 Yes NA R 
(19SEP2020)

N/N

Pain/
Generalized body aches

2 19SEP2020 2/1 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1260 
12601017

3^ GASTR Diarrhoea/
diarrhea

1 29AUG2020 2/3 1 Yes NA R 
(31AUG2020)

N/N

GENRL Injection site pain/
soreness at injection site

1 29AUG2020 2/5 1 Yes NA R 
(02SEP2020)

N/N

GENRL Injection site pain/
Injection site Soreness

2 19SEP2020 2/2 1 Yes NA R
(20SEP2020)

N/N

NERV Presyncope/
Vasovagal reaction to blood 

draw

2 16OCT2020 29/1 1 No O NA/TCN R 
(16OCT2020)

N/N

16-55/
C459100
1 1260 
12601022

3^ GENRL Injection site pain/
muscle pain at injection site

2 01OCT2020 16/3 1 No O NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1260 
12601024

3^ MUSC Myalgia/
generalized muscle aches

1 31AUG2020 1/5 1 Yes NA/TC R 
(04SEP2020)

N/N

GENRL Chills/
chills

1 01SEP2020 2/4 1 Yes NA/TC R 
(04SEP2020)

N/N

Pyrexia/
fever 101.5 F

1 01SEP2020 2/4 2 Yes NA/TC R 
(04SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1260 
12601029

3^ GENRL Fatigue/
fatigue

1 31AUG2020 1/2 1 Yes NA R 
(01SEP2020)

N/N

Injection site pain/
soreness at the site of injection

1 31AUG2020 1/2 2 Yes NA R 
(01SEP2020)

N/N

GENRL Fatigue/
FATIGUE

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1260 
12601036

3^ GENRL Injection site pain/
achy arm at site of injection

1 01SEP2020 2/3 1 Yes NA R 
(03SEP2020)

N/N

GENRL Fatigue/
fatigue

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

Injection site pain/
soreness at injection site

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

Pain/
generalized body aches

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

16-55/
C459100
1 1260 
12601042

3^ GENRL Injection site pain/
Soreness at injection site

1 01SEP2020 1/3 2 Yes NA/TC R 
(03SEP2020)

N/N

GENRL Injection site pain/
Soreness at injection site

2 23SEP2020 2/6 1 Yes NA R 
(28SEP2020)

N/N

16-55/
C459100
1 1260 
12601044

3^ GASTR Diarrhoea/
diarrhea

2 23SEP2020 2/2 2 Yes NA R 
(24SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
fatigue

2 23SEP2020 2/2 2 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1260 
12601045

3^ GENRL Chills/
chills

1 01SEP2020 1/3 1 Yes NA/TC R 
(03SEP2020)

N/N

Injection site pain/
soreness at injection site

1 01SEP2020 1/3 1 Yes NA/TC R 
(03SEP2020)

N/N

MUSC Joint range of motion decreased/
unable to rotate right arm

1 01SEP2020 1/3 2 Yes NA/TC R 
(03SEP2020)

N/N

GENRL Injection site pain/
SORENESS AT INJECTION 

SITE

2 21SEP2020 1/2 1 Yes NA/TC R 
(22SEP2020)

N/Y

16-55/
C459100
1 1260 
12601047

3^ GENRL Injection site pain/
soreness at injection site

1 02SEP2020 2/3 1 Yes NA R 
(04SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 24SEP2020 2/5 1 Yes NA R 
(28SEP2020)

N/N

Injection site pain/
Soreness at injection site

2 24SEP2020 2/4 1 Yes NA R 
(27SEP2020)

N/N

Pyrexia/
Fever (T-max 100.1)

2 24SEP2020 2/1 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1260 
12601050

3^ GENRL Injection site pain/
soreness at injection site

1 02SEP2020 1/2 1 Yes NA/TC R 
(03SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 17SEP2020 16/8 1 Yes NA R 
(24SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
Soreness at injection site

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

NERV Headache/
Headache

2 24SEP2020 2/1 2 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1260 
12601058

3^ GASTR Diarrhoea/
intermittent episodes of diarrhea

1 06SEP2020 3/4 2 Yes NA R 
(09SEP2020)

N/N

16-55/
C459100
1 1260 
12601061

3^ GENRL Fatigue/
Fatigue

2 25SEP2020 1/3 1 Yes NA R 
(27SEP2020)

N/N

SKIN Dermatitis contact/
Contact dermatitis

2 16OCT2020 22/3 1 No O NA/TC R 
(18OCT2020)

N/N

16-55/
C459100
1 1260 
12601063

3^ GENRL Injection site pain/
soreness at the injection site

1 05SEP2020 2/2 1 Yes NA R 
(06SEP2020)

N/N

NERV Headache/
headache

1 08SEP2020 5/4 2 Yes NA/TC R 
(11SEP2020)

N/N

16-55/
C459100
1 1260 
12601065

3^ GENRL Injection site pain/
soreness at injection site

2 25SEP2020 1/4 2 Yes NA/TC R 
(28SEP2020)

N/N

16-55/
C459100
1 1260 
12601067

3^ GENRL Injection site pain/
soreness at injection site

1 05SEP2020 2/4 1 Yes NA R 
(08SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1260 
12601068

3^ GENRL Injection site pain/
soreness at injection site

1 04SEP2020 1/7 2 Yes NA R 
(10SEP2020)

N/N

GENRL Chills/
chills

1 05SEP2020 2/6 2 Yes NA R 
(10SEP2020)

N/N

Pyrexia/
fever

1 05SEP2020 2/6 2 Yes NA R 
(10SEP2020)

N/N

GENRL Injection site pain/
Pain at injection site

2 23SEP2020 1/3 1 Yes NA R 
(25SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 24SEP2020 2/1 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1260 
12601074

3^ GENRL Injection site pain/
Injection site pain - Left arm

1 08SEP2020 1/4 1 Yes NA R 
(11SEP2020)

N/Y

MUSC Myalgia/
Generalized Myalgia

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

NERV Headache/
Headache

1 08SEP2020 1/1 1 Yes NA R 
(08SEP2020)

N/N

GENRL Pain/
Body Aches (Generalized)

2 30SEP2020 1/3 1 Yes NA R 
(02OCT2020)

N/N

GENRL Pyrexia/
Fever (101.2 Max)

2 01OCT2020 2/2 2 Yes NA R 
(02OCT2020)

N/N

NERV Migraine with aura/
Migraine with aura

2 03OCT2020 4/3 1 Yes NA R 
(05OCT2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
soreness at injection site

1 08SEP2020 1/3 1 Yes NA R 
(10SEP2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1545

FDA-CBER-2021-5683-0127571



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1260 
12601075

MUSC Tendon disorder/
worsening of tendopathy (hands)

2 18OCT2020 17/C 2 No O NA/TC/TCN N N/N

16-55/
C459100
1 1260 
12601076

3^ GENRL Fatigue/
Fatigue

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

Injection site pain/
Soreness at injection site

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

16-55/
C459100
1 1260 
12601077

3^ GENRL Injection site pain/
soreness at injection site

1 08SEP2020 1/4 2 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1260 
12601084

3^ GENRL Chills/
chills

1 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

Pyrexia/
fever

1 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

MUSC Myalgia/
generalized myalgia

1 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

GENRL Pain/
Body Aches

2 29SEP2020 2/1 2 Yes NA R 
(29SEP2020)

N/N

16-55/
C459100
1 1260 
12601085

3^ GENRL Fatigue/
Fatigue

1 08SEP2020 1/3 1 Yes NA R 
(10SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Injection site pain - Left arm

1 08SEP2020 1/3 2 Yes NA/TC R 
(10SEP2020)

N/Y

MUSC Myalgia/
generalized Myalgia

1 08SEP2020 1/3 1 Yes NA R 
(10SEP2020)

N/N

GENRL Injection site pain/
pain at injection site

2 29SEP2020 1/4 1 Yes NA R 
(02OCT2020)

N/N

Pain/
generalized body aches

2 29SEP2020 1/3 2 Yes NA/TC R 
(01OCT2020)

N/N

GENRL Fatigue/
fatigue

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

Pyrexia/
fever

2 30SEP2020 2/2 2 Yes NA/TC R 
(01OCT2020)

N/N

16-55/
C459100
1 1260 
12601091

3^ GENRL Injection site pain/
soreness at injection site

1 10SEP2020 2/3 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100
1 1260 
12601092

3^ GENRL Injection site pain/
soreness at injection site

1 10SEP2020 2/4 1 Yes NA R 
(13SEP2020)

N/N

NERV Headache/
Intermittent headaches

1 10SEP2020 2/4 2 Yes NA/TC R 
(13SEP2020)

N/N

GENRL Injection site pain/
soreness at injection site

2 03OCT2020 2/4 1 Yes NA R 
(06OCT2020)

N/N

NERV Headache/
mild headaches

2 03OCT2020 2/2 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100

3^ GENRL Fatigue/
Fatigue

1 10SEP2020 2/1 2 Yes NA R 
(10SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1260 
12601094

16-55/
C459100
1 1260 
12601098

3^ GENRL Injection site pain/
pain at injection site

2 01OCT2020 2/38 2 Yes NA/TC R 
(07NOV2020)

N/N

16-55/
C459100
1 1260 
12601099

3^ GASTR Nausea/
Nausea

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

Feeling hot/
feeling of warmth

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

Injection site pain/
Soreness at injection site

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

GASTR Nausea/
Nausea

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

GENRL Fatigue/
Fatigue

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

Injection site pain/
Soreness at injection site

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

NERV Headache/
Headache

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1260 
12601100

3^ GENRL Injection site pain/
Soreness at injection site

1 11SEP2020 2/2 1 Yes NA R 
(12SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
soreness at injection site

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

GENRL Chills/
chills

2 02OCT2020 2/1 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1260 
12601104

3^ GENRL Injection site pain/
soreness at injection site

1 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N

GENRL Injection site pain/
Soreness at injection site

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1260 
12601106

3^ NERV Somnolence/
Drowsiness

1 10SEP2020 1/1 1 Yes NA R 
(10SEP2020)

N/N

16-55/
C459100
1 1260 
12601107

3^ GENRL Injection site pain/
pain at injection site

1 10SEP2020 1/4 2 Yes NA/TC R 
(13SEP2020)

N/N

NERV Headache/
headache

1 10SEP2020 1/4 2 Yes NA/TC R 
(13SEP2020)

N/N

GENRL Injection site pain/
Soreness at injection site

2 01OCT2020 1/3 2 Yes NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1260 
12601108

3^ GENRL Injection site pain/
soreness at injection site

2 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N

16-55/
C459100

3^ GASTR Diarrhoea/
diarrhea

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1260 
12601110

16-55/
C459100
1 1260 
12601111

3^ NERV Headache/
headache

1 01OCT2020 22/1 1 No O NA R 
(01OCT2020)

N/N

NERV Headache/
headache

2 02OCT2020 2/1 1 No O NA/TC R 
(02OCT2020)

N/N

NERV Presyncope/
vasovagal pre syncopal 

lightheadness

2 02NOV2020 33/1 1 No O NA/TCN R 
(02NOV2020)

N/N

16-55/
C459100
1 1260 
12601112

3^ GENRL Injection site pain/
Injection Site Pain - Left arm

1 15SEP2020 6/1 1 Yes NA R 
(15SEP2020)

N/N

MUSC Myalgia/
generalized Myalgia

1 17SEP2020 8/3 2 Yes NA/TC R 
(19SEP2020)

N/N

GENRL Chills/
Chills

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

Fatigue/
Fatigue

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

Pain/
Generalized body aches

2 30SEP2020 2/2 1 Yes NA/TC R 
(01OCT2020)

N/N

Pyrexia/
Fever

2 30SEP2020 2/2 1 Yes NA/TC R 
(01OCT2020)

N/N

16-55/
C459100
1 1260 
12601114

3^ GENRL Injection site pain/
soreness at injection site

1 10SEP2020 1/2 2 Yes NA/TC R 
(11SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
headache

2 01OCT2020 1/3 1 Yes NA R 
(03OCT2020)

N/N

GENRL Chills/
chills

2 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N

Fatigue/
fatigue

2 02OCT2020 2/3 1 Yes NA R 
(04OCT2020)

N/N

Injection site pain/
soreness at injection site

2 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N

Pain/
generalized body aches

2 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N

NERV Dizziness/
dizziness

2 02OCT2020 2/3 1 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1260 
12601115

3^ GENRL Injection site pain/
soreness at injection site

1 10SEP2020 1/3 1 Yes NA/TC R 
(12SEP2020)

N/N

GENRL Fatigue/
fatigue

1 12SEP2020 3/2 1 Yes NA R 
(13SEP2020)

N/N

NERV Headache/
headache

1 12SEP2020 3/2 1 Yes NA/TC R 
(13SEP2020)

N/N

MUSC Myalgia/
Generalized Muscle Aches

2 01OCT2020 1/5 1 Yes NA/TC R 
(05OCT2020)

N/N

NERV Headache/
Headache (No aura)

2 01OCT2020 1/5 2 Yes NA/TC R 
(05OCT2020)

N/N

GENRL Injection site pain/
Soreness at injection site

2 02OCT2020 2/4 2 Yes NA/TC R 
(05OCT2020)

N/N

GENRL Fatigue/
Fatigue

2 03OCT2020 3/3 1 Yes NA R 
(05OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1260 
12601118

3^ GENRL Injection site pain/
soreness at injection site

1 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

NERV Dizziness/
Dizziness

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1260 
12601119

3^ GENRL Injection site pain/
soreness at injection site

1 11SEP2020 1/5 1 Yes NA R 
(15SEP2020)

N/N

GENRL Fatigue/
fatigue

1 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

Injection site erythema/
redness at injection site

1 12SEP2020 2/4 1 Yes NA R 
(15SEP2020)

N/N

METAB Decreased appetite/
lack of appetite

1 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

GENRL Fatigue/
fatigue

2 04OCT2020 3/1 1 Yes NA R 
(04OCT2020)

N/N

Injection site pain/
soreness at injection site

2 04OCT2020 3/3 1 Yes NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1260 
12601120

3^ GENRL Fatigue/
Fatigue

1 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

Injection site pain/
Soreness at injection site

1 12SEP2020 2/4 1 Yes NA R 
(15SEP2020)

N/N

MUSC Myalgia/
Generalized muscle aches

1 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

1 12SEP2020 2/2 2 Yes NA/TC R 
(13SEP2020)

N/N

GASTR Diarrhoea/
Diarrhea

1 18SEP2020 8/2 1 Yes NA R 
(19SEP2020)

N/N

GENRL Injection site pain/
pain at injection site

2 01OCT2020 2/6 2 Yes NA/TC R 
(06OCT2020)

N/N

Pain/
generalized body aches

2 01OCT2020 2/1 2 Yes NA/TC R 
(01OCT2020)

N/N

16-55/
C459100
1 1260 
12601123

3^ NERV Headache/
headache (no aura)

1 02OCT2020 18/2 1 No O NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1260 
12601126

3^ GENRL Chills/
Chills

1 17SEP2020 1/4 1 Yes NA R 
(20SEP2020)

N/N

Fatigue/
Fatigue

1 17SEP2020 1/4 1 Yes NA R 
(20SEP2020)

N/N

Pain/
Aches all over

1 17SEP2020 1/4 1 Yes NA R 
(20SEP2020)

N/N

MUSC Pain in extremity/
Left Arm Pain

1 17SEP2020 1/10 1 Yes NA R 
(26SEP2020)

N/N

NERV Headache/
Headache

1 17SEP2020 1/4 1 Yes NA R 
(20SEP2020)

N/N

16-55/
C459100
1 1260 
12601127

3^ GENRL Feeling hot/
feeling of warmth all over body

1 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
soreness at injection site

1 17SEP2020 1/3 1 Yes NA R 
(19SEP2020)

N/N

NERV Lethargy/
lethargy

1 18SEP2020 2/3 1 Yes NA R 
(20SEP2020)

N/N

GENRL Injection site pain/
pain at injection site

2 06OCT2020 1/5 1 Yes NA R 
(10OCT2020)

N/N

GENRL Fatigue/
fatigue

2 07OCT2020 2/6 1 Yes NA R 
(12OCT2020)

N/N

Pyrexia/
fever

2 07OCT2020 2/1 2 Yes NA R 
(07OCT2020)

N/N

NERV Headache/
headache

2 07OCT2020 2/2 1 Yes NA R 
(08OCT2020)

N/N

Taste disorder/
change in taste

2 07OCT2020 2/2 1 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1260 
12601128

3^ GENRL Pain/
achiness - generalized

1 18SEP2020 2/1 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1260 
12601129

3^ GENRL Injection site pain/
soreness at injection site

1 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1260 
12601130

3^ CARD Palpitations/
Intermittent Palpitations

1 24SEP2020 7/9 1 No O NA R 
(02OCT2020)

N/N

SKIN Rash/
small rash on bilateral wrists and 

bilateral top of the feet

2 23OCT2020 15/C 1 Yes NA/TC N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1260 
12601132

3^ GENRL Injection site pain/
Arm soreness at injection site

1 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

GASTR Nausea/
Nausea

1 20SEP2020 3/1 1 Yes NA R 
(20SEP2020)

N/N

NERV Headache/
Headache

1 20SEP2020 3/1 1 Yes NA R 
(20SEP2020)

N/N

GENRL Injection site pain/
soreness at injection site

2 09OCT2020 1/2 1 Yes NA R 
(10OCT2020)

N/N

GENRL Injection site swelling/
swelling at injection site

2 28OCT2020 20/7 1 No O NA R 
(03NOV2020)

N/N

16-55/
C459100
1 1261 
12611001

3^ GENRL Injection site pain/
Injection site pain

2 16SEP2020 1/8 1 Yes NA/TC R 
(23SEP2020)

N/N

NERV Headache/
Headache

2 17SEP2020 2/7 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1261 
12611005

3^ SKIN Urticaria/
Urticarial abdominal rash

1 29AUG2020 3/1 1 Yes NA R 
(29AUG2020)

N/N

16-55/
C459100
1 1261 
12611006

3^ GENRL Chills/
CHILLS - ADVERSE 

REACTION TO 
VACCINATION 1

1 28AUG2020 2/3 1 Yes NA/TC R 
(30AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
DIFFUSE MYALGIA -

ADVERSE REACTION TO 
VACCINATION 1

1 28AUG2020 2/3 1 Yes NA/TC R 
(30AUG2020)

N/N

NERV Headache/
HEADACHE - ADVERSE 

REACTION TO 
VACCINATION 1

1 28AUG2020 2/3 1 Yes NA/TC R 
(30AUG2020)

N/N

INFEC Abscess/
Lip Abscess

2 23SEP2020 7/9 3 No O NA/TC/TCN R 
(01OCT2020)

Y/N

Cellulitis/
Lip cellulitis

2 23SEP2020 7/9 3 No O NA/TC R 
(01OCT2020)

Y/N

IMMU
N

Drug hypersensitivity/
Hypersensitivity to antibiotics

2 26SEP2020 10/2 3 No CD NA/TC R 
(27SEP2020)

Y/N

16-55/
C459100
1 1261 
12611009

3^ GENRL Injection site bruising/
Local bruising at injection site

1 29AUG2020 2/5 2 Yes NA/TC/TCN R 
(02SEP2020)

N/N

Injection site pain/
Local myalgia/tenderness at 

injection site

1 29AUG2020 2/5 2 Yes NA/TC/TCN R 
(02SEP2020)

N/N

16-55/
C459100
1 1261 
12611010

3^ GENRL Fatigue/
Fatigue

2 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

MUSC Arthralgia/
Arthralgia- generalized (not 

injection site arthralgia)

2 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1261 
12611013

3^ GENRL Chills/
Chills

2 21SEP2020 1/2 1 Yes NA/TC R 
(22SEP2020)

N/N

Malaise/
Malaise

2 21SEP2020 1/2 1 Yes NA/TC R 
(22SEP2020)

N/N

MUSC Myalgia/
Diffuse Myalgia

2 21SEP2020 1/2 1 Yes NA/TC R 
(22SEP2020)

N/N

16-55/
C459100
1 1261 
12611017

3^ GENRL Injection site pain/
Localized myalgia at injection 

site

2 23SEP2020 2/2 1 Yes NA/TC R 
(24SEP2020)

N/N

Pyrexia/
Fever

2 23SEP2020 2/2 1 Yes NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1261 
12611020

3^ MUSC Arthralgia/
Left shoulder pain

1 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/N

MUSC Arthralgia/
Left shoulder pain

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

GENRL Chills/
Chills

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

Fatigue/
Fatigue

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

Pyrexia/
Fever

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100

3^ INFEC Conjunctivitis/
Conjunctivitis

2 21SEP2020 1/8 2 No O NA R 
(28SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1261 
12611022

16-55/
C459100
1 1261 
12611025

3^ GENRL Adverse drug reaction/
Systemic injection reaction

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

Chills/
Chills

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

Fatigue/
Fatigue

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

MUSC Myalgia/
Diffuse Myalgia

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1261 
12611029

3^ GENRL Pyrexia/
Fever

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

NERV Headache/
Headache

2 25SEP2020 2/2 2 Yes NA/TC R 
(26SEP2020)

N/N

16-55/
C459100
1 1261 
12611030

3^ NERV Syncope/
Vasovagal syncope

1 03SEP2020 2/1 2 Yes NA R 
(03SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 28SEP2020 6/2 1 Yes NA R 
(29SEP2020)

N/N

16-55/
C459100
1 1261 
12611038

3^ GENRL Adverse drug reaction/
Systemic injection reaction

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Chills/
Chills

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

Pyrexia/
Fever

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

MUSC Myalgia/
Diffuse Myalgia

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

16-55/
C459100
1 1261 
12611042

3^ GENRL Chills/
Chills

2 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

IMMU
N

Immunisation reaction/
Vaccine Reaction

2 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

MUSC Myalgia/
Diffuse Myalgia

2 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

NERV Headache/
Headache

2 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1261 
12611047

3^ GENRL Malaise/
Malaise

1 05SEP2020 2/2 1 Yes NA R 
(06SEP2020)

N/N

Pyrexia/
Fever

1 05SEP2020 2/2 1 Yes NA R 
(06SEP2020)

N/N

MUSC Myalgia/
Diffuse Myalgia

1 05SEP2020 2/2 1 Yes NA R 
(06SEP2020)

N/N

GENRL Chills/
Chills

2 26SEP2020 2/3 1 Yes NA R 
(28SEP2020)

N/N

Fatigue/
Fatigue

2 26SEP2020 2/3 1 Yes NA R 
(28SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

IMMU
N

Immunisation reaction/
Systemic vaccine reaction

2 26SEP2020 2/3 2 Yes NA R 
(28SEP2020)

N/N

MUSC Myalgia/
Diffuse Myalgia

2 26SEP2020 2/3 2 Yes NA R 
(28SEP2020)

N/N

16-55/
C459100
1 1261 
12611051

3^ GENRL Injection site bruising/
Injection site bruising

2 30SEP2020 2/10 1 Yes NA R 
(09OCT2020)

N/N

Injection site erythema/
Injection site redness (7cm in 

diameter using caliper)

2 30SEP2020 2/10 2 Yes NA R 
(09OCT2020)

N/N

Injection site swelling/
Injection site swelling (7 cm 

diameter using caliper)

2 30SEP2020 2/10 2 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1261 
12611054

3^ GENRL Pyrexia/
Fever

1 09SEP2020 2/1 1 Yes NA R 
(09SEP2020)

N/N

INJ&P Muscle strain/
Left lower back strain secondary 

to exercise

1 13SEP2020 6/19 2 No O NA/TC R 
(01OCT2020)

N/N

GENRL Fatigue/
Fatigue

2 05NOV2020 2/2 1 Yes NA R 
(06NOV2020)

N/N

Injection site pain/
Pain at injection site

2 05NOV2020 2/2 1 Yes NA R 
(06NOV2020)

N/N

Pyrexia/
Fever

2 05NOV2020 2/2 1 Yes NA R 
(06NOV2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
Injection site pain

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1261 
12611058

16-55/
C459100
1 1261 
12611059

3^ GENRL Injection site erythema/
Erythema at Injection site

2 30SEP2020 1/4 1 Yes NA R 
(03OCT2020)

N/N

Injection site pain/
Injection site pain

2 30SEP2020 1/4 1 Yes NA R 
(03OCT2020)

N/N

Injection site warmth/
Warmth over injection site

2 30SEP2020 1/4 1 Yes NA R 
(03OCT2020)

N/N

GENRL Fatigue/
Fatigue

2 01OCT2020 2/5 1 Yes NA R 
(05OCT2020)

N/N

16-55/
C459100
1 1261 
12611060

3^ GASTR Diarrhoea/
Diarrhea

1 14SEP2020 6/1 1 No O NA R 
(14SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 01OCT2020 2/2 1 Yes NA/TC R 
(02OCT2020)

N/N

Injection site pain/
Injection site pain

2 01OCT2020 2/2 1 Yes NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 1261 
12611063

3^ GENRL Adverse drug reaction/
Systemic injection reaction

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

Chills/
Chills

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

MUSC Myalgia/
DIFFUSE MYALGIA -

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

ADVERSE REACTION TO 
VACCINATION 2

NERV Headache/
HEADACHE - ADVERSE 

REACTION TO 
VACCINATION 2

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1261 
12611065

3^ GENRL Injection site pain/
Injection site arm soreness

2 30SEP2020 1/3 1 Yes NA R 
(02OCT2020)

N/N

GENRL Fatigue/
Fatigue

2 01OCT2020 2/2 1 Yes NA R
(02OCT2020)

N/N

MUSC Myalgia/
Diffuse myalgia

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100
1 1261 
12611070

3^ GASTR Aphthous ulcer/
Worsening frequency of canker 

sores

1 16SEP2020 7/25 1 No O NA R 
(10OCT2020)

N/N

SKIN Dermatitis/
Facial dermatitis

2 25OCT2020 25/7 1 No O NA R 
(31OCT2020)

N/N

16-55/
C459100
1 1261 
12611071

3^ GENRL Malaise/
Malaise

1 12SEP2020 2/1 1 Yes NA R 
(12SEP2020)

N/N

MUSC Myalgia/
Diffuse myalgias

1 12SEP2020 2/1 1 Yes NA R 
(12SEP2020)

N/N

16-55/
C459100

3^ GENRL Chills/
CHILLS - ADVERSE 

1 12SEP2020 2/1 1 Yes NA R 
(12SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1261 
12611074

REACTION TO 
VACCINATION 1

Pyrexia/
FEVER SECONDARY TO 

VACCINATION 1

1 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

IMMU
N

Immunisation reaction/
Systemic Vaccine Reaction

1 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

MUSC Myalgia/
DIFFUSE MYALGIA -

ADVERSE REACTION TO 
VACCINATION 1

1 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

NERV Headache/
HEADACHE - ADVERSE 

REACTION TO 
VACCINATION 1

1 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

INJ&P Corneal abrasion/
Corneal Abrasion

1 18SEP2020 8/27 2 No O NA/TC R 
(14OCT2020)

N/N

GENRL Chills/
CHILLS - ADVERSE 

REACTION TO 
VACCINATION 2

2 02OCT2020 1/2 3 Yes NA/TC R 
(03OCT2020)

N/N

Pyrexia/
FEVER SECONDARY TO 

VACCINATION 2

2 02OCT2020 1/2 3 Yes NA/TC R 
(03OCT2020)

N/N

MUSC Arthralgia/
DIFFUSE GENERALIZED 

ARTHRALGIA AS REACTION 
RELATED TO 2ND 

VACCINATION

2 02OCT2020 1/2 3 Yes NA/TC R 
(03OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Myalgia/
MYALGIA - ADVERSE 

REACTION TO 
VACCINATION 2

2 02OCT2020 1/2 3 Yes NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1261 
12611077

3^ SKIN Urticaria/
Hives around neck

1 30SEP2020 20/2 1 No O NA/TC R 
(01OCT2020)

N/N

IMMU
N

Immunisation reaction/
Systemic vaccine reaction

2 03OCT2020 2/2 2 Yes NA R 
(04OCT2020)

N/N

MUSC Arthralgia/
Arthralgias secondary to vaccine 

reaction - diffuse generalized

2 03OCT2020 2/2 2 Yes NA R 
(04OCT2020)

N/N

Myalgia/
Diffuse Myalgia secondary to 

vaccine reaction

2 03OCT2020 2/2 2 Yes NA R 
(04OCT2020)

N/N

NERV Headache/
Headache secondary to vaccine

2 03OCT2020 2/2 2 Yes NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1264 
12641013

3^ GASTR Dyspepsia/
Heartburn

2 30SEP2020 19/1 1 No O NA/TC R 
(30SEP2020)

N/N

16-55/
C459100
1 1264 
12641014

3^ MUSC Myalgia/
myalgia

1 21AUG2020 1/2 1 Yes NA R 
(22AUG2020)

N/N

GASTR Diarrhoea/
diarrhea

1 22AUG2020 2/1 1 Yes NA R 
(22AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1264 
12641017

3^ SKIN Pain of skin/
Scalp pain

1 07SEP2020 17/10 2 No O NA/TC/TCN R 
(16SEP2020)

N/N

16-55/
C459100
1 1264 
12641021

3^ CARD Sinus tachycardia/
Sinus tachycardia

2 13SEP2020 2/2 1 Yes NA R 
(14SEP2020)

N/N

GASTR Nausea/
Nausea

2 13SEP2020 2/2 1 Yes NA R 
(14SEP2020)

N/N

GENRL Chills/
Chills

2 13SEP2020 2/2 1 Yes NA R 
(14SEP2020)

N/N

Fatigue/
Fatigue

2 13SEP2020 2/3 1 Yes NA R 
(15SEP2020)

N/N

Injection site pain/
Injection site pain

2 13SEP2020 2/2 2 Yes NA/TC R 
(14SEP2020)

N/N

Pyrexia/
Fever

2 13SEP2020 2/2 2 Yes NA/TC R 
(14SEP2020)

N/N

NERV Disturbance in attention/
Concentration impairment

2 13SEP2020 2/2 1 Yes NA R 
(14SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 14SEP2020 3/2 1 Yes NA R 
(15SEP2020)

N/N

RESP Rhinorrhoea/
Rhinorrhea

2 15SEP2020 4/1 1 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1264 
12641025

3^ GENRL Chills/
Chills

2 12SEP2020 1/2 2 Yes NA/TC R 
(13SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Fatigue/
Fatigue

2 12SEP2020 1/2 2 No O NA/TC RS 
(13SEP2020)

N/N

REPRO Menorrhagia/
Heavy menstruation

2 10OCT2020 29/7 2 Yes NA RS 
(16OCT2020)

N/N

Menstruation irregular/
Irregular menstruation

2 10OCT2020 29/7 2 Yes NA RS 
(16OCT2020)

N/N

16-55/
C459100
1 1264 
12641028

3^ GENRL Chills/
Chills

2 13SEP2020 1/2 1 Yes NA R 
(14SEP2020)

N/N

MUSC Arthralgia/
Arthralgia

2 13SEP2020 1/2 1 Yes NA R 
(14SEP2020)

N/N

16-55/
C459100
1 1264 
12641032

3^ METAB Decreased appetite/
loss of appetite

1 24AUG2020 2/3 1 Yes NA R 
(26AUG2020)

N/N

NERV Presyncope/
presyncope

1 27AUG2020 5/1 1 Yes NA R 
(27AUG2020)

N/N

16-55/
C459100
1 1264 
12641037

3^ INFEC Tinea infection/
ring worm

1 31AUG2020 8/34 1 No O NA/TC R 
(03OCT2020)

N/N

16-55/
C459100
1 1264 
12641049

3^ EAR Vertigo/
Vertigo

1 07SEP2020 14/3 1 Yes NA R 
(09SEP2020)

N/N

EAR Vertigo/
Vertigo

2 15SEP2020 2/11 1 Yes NA R 
(25SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1264 
12641065

3^ GENRL Chills/
Chills

2 17SEP2020 1/3 2 Yes NA R 
(19SEP2020)

N/N

Fatigue/
Fatigue

2 17SEP2020 1/3 2 Yes NA/TC R 
(19SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 17SEP2020 1/3 2 Yes NA/TC R 
(19SEP2020)

N/N

16-55/
C459100
1 1264 
12641070

3^ GENRL Fatigue/
Fatigue

2 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

16-55/
C459100
1 1264 
12641072

3^ MUSC Myalgia/
Myalgia (persistent soreness in 

left deltoid)

2 19SEP2020 2/C 1 No O NA N N/N

16-55/
C459100
1 1264 
12641073

3^ GENRL Swelling face/
Swelling in lower jaw

2 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100
1 1264 
12641082

3^ CARD Tachycardia/
Tachycardia

2 21SEP2020 1/4 2 Yes NA R 
(24SEP2020)

N/N

GENRL Pyrexia/
Fever

2 21SEP2020 1/4 1 Yes NA R 
(24SEP2020)

N/N

MUSC Arthralgia/
Arthralgia

2 21SEP2020 1/4 2 Yes NA R 
(24SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Myalgia/
Myalgia

2 21SEP2020 1/4 2 Yes NA R 
(24SEP2020)

N/N

NERV Headache/
Headache

2 21SEP2020 1/4 2 Yes NA/TC R 
(24SEP2020)

N/N

16-55/
C459100
1 1264 
12641083

3^ MUSC Back pain/
Back pain

1 02SEP2020 3/7 2 No O NA/TC R 
(08SEP2020)

N/N

16-55/
C459100
1 1264 
12641088

3^ GENRL Chills/
Chills

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

Injection site pain/
Pain at injection site

2 21SEP2020 1/3 1 Yes NA R 
(23SEP2020)

N/N

Pyrexia/
Fever

2 21SEP2020 1/2 1 Yes NA/TC R 
(22SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 21SEP2020 1/2 1 Yes NA/TC R 
(22SEP2020)

N/N

16-55/
C459100
1 1264 
12641090

3^ GENRL Fatigue/
Fatigue

2 21SEP2020 1/3 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1264 
12641093

3^ INFEC Wound infection/
Wound infection

2 14OCT2020 24/C 1 No O NA/TC RG N/N

16-55/
C459100

3^ GENRL Fatigue/
Fatigue

2 25SEP2020 1/3 1 Yes NA R 
(27SEP2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1568

FDA-CBER-2021-5683-0127594



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1264 
12641113

Injection site pain/
Pain at injection site

2 25SEP2020 1/3 1 Yes NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1264 
12641116

3^ GENRL Chills/
Chills

2 25SEP2020 1/2 2 Yes NA R 
(26SEP2020)

N/N

Injection site pain/
Pain at injection site

2 25SEP2020 1/3 1 Yes NA R 
(27SEP2020)

N/N

Pyrexia/
Fever

2 25SEP2020 1/2 1 Yes NA/TC R 
(26SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 25SEP2020 1/2 2 Yes NA R 
(26SEP2020)

N/N

16-55/
C459100
1 1264 
12641123

3^ GENRL Injection site pain/
Pain at injection site

2 28SEP2020 1/2 1 Yes NA R 
(29SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 28SEP2020 1/1 2 Yes NA/TC R 
(28SEP2020)

N/N

16-55/
C459100
1 1264 
12641141

3^ GASTR Diarrhoea/
Diarrhea

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

GASTR Vomiting/
Vomiting

2 13OCT2020 15/6 1 No O NA R 
(18OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1264 
12641145

3^ GASTR Umbilical hernia/
Umbilical hernia

1 13SEP2020 4/C 2 No O NA/TC/TCN RG N/N

METAB Decreased appetite/
Loss of appetite

2 29SEP2020 1/3 1 Yes NA R 
(01OCT2020)

N/N

GENRL Fatigue/
Fatigue

2 30SEP2020 2/3 2 Yes NA R 
(02OCT2020)

N/N

Pyrexia/
Fever

2 30SEP2020 2/2 1 Yes NA/TC R 
(01OCT2020)

N/N

16-55/
C459100
1 1264 
12641157

3^ GENRL Influenza like illness/
Flu-like symptoms

2 07OCT2020 1/2 1 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1264 
12641158

3^ GENRL Influenza like illness/
Flu-like symptoms

2 07OCT2020 1/2 1 Yes NA R 
(08OCT2020)

N/N

16-55/
C459100
1 1264 
12641162

3^ GENRL Injection site pain/
Pain at injection site

2 06OCT2020 1/8 2 Yes NA R 
(13OCT2020)

N/N

VASC Flushing/
Facial flushing

2 02NOV2020 28/C 1 No O NA N N/N

16-55/
C459100
1 1264 
12641168

3^ GENRL Injection site pain/
Injection site pain

2 06OCT2020 1/3 1 Yes NA R 
(08OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1264 
12641171

3^ GENRL Fatigue/
Fatigue

2 06OCT2020 1/3 1 Yes NA R 
(08OCT2020)

N/N

Influenza like illness/
Flu-like symptoms

2 06OCT2020 1/3 1 Yes NA/TC R 
(08OCT2020)

N/N

METAB Decreased appetite/
Anorexia

2 06OCT2020 1/3 1 Yes NA R 
(08OCT2020)

N/N

NERV Headache/
Headache

2 06OCT2020 1/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1264 
12641173

3^ GASTR Nausea/
Nausea

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

GENRL Malaise/
Malaise

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

NERV Headache/
Headache

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1264 
12641177

3^ MUSC Pain in extremity/
Arm Soreness

2 10OCT2020 2/2 1 Yes NA/TC R 
(11OCT2020)

N/N

RESP Oropharyngeal pain/
Sore throat

2 10OCT2020 2/2 1 No O NA R 
(11OCT2020)

N/N

16-55/
C459100
1 1264 
12641181

3^ BLOOD Lymph node pain/
Lymph node pain

2 13OCT2020 2/4 1 Yes NA R 
(16OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1264 
12641185

3^ GENRL Chills/
Chills

2 13OCT2020 2/1 1 Yes NA R 
(13OCT2020)

N/N

16-55/
C459100
1 1264 
12641186

3^ GENRL Chills/
Chills

1 01OCT2020 11/32 2 No O NA/TC R 
(01NOV2020)

N/N

Fatigue/
Fatigue

1 01OCT2020 11/32 1 No O NA R 
(01NOV2020)

N/N

MUSC Myalgia/
Myalgia

1 01OCT2020 11/37 2 No O NA R 
(06NOV2020)

N/N

16-55/
C459100
1 1264 
12641187

3^ GENRL Influenza like illness/
Flu-like symptoms

2 12OCT2020 1/2 1 Yes NA R 
(13OCT2020)

N/N

Injection site pain/
Injection site pain

2 12OCT2020 1/4 1 Yes NA R 
(15OCT2020)

N/N

NERV Headache/
Headache

2 12OCT2020 1/2 1 Yes NA R 
(13OCT2020)

N/N

16-55/
C459100
1 1264 
12641190

3^ GENRL Injection site pain/
Injection site pain

2 13OCT2020 2/2 1 Yes NA R 
(14OCT2020)

N/N

NERV Headache/
Headache

2 13OCT2020 2/2 1 Yes NA R 
(14OCT2020)

N/N

16-55/
C459100

3^ GENRL Chills/
Chills

2 12OCT2020 1/1 1 Yes NA R 
(12OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1264 
12641197

Fatigue/
Fatigue

2 12OCT2020 1/1 1 Yes NA R 
(12OCT2020)

N/N

GASTR Abdominal pain upper/
Stomach pain

2 13OCT2020 2/1 1 Yes NA R 
(13OCT2020)

N/N

MUSC Arthralgia/
Arthralgia

2 13OCT2020 2/2 1 Yes NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 1264 
12641200

3^ GENRL Chills/
Chills

2 14OCT2020 1/2 1 Yes NA R 
(15OCT2020)

N/N

Pyrexia/
Fever

2 14OCT2020 1/2 1 Yes NA R 
(15OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 14OCT2020 1/2 1 Yes NA R 
(15OCT2020)

N/N

GENRL Injection site pain/
Injection site pain

2 15OCT2020 2/1 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1264 
12641206

3^ GASTR Nausea/
Nausea

2 12OCT2020 1/2 1 Yes NA R 
(13OCT2020)

N/N

MUSC Arthralgia/
Arthralgia

2 12OCT2020 1/C 2 Yes NA/TC RG N/N

NERV Hyperaesthesia/
Increased skin sensitivity

2 12OCT2020 1/C 1 Yes NA RG N/N

GENRL Injection site pain/
Injection site pain

2 13OCT2020 2/2 1 Yes NA/TC R 
(14OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1264 
12641208

3^ GENRL Fatigue/
Fatigue

1 23SEP2020 1/1 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1265 
12651004

3^ GENRL Injection site pain/
Pain at injection site (left deltoid)

2 31OCT2020 48/4 1 No O NA R 
(03NOV2020)

N/N

16-55/
C459100
1 1265 
12651010

3^ GENRL Fatigue/
Fatigue

1 28AUG2020 2/1 2 No O NA R 
(28AUG2020)

N/N

GENRL Fatigue/
Fatigue

1 29AUG2020 3/1 2 No O NA R 
(29AUG2020)

N/N

16-55/
C459100
1 1265 
12651013

3^ GENRL Fatigue/
Mild fatigue

2 02OCT2020 2/2 1 No O NA R 
(03OCT2020)

N/N

Injection site pain/
Soreness at injection site

2 02OCT2020 2/2 1 No O NA R 
(03OCT2020)

N/N

MUSC Myalgia/
New or increased muscle pain

2 02OCT2020 2/2 1 No O NA R 
(03OCT2020)

N/N

16-55/
C459100
1 1265 
12651016

3^ MUSC Myalgia/
New or increased muscle pain

1 28AUG2020 2/2 1 Yes NA R 
(29AUG2020)

N/N

16-55/
C459100
1 1265 
12651025

3^ INJ&P Vaccination complication/
Vaccination adverse reaction

1 31AUG2020 1/3 1 Yes NA R 
(02SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1265 
12651029

3^ INJ&P Vaccination complication/
Vaccination Adverse Reaction

1 01SEP2020 2/2 1 Yes NA R 
(02SEP2020)

N/N

16-55/
C459100
1 1265 
12651037

3^ GASTR Abdominal mass/
Abdominal lump

1 2020 1/C 1 No O NA N N/N

16-55/
C459100
1 1265 
12651040

3^ INFEC Herpes simplex/
Herpes simplex outbreak

2 10OCT2020 17/11 1 No O NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1265 
12651043

3^ RESP Rhinitis allergic/
Allergic rhinitis

2 28OCT2020 36/2 1 No O NA R 
(29OCT2020)

N/N

16-55/
C459100
1 1265 
12651044

3^ GENRL Pain/
Diffuse body ache

1 21SEP2020 20/3 3 Yes NA R 
(23SEP2020)

N/N

Pyrexia/
Fever

1 21SEP2020 20/3 3 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 1265 
12651059

3^ EAR Vertigo positional/
Benign positional vertigo

1 12SEP2020 9/1 1 No O NA/TCN R 
(12SEP2020)

N/N

16-55/
C459100
1 1265 
12651062

3^ GENRL Fatigue/
Fatigue

2 26SEP2020 2/2 2 Yes NA/TC R 
(27SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Arthralgia/
Arthralgias

2 26SEP2020 2/2 2 Yes NA/TC R 
(27SEP2020)

N/N

Myalgia/
Myalgias

2 26SEP2020 2/2 2 Yes NA/TC R 
(27SEP2020)

N/N

16-55/
C459100
1 1265 
12651065

3^ MUSC Pain in extremity/
Sore arm

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

16-55/
C459100
1 1265 
12651079

3^ GENRL Pyrexia/
Fever

2 01OCT2020 2/1 1 Yes NA/TC R 
(01OCT2020)

N/N

NERV Headache/
Headache

2 01OCT2020 2/1 1 Yes NA/TC R 
(01OCT2020)

N/N

16-55/
C459100
1 1265 
12651081

3^ RESP Upper-airway cough syndrome/
Post nasal drip

2 30SEP2020 2/C 1 No O NA/TC N N/N

16-55/
C459100
1 1265 
12651090

3^ GASTR Constipation/
Constipation with left lower 

quadrant pain

1 14SEP2020 5/1 2 No O NA/TC R 
(14SEP2020)

N/N

16-55/
C459100
1 1265 
12651097

3^ MUSC Tenosynovitis stenosans/
De Quervain's tenosynovitis

2 09OCT2020 9/C 1 No O NA/TC N N/N

16-55/
C459100
1 1265 
12651099

3^ GASTR Dyspepsia/
Dyspepsia

1 25SEP2020 15/C 1 No CD NA/TC RG N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1265 
12651101

3^ METAB Hypoglycaemia/
Hypoglycemia

1 12SEP2020 2/2 3 No CD NA/TC R 
(13SEP2020)

Y/N

GASTR Abdominal pain/
Abdominal pain

1 25SEP2020 15/14 2 No O NA/TC R 
(08OCT2020)

N/N

PSYCH Confusional state/
Confusion/altered mental status

1 28SEP2020 18/2 2 No CD NA R 
(29SEP2020)

N/N

IMMU
N

Hypersensitivity/
Allergic reaction

2 30OCT2020 31/3 1 No O NA/TC R 
(01NOV2020)

N/N

16-55/
C459100
1 1265 
12651136

3^ MUSC Back pain/
Lower back pain

2 26OCT2020 19/C 1 No O NA N N/N

16-55/
C459100
1 1265 
12651138

3^ GENRL Fatigue/
Mild fatigue

2 13OCT2020 6/4 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1265 
12651143

3^† GASTR Diarrhoea/
Diarrhea

2 20OCT2020 14/3 1 No O NA R 
(22OCT2020)

N/N

EYE Meibomianitis/
Right eye meibomitis

2 24OCT2020 18/C 1 No O NA/TC N N/N

INFEC Conjunctivitis/
Right eye conjunctivitis

2 24OCT2020 18/C 1 No O NA/TC N N/N

16-55/
C459100

3^ GASTR Toothache/
TOOTH PAIN

1 06OCT2020 19/3 1 No O NA/TC R 
(08OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1265 
12651145

GENRL Pyrexia/
FEVER

1 06OCT2020 19/3 1 No O NA/TC R 
(08OCT2020)

N/N

16-55/
C459100
1 1265 
12651149

3^ UNC BOTH UNDERARM LYMPH 
NODE@@/

Both underarm lymph node

2 14OCT2020 2/2 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1265 
12651151

3^ GASTR Rectal haemorrhage/
Rectal bleeding

2 28OCT2020 15/6 1 No O NA R 
(02NOV2020)

N/N

16-55/
C459100
1 1265 
12651153

3^ RESP Asthma/
Asthma exacerbation

1 28SEP2020 8/1 1 No O NA/TC R 
(28SEP2020)

N/N

EYE Amaurosis fugax/
Right eye blindness, diagnosed 
with Right Amaurosis Fugax

2 01NOV2020 20/1 2 No O NA R 
(01NOV2020)

N/N

16-55/
C459100
1 1265 
12651155

3^ GENRL Fatigue/
Slight fatigue

1 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

Injection site discomfort/
Discomfort at injection site

1 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1265 
12651161

3^ INFEC Gastroenteritis/
Gastroenteritis

1 11OCT2020 20/2 1 No O NA R 
(12OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1265 
12651168

3^ MUSC Back pain/
Lower back pain

1 25SEP2020 3/3 1 No O NA R 
(27SEP2020)

N/N

RENAL Pollakiuria/
Frequent Urination

1 25SEP2020 3/3 1 No O NA R 
(27SEP2020)

N/N

RENAL Costovertebral angle tenderness/
Costovertebral angle tenderness

1 28SEP2020 6/4 1 No O NA R 
(01OCT2020)

N/N

Pollakiuria/
Urinary frequency

1 28SEP2020 6/4 1 No O NA R 
(01OCT2020)

N/N

MUSC Back pain/
Lower back pain

2 17OCT2020 4/3 1 No O NA R 
(19OCT2020)

N/N

RENAL Pollakiuria/
Frequent urination

2 17OCT2020 4/3 1 No O NA R 
(19OCT2020)

N/N

16-55/
C459100
1 1265 
12651173

3^ RESP Rhinorrhoea/
RUNNY NOSE

2 17OCT2020 5/4 1 No O NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1265 
12651174

3^ GENRL Sensation of foreign body/
Globus Sensation

1 14OCT2020 21/7 1 Yes NA/TC R 
(20OCT2020)

N/N

16-55/
C459100
1 1265 
12651180

3^ REPRO Ovarian cyst/
New diagnosis of left ovarian 

complex cyst

1 08OCT2020 14/C 1 No O NA N N/N

16-55/
C459100

3^† NERV Hypoaesthesia/
Left arm numbness

2 17OCT2020 2/13 1 No O NA R 
(29OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1265 
12651186

16-55/
C459100
1 1269 
12691016

3^ GENRL Chills/
chills

2 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

Pyrexia/
fever

2 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

RESP Oropharyngeal pain/
sore throat

2 23SEP2020 14/5 1 No O NA R 
(27SEP2020)

N/N

16-55/
C459100
1 1269 
12691022

3^ NERV Headache/
headache

2 11SEP2020 1/2 1 Yes NA/TC R 
(12SEP2020)

N/N

MUSC Myalgia/
muscle aches

2 12SEP2020 2/2 1 Yes NA/TC R 
(13SEP2020)

N/N

GASTR Nausea/
Nausea

2 13SEP2020 3/3 1 Yes NA R 
(15SEP2020)

N/N

GENRL Chills/
chills

2 13SEP2020 3/1 1 Yes NA/TC R 
(13SEP2020)

N/N

16-55/
C459100
1 1269 
12691029

3^ NERV Headache/
headache

2 12SEP2020 2/2 1 Yes NA/TC R 
(13SEP2020)

N/N

Somnolence/
drowsiness

2 12SEP2020 2/1 1 Yes NA/TC R 
(12SEP2020)

N/N

16-55/
C459100

3^ GENRL Chills/
chills

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1269 
12691042

Fatigue/
fatigue

2 14SEP2020 1/3 1 Yes NA R 
(16SEP2020)

N/N

MUSC Pain in extremity/
arm soreness

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1269 
12691050

3^ RESP Dyspnoea/
Shortness of breath

1 28AUG2020 4/1 1 No O NA/TC R 
(28AUG2020)

N/N

Nasal congestion/
Nasal congestion

1 28AUG2020 4/1 1 No O NA/TC R 
(28AUG2020)

N/N

RESP Dyspnoea/
Shortness of breath

2 15SEP2020 1/1 1 No O NA R 
(15SEP2020)

N/N

16-55/
C459100
1 1269 
12691056

3^ GENRL Chills/
chills

2 16SEP2020 2/1 1 Yes NA R 
(16SEP2020)

N/N

Pyrexia/
fever

2 16SEP2020 2/1 1 Yes NA/TC R 
(16SEP2020)

N/N

NERV Headache/
headache

2 16SEP2020 2/2 1 Yes NA/TC R 
(17SEP2020)

N/N

16-55/
C459100
1 1269 
12691058

3^ GENRL Chills/
chills

2 16SEP2020 1/2 1 Yes NA/TC R 
(17SEP2020)

N/N

Pyrexia/
fever

2 16SEP2020 1/2 1 Yes NA/TC R 
(17SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
body muscle aches

2 16SEP2020 1/2 1 Yes NA/TC R 
(17SEP2020)

N/N

16-55/
C459100
1 1269 
12691063

3^ GENRL Chills/
chills

2 18SEP2020 2/1 1 Yes NA/TC R 
(18SEP2020)

N/N

MUSC Myalgia/
muscle aches

2 18SEP2020 2/1 1 Yes NA/TC R 
(18SEP2020)

N/N

NERV Headache/
headache

2 18SEP2020 2/1 1 Yes NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1269 
12691064

3^ GENRL Fatigue/
fatigue

2 17SEP2020 1/2 1 Yes NA/TC R 
(18SEP2020)

N/N

Injection site pain/
soreness at injection site

2 17SEP2020 1/2 1 Yes NA/TC R 
(18SEP2020)

N/N

NERV Headache/
headache

2 17SEP2020 1/2 1 Yes NA/TC R 
(18SEP2020)

N/N

GENRL Chills/
chills

2 18SEP2020 2/1 1 Yes NA/TC R 
(18SEP2020)

N/N

Pyrexia/
fever

2 18SEP2020 2/1 1 Yes NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1269 
12691065

3^ GENRL Fatigue/
fatigue

1 28AUG2020 2/2 1 Yes NA R 
(29AUG2020)

N/N

GENRL Chills/
chills

1 29AUG2020 3/1 1 Yes NA R 
(29AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever

1 29AUG2020 3/1 2 Yes NA/TC R 
(29AUG2020)

N/N

RESP Nasal congestion/
nasal congestion

1 29AUG2020 3/1 1 Yes NA R 
(29AUG2020)

N/N

GENRL Fatigue/
fatigue

1 03SEP2020 8/1 1 No O NA R 
(03SEP2020)

N/N

RESP Cough/
cough

1 03SEP2020 8/1 1 No O NA/TC R 
(03SEP2020)

N/N

Dyspnoea/
shortness of breath

1 03SEP2020 8/1 1 No O NA/TC R 
(03SEP2020)

N/N

16-55/
C459100
1 1269 
12691076

3^ GASTR Diarrhoea/
diarrhea

1 07SEP2020 11/6 1 No O NA/TC R 
(12SEP2020)

N/N

Nausea/
nausea

1 07SEP2020 11/6 1 No O NA/TC R 
(12SEP2020)

N/N

Vomiting/
vomiting

1 07SEP2020 11/1 1 No O NA/TC R 
(07SEP2020)

N/N

16-55/
C459100
1 1269 
12691078

3^ GENRL Chills/
chills

2 19SEP2020 2/1 1 Yes NA/TC R 
(19SEP2020)

N/N

Fatigue/
fatigue

2 19SEP2020 2/1 1 Yes NA/TC R 
(19SEP2020)

N/N

METAB Decreased appetite/
loss of appetite

2 19SEP2020 2/1 1 Yes NA R 
(19SEP2020)

N/N

16-55/
C459100

3^ GENRL Mucosal disorder/
increased mucus production

2 04OCT2020 14/3 1 No O NA R 
(06OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1269 
12691087

RESP Throat irritation/
scratchy throat

2 04OCT2020 14/3 1 No O NA R 
(06OCT2020)

N/N

16-55/
C459100
1 1269 
12691088

3^ GASTR Abdominal pain lower/
lower abdominal pain

2 22SEP2020 2/7 1 No O NA/TC R 
(28SEP2020)

N/N

16-55/
C459100
1 1269 
12691091

3^ GENRL Injection site pain/
soreness at injection site

2 22SEP2020 1/3 1 Yes NA/TC R 
(24SEP2020)

N/N

GENRL Chills/
chills

2 23SEP2020 2/1 1 Yes NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1269 
12691094

3^ GENRL Chills/
chills

2 22SEP2020 1/2 1 Yes NA/TC R 
(23SEP2020)

N/N

Pyrexia/
fever

2 22SEP2020 1/2 1 Yes NA/TC R 
(23SEP2020)

N/N

NERV Headache/
Headache

2 23SEP2020 2/1 1 Yes NA/TC R 
(23SEP2020)

N/N

16-55/
C459100
1 1269 
12691097

3^ CARD Palpitations/
palpitation

1 09SEP2020 9/1 1 Yes NA R 
(09SEP2020)

N/N

GENRL Chills/
chills

1 09SEP2020 9/1 1 Yes NA/TC R 
(09SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
fever

1 09SEP2020 9/1 1 Yes NA/TC R 
(09SEP2020)

N/N

MUSC Myalgia/
muscle aches

1 09SEP2020 9/1 1 Yes NA/TC R 
(09SEP2020)

N/N

INJ&P Facial bones fracture/
fractured nose

1 17SEP2020 17/5 2 No O NA/TC R 
(21SEP2020)

N/N

16-55/
C459100
1 1269 
12691105

3^ GENRL Pyrexia/
fever

1 02SEP2020 1/2 1 Yes NA/TC R 
(03SEP2020)

N/N

NERV Ageusia/
loss of taste

1 02SEP2020 1/3 1 Yes NA R 
(04SEP2020)

N/N

Headache/
headache

1 02SEP2020 1/3 1 Yes NA/TC R 
(04SEP2020)

N/N

16-55/
C459100
1 1269 
12691116

3^ GENRL Pyrexia/
fever

2 24SEP2020 1/2 1 Yes NA/TC R 
(25SEP2020)

N/N

MUSC Myalgia/
muscle aches

2 24SEP2020 1/2 1 Yes NA/TC R 
(25SEP2020)

N/N

16-55/
C459100
1 1269 
12691125

3^ GENRL Chills/
chills

2 30SEP2020 2/1 1 Yes NA/TC R 
(30SEP2020)

N/N

Injection site pain/
soreness at injection site

2 30SEP2020 2/2 1 Yes NA/TC R 
(01OCT2020)

N/N

Pyrexia/
fever

2 30SEP2020 2/1 1 Yes NA/TC R 
(30SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
myalgias

2 30SEP2020 2/2 1 Yes NA/TC R 
(01OCT2020)

N/N

16-55/
C459100
1 1269 
12691126

3^ GASTR Paraesthesia oral/
tingling in mouth,lips and tongue

1 10SEP2020 2/3 1 Yes NA R 
(12SEP2020)

N/N

GENRL Chest discomfort/
chest pressure

1 10SEP2020 2/1 1 Yes NA R 
(10SEP2020)

N/N

MUSC Arthralgia/
achy joints

1 10SEP2020 2/3 1 Yes NA/TC R 
(12SEP2020)

N/N

NERV Hypogeusia/
diminished sense of taste

1 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

Hyposmia/
Diminished sense of smell

1 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

RESP Dyspnoea/
shortness of breath

1 10SEP2020 2/1 1 No O NA R 
(10SEP2020)

N/N

Oropharyngeal discomfort/
throat discomfort

1 10SEP2020 2/3 1 Yes NA R 
(12SEP2020)

N/N

GENRL Chills/
chills

1 12SEP2020 4/2 1 Yes NA/TC R 
(13SEP2020)

N/N

RESP Cough/
dry cough

1 16SEP2020 8/2 1 No O NA R 
(17SEP2020)

N/N

Dyspnoea/
shortness of breath

1 16SEP2020 8/2 1 No O NA R 
(17SEP2020)

N/N

Oropharyngeal pain/
sore throat

1 16SEP2020 8/2 1 No O NA/TC R 
(17SEP2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
tenderness at injection site

1 09SEP2020 1/3 1 Yes NA R 
(11SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1269 
12691127

GENRL Fatigue/
fatigue

1 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

Pyrexia/
fever

1 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

MUSC Myalgia/
muscle aches

1 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1269 
12691129

3^ GENRL Fatigue/
fatigue

2 03OCT2020 4/2 1 No O NA R 
(04OCT2020)

N/N

Injection site pain/
muscle pain at the injection site

2 03OCT2020 4/2 1 Yes NA R 
(04OCT2020)

N/N

PSYCH Insomnia/
insomnia

2 03OCT2020 4/2 1 No O NA R 
(04OCT2020)

N/N

16-55/
C459100
1 1269 
12691136

3^ GENRL Chills/
chills

2 02OCT2020 2/1 1 Yes NA R
(02OCT2020)

N/N

Malaise/
malaise

2 02OCT2020 2/1 1 Yes NA R 
(02OCT2020)

N/N

Pyrexia/
fever

2 02OCT2020 2/1 1 Yes NA/TC R 
(02OCT2020)

N/N

MUSC Myalgia/
muscle soreness

2 02OCT2020 2/1 1 Yes NA R 
(02OCT2020)

N/N

16-55/
C459100

3^ GASTR Nausea/
Nausea

1 25AUG2020 1/1 1 Yes NA/TC R 
(25AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1270 
12701003

16-55/
C459100
1 1270 
12701011

3^ GENRL Injection site pain/
Pain at injection site

1 26AUG2020 1/4 1 Yes NA R 
(29AUG2020)

N/N

NERV Headache/
Headache

1 26AUG2020 1/3 1 Yes NA/TC R 
(28AUG2020)

N/N

16-55/
C459100
1 1270 
12701015

3^ SKIN Skin irritation/
Worsening skin irritation in arm 

pits

2 21OCT2020 35/C 1 No O NA/TC N N/N

16-55/
C459100
1 1270 
12701018

3^ GENRL Pyrexia/
Fever

2 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

16-55/
C459100
1 1270 
12701020

3^ GENRL Fatigue/
Fatigue

1 30AUG2020 4/3 1 Yes NA R 
(01SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 19SEP2020 3/3 2 Yes NA R 
(21SEP2020)

N/N

Pain/
Body Aches

2 19SEP2020 3/3 2 Yes NA R 
(21SEP2020)

N/N

16-55/
C459100
1 1270 
12701022

3^ MUSC Flank pain/
Flank Pain

2 01OCT2020 14/C 1 No O NA N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Muscle spasms/
Muscle Spasm of Back

2 01OCT2020 14/C 1 No O NA N N/N

Spinal osteoarthritis/
Osteoathritis of Spine

2 01OCT2020 14/C 1 No O NA/TC N N/N

16-55/
C459100
1 1270 
12701025

3^ MUSC Arthralgia/
Left wrist joint pain

1 15SEP2020 19/8 1 No O NA/TC/TCN R 
(22SEP2020)

N/N

GENRL Pyrexia/
Fever

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

16-55/
C459100
1 1270 
12701030

3^ GENRL Chills/
Chills

2 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

MUSC Myalgia/
Muscle Aches

2 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

NERV Headache/
Headache

2 22SEP2020 2/1 1 Yes NA/TC R 
(22SEP2020)

N/N

16-55/
C459100
1 1270 
12701034

3^ GENRL Chills/
Chills

1 04SEP2020 5/2 1 Yes NA R 
(05SEP2020)

N/N

RESP Upper-airway cough syndrome/
Postnasal drip

1 04SEP2020 5/2 1 No O NA R 
(05SEP2020)

N/N

16-55/
C459100
1 1270 
12701037

3^ GENRL Injection site pain/
Injection Site Pain

1 02SEP2020 2/2 1 Yes NA R 
(03SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INV Alanine aminotransferase 
increased/

Increased ALT

2 15OCT2020 24/C 1 No O NA RG N/N

16-55/
C459100
1 1270 
12701051

3^ GENRL Chills/
Chills

1 23SEP2020 22/2 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 1270 
12701056

3^ INFEC Acute sinusitis/
Acute Sinusitis

1 19OCT2020 47/10 1 No O NA/TC R 
(28OCT2020)

N/N

16-55/
C459100
1 1270 
12701065

3^ REPRO Postmenopausal haemorrhage/
Post menopausal bleeding

1 11SEP2020 8/12 1 No O NA R 
(22SEP2020)

N/N

INV Blood thyroid stimulating 
hormone increased/

Elevated Thyroid Stimulating 
Hormone Lab Test

2 19OCT2020 25/C 1 No O NA/TC N N/N

16-55/
C459100
1 1270 
12701068

3^ GENRL Injection site pain/
Pain at injection site

1 04SEP2020 1/2 1 Yes NA R 
(05SEP2020)

N/N

16-55/
C459100
1 1270
12701069

3^ INFEC Appendicitis/
APPENDICITIS

1 20SEP2020 17/3 3 No O NA/TC/TCN R 
(22SEP2020)

Y/N

INV Blood cholesterol increased/
Elevated Cholesterol

2 08OCT2020 9/C 1 No O NA/TCN N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Low density lipoprotein 
increased/

Elevated Low-Density
Lipoprotein

2 08OCT2020 9/C 1 No O NA/TCN N N/N

16-55/
C459100
1 1270 
12701071

3^ MUSC Rotator cuff syndrome/
Impingement Syndrome of 

Bilateral Shoulders

1 18SEP2020 11/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1270 
12701074

3^ SKIN Rash/
Rash to Chest

1 12SEP2020 5/15 1 Yes NA R 
(26SEP2020)

N/N

16-55/
C459100
1 1270 
12701076

3^ GASTR Nausea/
Nausea*

08SEP2020 1/1 1 No O NA R 
(08SEP2020)

N/N

GASTR Nausea/
Nausea

2 30SEP2020 1/2 2 No O NA R 
(01OCT2020)

N/N

GENRL Injection site pain/
Injection site pain

2 30SEP2020 1/2 2 Yes NA/TC R 
(01OCT2020)

N/N

Pyrexia/
Fever

2 30SEP2020 1/2 2 Yes NA R 
(01OCT2020)

N/N

METAB Decreased appetite/
Decreased Appetite

2 30SEP2020 1/2 2 Yes NA R 
(01OCT2020)

N/N

MUSC Myalgia/
Muscle Aches

2 30SEP2020 1/2 2 Yes NA/TC R 
(01OCT2020)

N/N

NERV Headache/
Headache

2 30SEP2020 1/2 2 Yes NA/TC R 
(01OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1270 
12701082

3^ MUSC Arthralgia/
New joint pains

1 10SEP2020 2/4 2 Yes NA R 
(13SEP2020)

N/N

Myalgia/
New muscle aches

1 10SEP2020 2/4 2 Yes NA R 
(13SEP2020)

N/N

VASC Hot flush/
Hot Flashes

1 10SEP2020 2/4 1 Yes NA R 
(13SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 01OCT2020 1/5 1 Yes NA R 
(05OCT2020)

N/N

SKIN Hyperhidrosis/
Sweating

2 01OCT2020 1/5 1 Yes NA R 
(05OCT2020)

N/N

16-55/
C459100
1 1270 
12701084

3^ UNC DIVERTICULITIS@@/
Diverticulitis

2 01OCT2020 3/12 1 No O NA/TC R 
(12OCT2020)

N/N

16-55/
C459100
1 1270 
12701085

3^ INFEC Acute sinusitis/
Acute Sinusitis

1 14SEP2020 5/14 2 No O NA/TCN R 
(27SEP2020)

N/N

16-55/
C459100
1 1270 
12701086

3^ GENRL Injection site pain/
Injection Site Pain

2 02OCT2020 1/3 1 Yes NA/TC R 
(04OCT2020)

N/N

16-55/
C459100
1 1270 
12701089

3^ IMMU
N

Seasonal allergy/
Worsening seasonal allergies

2 15OCT2020 14/14 2 No O NA/TC R 
(28OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1270 
12701090

3^ GENRL Chills/
Chills

1 11SEP2020 2/1 2 Yes NA R 
(11SEP2020)

N/N

16-55/
C459100
1 1270 
12701097

3^ NERV Headache/
Headache

1 11SEP2020 1/4 1 Yes NA/TC R 
(14SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 12SEP2020 2/11 2 Yes NA R 
(22SEP2020)

N/N

Injection site pain/
Left arm pain at injection site

1 12SEP2020 2/3 1 Yes NA/TC R 
(14SEP2020)

N/N

MUSC Myalgia/
Muscle aches

1 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

NERV Dizziness/
Dizziness

1 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

MUSC Tendon disorder/
Cystic lesion in medial 

patellofemoral retinaculum

1 24SEP2020 14/C 1 No O NA N N/N

INFEC Otitis externa/
Right otitis externa

2 12OCT2020 11/11 1 No O NA/TC R 
(22OCT2020)

N/N

Otitis media/
Right otitis media

2 12OCT2020 11/11 1 No O NA/TC R 
(22OCT2020)

N/N

16-55/
C459100
1 1270 
12701107

3^ INFEC Ophthalmic herpes zoster/
Right eye herpes zoster keratitis 

(worsening)

2 23OCT2020 19/C 1 No O NA/TC/TCN N N/N

16-55/
C459100

3^ GENRL Chills/
Chills

2 09OCT2020 1/2 1 Yes NA R 
(10OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1270 
12701119

Pain/
Body Aches

2 09OCT2020 1/2 1 Yes NA R 
(10OCT2020)

N/N

MUSC Myalgia/
Muscle Aches

2 09OCT2020 1/2 1 Yes NA R 
(10OCT2020)

N/N

GENRL Pyrexia/
Fever

2 10OCT2020 2/1 1 Yes NA R 
(10OCT2020)

N/N

16-55/
C459100
1 1270 
12701121

3^ UNC VERTIGO@@/
Vertigo

2 04NOV2020 21/9 1 No O NA R 
(12NOV2020)

N/N

16-55/
C459100
1 1270 
12701122

3^ GENRL Injection site pain/
Injection site pain

1 17SEP2020 1/2 2 Yes NA/TC R 
(18SEP2020)

N/N

16-55/
C459100
1 1270 
12701124

3^ GENRL Injection site pain/
Injection site pain

1 17SEP2020 1/4 1 Yes NA R 
(20SEP2020)

N/Y

16-55/
C459100
1 1270 
12701128

3^ GENRL Fatigue/
Fatigue

1 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

METAB Decreased appetite/
Loss of appetite

1 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

UNC FATIGUE@@/
Fatigue

2 10OCT2020 2/2 1 Yes NA R 
(11OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1270 
12701129

3^ GENRL Chills/
Chills

2 09OCT2020 1/2 1 Yes NA/TC R 
(10OCT2020)

N/N

Pain/
Body Aches

2 09OCT2020 1/2 1 Yes NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 1270 
12701132

3^ MUSC Back pain/
Burning-like back pain 

(worsening)

1 23SEP2020 6/22 2 No O NA R 
(14OCT2020)

N/N

Neck pain/
Increased neck pain (worsening)

1 23SEP2020 6/22 2 No O NA R 
(14OCT2020)

N/N

PSYCH Sleep disorder/
Sleep disturbance

1 23SEP2020 6/22 1 No O NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1270 
12701135

3^ EAR Eustachian tube dysfunction/
Left eustachian tube dysfunction

1 02OCT2020 15/27 1 No O NA/TC R 
(28OCT2020)

N/N

16-55/
C459100
1 1270 
12701137

3^ UNC ELEVATED LOW-DENSITY 
LIPOPROTEIN@@/

Elevated low-density lipoprotein

1 23SEP2020 3/C 1 No O NA N N/N

UNC POSITIVE HERPES SIMPLEX 
VIRUS@@/

Positive Herpes Simplex Virus

1 24SEP2020 4/C 1 NA N/N

GASTR Nausea/
Nausea

2 12OCT2020 1/3 2 Yes NA/TC R 
(14OCT2020)

N/N

GENRL Chills/
Chills

2 12OCT2020 1/2 2 Yes NA R 
(13OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever

2 12OCT2020 1/3 2 Yes NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 1270 
12701142

3^ BLOOD Lymphadenopathy/
Swollen left superficial cervical 

lymph node

1 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

UNC FEVER@@/
Fever

2 13OCT2020 2/2 1 Yes NA R 
(14OCT2020)

N/N

16-55/
C459100
1 4444 
44441003

3^ GENRL Pyrexia/
fever

2 13OCT2020 2/2 2 Yes NA/TC R 
(14OCT2020)

N/N

NERV Headache/
headache

2 13OCT2020 2/C 2 Yes NA/TC N N/N

16-55/
C459100
1 4444 
44441007

3^ INJ&P Procedural haemorrhage/
Intraoperative hemorrhage 

during an elective laparoscopic 
ovarian cystectomy

1 03OCT2020 13/5 3 No O NA/TC R 
(07OCT2020)

Y/N

REPRO Haemorrhagic ovarian cyst/
Hemorrhagic cyst of the right 

ovary

1 21OCT2020 31/C 1 No O NA/TC N N/N

16-55/
C459100
1 4444 
44441012

3^ INFEC Oral herpes/
cold sore

2 02NOV2020 21/8 1 No O NA/TC R 
(09NOV2020)

N/N

16-55/
C459100
1 4444 
44441015

3^ MUSC Myalgia/
left arm muscle pain

1 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 4444 
44441016

3^ NERV Syncope/
Vasovagal syncope

2 13NOV2020 32/1 1 No O NA R 
(13NOV2020)

N/N

16-55/
C459100
1 4444 
44441017

3^ MUSC Back pain/
Low back pain

2 29OCT2020 17/C 2 No O NA/TC RG N/N

16-55/
C459100
1 4444 
44441028

3^ GENRL Pyrexia/
Fever

2 13OCT2020 2/1 1 Yes NA R 
(13OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 13OCT2020 2/1 1 Yes NA R 
(13OCT2020)

N/N

NERV Headache/
Headache

2 13OCT2020 2/1 2 Yes NA R 
(13OCT2020)

N/N

16-55/
C459100
1 4444 
44441071

3^ GASTR Diarrhoea/
Diarrhea

1 28SEP2020 8/3 1 No O NA/TCN R 
(30SEP2020)

N/N

GASTR Abdominal pain upper/
Left upper quadrant abdominal 

pain

1 01OCT2020 11/20 2 No O NA/TC R 
(20OCT2020)

N/N

16-55/
C459100
1 4444 
44441095

3^ MUSC Neck pain/
Neck pain

1 29SEP2020 9/3 1 No O NA/TC R 
(01OCT2020)

N/N

16-55/
C459100

3^ RENAL Dysuria/
dysuria

2 27OCT2020 15/14 1 No O NA/TC R 
(09NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 4444 
44441100

16-55/
C459100
1 4444 
44441113

3^ GASTR Toothache/
toothache

1 30SEP2020 10/7 1 No O NA/TC R 
(06OCT2020)

N/N

INFEC Gingivitis/
Gingivitis

1 30SEP2020 10/7 1 No O NA/TC R 
(06OCT2020)

N/N

16-55/
C459100
1 4444 
44441121

3^ MUSC Arthralgia/
Arthralgia of elbows and knees

2 14OCT2020 2/4 1 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100
1 4444 
44441125

3^ NERV Headache/
headache

2 14OCT2020 2/1 2 Yes NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 4444 
44441134

3^ MUSC Back pain/
Worsening low back pain

1 03OCT2020 13/2 1 No O NA/TC R 
(04OCT2020)

N/N

16-55/
C459100
1 4444 
44441144

3^ GASTR Diarrhoea/
diarrhea

1 09OCT2020 19/2 2 No O NA R 
(10OCT2020)

N/N

16-55/
C459100
1 4444 
44441149

3^ MUSC Arthralgia/
Left omalgia

1 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

1 22SEP2020 2/1 1 No O NA R 
(22SEP2020)

N/N

GASTR Odynophagia/
Odynophagia

1 23SEP2020 3/1 1 Yes NA R 
(23SEP2020)

N/N

GENRL Chills/
Shaking chills

1 24SEP2020 4/1 1 Yes NA R 
(24SEP2020)

N/N

16-55/
C459100
1 4444 
44441154

3^ GENRL Pyrexia/
38.0 C fever

2 15OCT2020 2/2 1 Yes NA/TC R 
(16OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 15OCT2020 2/2 1 Yes NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 4444 
44441157

3^ METAB Dyslipidaemia/
Dyslipidemia

1 07OCT2020 17/36 1 No O NA/TC R 
(11NOV2020)

N/N

VASC Arteriosclerosis/
Atherosclerosis of vessels of the 

neck

1 07OCT2020 17/14 1 No O NA/TC R 
(20OCT2020)

N/N

16-55/
C459100
1 4444 
44441160

3^ GENRL Pyrexia/
fever

1 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

NEOPL Lipoma/
worsening of soft tissue tumor 

resembling lipoma

1 01OCT2020 11/42 1 No O NA R 
(11NOV2020)

N/N

16-55/
C459100

3^ GENRL Injection site pain/
Injection site pain

2 13OCT2020 1/5 1 Yes NA/TC R 
(17OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 4444 
44441166

16-55/
C459100
1 4444 
44441176

3^ GENRL Pyrexia/
Fever

2 14OCT2020 1/1 1 Yes NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 4444 
44441192

3^ GENRL Asthenia/
Asthenia

2 13OCT2020 2/3 2 Yes NA/TC R 
(15OCT2020)

N/N

Injection site pain/
Injection site pain

2 13OCT2020 2/3 3 Yes NA/TC R 
(15OCT2020)

N/N

Pyrexia/
Fever

2 13OCT2020 2/1 2 Yes NA/TC R 
(13OCT2020)

N/N

MUSC Muscular weakness/
arm weakness

2 13OCT2020 2/3 2 Yes NA/TC R 
(15OCT2020)

N/N

16-55/
C459100
1 4444 
44441203

3^ GENRL Injection site pruritus/
Itching at injection site

2 14OCT2020 3/4 1 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100
1 4444 
44441209

3^ NERV Headache/
Headache

1 25SEP2020 5/2 1 Yes NA R 
(26SEP2020)

N/N

16-55/
C459100
1 4444 
44441232

3^ GENRL Pyrexia/
Fever

2 13OCT2020 1/2 1 Yes NA/TC R 
(14OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 4444 
44441243

3^ GENRL Pyrexia/
fever

2 14OCT2020 2/1 1 Yes NA/TC R 
(14OCT2020)

N/N

NERV Headache/
headache

2 14OCT2020 2/1 1 Yes NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 4444 
44441249

3^ UNC JAMMED RIGHT INGUINAL 
HERNIA@@/

Jammed Right inguinal hernia

1 05OCT2020 15/18 3 No O NA/TC/TCN R 
(22OCT2020)

Y/N

16-55/
C459100
1 4444 
44441268

3^ GASTR Vomiting/
Vomits

1 12OCT2020 22/1 2 No O NA R 
(12OCT2020)

N/N

16-55/
C459100
1 4444 
44441275

3^ INFEC Periodontitis/
periodontal infection

2 22OCT2020 10/15 1 No O NA/TC R 
(05NOV2020)

N/N

16-55/
C459100
1 4444 
44441300

3^ GENRL Injection site pain/
Injection site pain

1 23SEP2020 2/2 1 Yes NA/TC R 
(24SEP2020)

N/N

Pyrexia/
low-grade fever

1 23SEP2020 2/2 1 Yes NA/TC R 
(24SEP2020)

N/N

NERV Headache/
headache

1 23SEP2020 2/2 1 Yes NA/TC R 
(24SEP2020)

N/N

GENRL Pyrexia/
low-grade fever (37.5 C) with 

chills

2 13OCT2020 1/2 1 Yes NA/TC R 
(14OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

2 13OCT2020 1/2 1 Yes NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 4444 
44441310

3^ MUSC Muscle spasms/
Cramps in upper limbs

1 25SEP2020 4/14 1 No O NA R 
(08OCT2020)

N/N

16-55/
C459100
1 4444 
44441321

3^ VASC Varicose vein/
Worsening varicose veins in 

lower limbs

1 01OCT2020 10/30 1 No O NA R 
(30OCT2020)

N/N

GENRL Pyrexia/
fever

2 13OCT2020 2/2 1 Yes NA/TC R 
(14OCT2020)

N/N

SKIN Rash/
facial skin rash

2 22OCT2020 11/3 1 No O NA/TC R 
(24OCT2020)

N/N

16-55/
C459100
1 4444 
44441325

3^ GASTR Gastritis/
Gastritis

2 21OCT2020 8/C 1 No O NA/TC N N/N

16-55/
C459100
1 4444 
44441326

3^ GENRL Injection site pain/
Injection site pain

2 14OCT2020 2/2 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 4444 
44441330

3^ MUSC Myalgia/
Generalized myalgia

2 13OCT2020 1/2 2 Yes NA R 
(14OCT2020)

N/N

16-55/
C459100
1 4444 
44441360

3^ REPRO Testicular pain/
Pain in left testicle

1 24SEP2020 3/4 2 No O NA R 
(27SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GASTR Rectal haemorrhage/
Proctorrhagia

1 06OCT2020 15/2 2 No O NA/TC R 
(07OCT2020)

N/N

16-55/
C459100
1 4444 
44441361

3^ GENRL Fatigue/
Tiredness

1 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

MUSC Myalgia/
mild muscle pain.

1 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 4444 
44441388

3^ INFEC Periodontitis/
Periodontal infection

2 06NOV2020 25/7 1 No O NA/TCN R 
(12NOV2020)

N/N

16-55/
C459100
1 4444 
44441390

3^ GENRL Injection site pain/
injection site pain

2 12OCT2020 1/2 1 Yes NA/TC R 
(13OCT2020)

N/N

Pyrexia/
fever

2 12OCT2020 1/2 1 No O NA/TC R 
(13OCT2020)

N/N

16-55/
C459100
1 4444 
44441400

3^ GENRL Injection site pain/
injection site pain

2 12OCT2020 1/2 1 Yes NA/TC R 
(13OCT2020)

N/N

16-55/
C459100
1 4444 
44441402

3^ INJ&P Ligament sprain/
Type 1 sprain on right ankle mild 

intensity

1 25SEP2020 4/20 1 No O NA R 
(14OCT2020)

N/N

16-55/
C459100
1 4444 
44441408

3^ GENRL Pyrexia/
Fever

2 13OCT2020 1/2 2 Yes NA/TC R 
(14OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 4444 
44441413

3^ GENRL Chills/
Shaking chills

1 23SEP2020 2/1 1 Yes NA R
(23SEP2020)

N/N

16-55/
C459100
1 4444 
44441432

3^ INFEC Sinusitis/
Sinusitis

1 23SEP2020 2/7 2 No O NA R 
(29SEP2020)

N/N

16-55/
C459100
1 4444 
44441433

3^ MUSC Arthralgia/
arthralgia

2 14OCT2020 2/2 2 No O NA/TC R 
(15OCT2020)

N/N

Myalgia/
myalgia

2 14OCT2020 2/2 2 No O NA/TC R 
(15OCT2020)

N/N

16-55/
C459100
1 4444 
44441435

3^ REPRO Pelvic pain/
Pelvic pain

2 06NOV2020 24/C 1 No O NA N N/N

16-55/
C459100
1 4444 
44441436

3^ GENRL Pyrexia/
Fever

2 13OCT2020 2/1 2 Yes NA/TC R 
(13OCT2020)

N/N

16-55/
C459100
1 4444 
44441442

3^ INFEC Urinary tract infection/
Urinary infection

2 26OCT2020 14/8 1 No O NA/TC R 
(02NOV2020)

N/N

16-55/
C459100
1 4444 
44441452

3^ INJ&P Animal bite/
Cat bite on right hand with a 

puncture wound.

2 22OCT2020 10/C 1 No O NA/TC RG N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 4444 
44441457

3^ INFEC Tooth infection/
Dental infection

2 07NOV2020 24/6 2 No O NA/TC/TCN R 
(12NOV2020)

N/N

16-55/
C459100
1 4444 
44441483

3^ GENRL Pyrexia/
fever

2 13OCT2020 1/3 2 Yes NA/TC R 
(15OCT2020)

N/N

16-55/
C459100
1 4444 
44441487

3^ NERV Headache/
headache

1 24SEP2020 3/6 1 No O NA/TC R 
(29SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 13OCT2020 2/2 1 Yes NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 4444 
44441494

3^ GASTR Gastritis/
Gastritis

1 24SEP2020 3/C 1 No O NA/TC RG N/N

INV Colonoscopy/
Colonoscopy

1 24SEP2020 3/1 1 No O NA R 
(24SEP2020)

N/N

Endoscopy upper gastrointestinal 
tract/

Upper Digestive Video 
Endoscopy

1 24SEP2020 3/1 1 No O NA R 
(24SEP2020)

N/N

NEOPL Colon adenoma/
Colonic Polyp (Histologic 

analysis: tubular adenoma. Low-
grade dysplasia)

1 24SEP2020 3/1 1 No O NA/TCN R 
(24SEP2020)

N/N

SURG Polypectomy/
Polypectomy

1 24SEP2020 3/1 1 No O NA/TCN R 
(24SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

PSYCH Depression/
Worsening Depression

2 11NOV2020 30/C 2 No O NA/TC N N/N

16-55/
C459100
1 4444 
44441499

3^ MUSC Myalgia/
GENERALIZED MYALGIA

1 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

MUSC Myalgia/
myalgia

2 15OCT2020 2/1 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 4444 
44441503

3^ NERV Migraine/
Worsening of migraine.

1 06OCT2020 15/4 2 No O NA/TC R 
(09OCT2020)

N/N

16-55/
C459100
1 4444 
44441505

3^ GENRL Injection site pain/
right arm pain at injection site

1 24SEP2020 3/1 1 Yes NA R 
(24SEP2020)

N/N

GENRL Injection site pain/
Pain at the injection site

2 13OCT2020 1/3 1 Yes NA/TC R 
(15OCT2020)

N/N

16-55/
C459100
1 4444 
44441506

3^ GENRL Asthenia/
Asthenia

1 03OCT2020 12/16 1 No O NA/TCN R 
(18OCT2020)

N/N

16-55/
C459100
1 4444 
44441514

3^ MUSC Pain in extremity/
Left arm pain

2 12OCT2020 1/5 1 Yes NA R 
(16OCT2020)

N/N

GENRL Asthenia/
Asthenia

2 13OCT2020 2/1 1 Yes NA R 
(13OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
fever

2 13OCT2020 2/1 2 Yes NA/TC R 
(13OCT2020)

N/N

16-55/
C459100
1 4444 
44441518

3^ GENRL Asthenia/
asthenia

2 13OCT2020 2/4 1 Yes NA R 
(16OCT2020)

N/N

Pyrexia/
fever

2 13OCT2020 2/4 1 Yes NA R 
(16OCT2020)

N/N

NERV Headache/
headache

2 13OCT2020 2/4 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 4444 
44441536

3^ GENRL Pyrexia/
Fever

2 14OCT2020 2/1 2 Yes NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 4444 
44441539

3^ GENRL Asthenia/
asthenia

2 17OCT2020 4/6 1 Yes NA R 
(22OCT2020)

N/N

Pyrexia/
Low grade fever

2 17OCT2020 4/2 1 Yes NA/TC R 
(18OCT2020)

N/N

16-55/
C459100
1 4444 
44441542

3^ INFEC Tooth infection/
Dental infection

1 30SEP2020 8/11 1 No O NA/TC R 
(10OCT2020)

N/N

16-55/
C459100
1 4444 
44441544

3^ NERV Headache/
Headache

1 01OCT2020 9/3 2 No O NA/TC R 
(03OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 4444 
44441546

3^ INJ&P Skin laceration/
Cutting skin lesion on left index 

finger

1 10OCT2020 18/C 1 No O NA/TC/TCN RG N/N

16-55/
C459100
1 4444 
44441553

3^ METAB Insulin resistance/
Insulin resistance

1 30SEP2020 8/45 2 No O NA/TC R 
(13NOV2020)

N/N

16-55/
C459100
1 4444 
44441556

3^ GENRL Pyrexia/
38C Fever

2 15OCT2020 2/2 2 Yes NA R 
(16OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 15OCT2020 2/2 2 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 4444 
44441561

3^ GENRL Injection site pain/
injection site Pain

2 15OCT2020 2/3 2 Yes NA/TC R 
(17OCT2020)

N/N

16-55/
C459100
1 4444
44441572

3^ MUSC Back pain/
low back pain

1 19OCT2020 27/3 1 No O NA R 
(21OCT2020)

N/N

16-55/
C459100
1 4444 
44441573

3^ GENRL Asthenia/
Asthenia

1 23SEP2020 1/9 1 Yes NA R 
(01OCT2020)

N/N

Chills/
chills

1 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

GENRL Asthenia/
Asthenia

2 14OCT2020 1/6 1 Yes NA R 
(19OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Pain at the injection site (left 

arm)

2 14OCT2020 1/5 1 Yes NA R 
(18OCT2020)

N/N

16-55/
C459100
1 4444 
44441577

3^ SURG Endodontic procedure/
Root canal treatment

1 14OCT2020 22/1 1 No O NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 4444 
44441583

3^ GASTR Toothache/
Right lower molar pain

2 30OCT2020 19/4 2 No O NA/TC R 
(02NOV2020)

N/N

16-55/
C459100
1 4444 
44441586

3^ INFEC Tooth infection/
Odontogenic infection

1 02OCT2020 10/5 1 No O NA R 
(06OCT2020)

N/N

16-55/
C459100
1 4444 
44441612

3^ GENRL Pyrexia/
Fever

1 15OCT2020 23/2 1 Yes NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 4444 
44441614

3^ MUSC Myalgia/
right back myalgia

1 29SEP2020 7/4 1 No O NA/TC R 
(02OCT2020)

N/N

16-55/
C459100
1 4444 
44441616

3^ GASTR Vomiting/
Vomiting

2 13OCT2020 2/2 1 Yes NA R 
(14OCT2020)

N/N

NERV Headache/
Headache

2 13OCT2020 2/3 2 Yes NA/TC R 
(15OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Pyrexia/
Fever

2 14OCT2020 3/1 2 Yes NA R 
(14OCT2020)

N/N

16-55/
C459100
1 4444 
44441618

3^ MUSC Intervertebral disc protrusion/
herniated disc

2 02NOV2020 20/C 2 No O NA/TC RG N/N

16-55/
C459100
1 4444 
44441624

3^ INFEC Acarodermatitis/
Scabies

1 07OCT2020 15/17 1 No O NA/TC R 
(23OCT2020)

N/N

16-55/
C459100
1 4444 
44441658

3^ GENRL Pyrexia/
fever

2 14OCT2020 2/1 1 Yes NA R 
(14OCT2020)

N/N

16-55/
C459100
1 4444 
44441673

3^ GENRL Pyrexia/
Fever

2 15OCT2020 2/1 1 Yes NA/TC R 
(15OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 15OCT2020 2/4 1 Yes NA/TC R 
(18OCT2020)

N/N

16-55/
C459100
1 4444 
44441679

3^ GENRL Application site pain/
pain at the application site

2 15OCT2020 2/2 1 Yes NA/TC R 
(16OCT2020)

N/N

MUSC Myalgia/
Generalized Myalgia

2 15OCT2020 2/2 1 Yes NA/TC R 
(16OCT2020)

N/N

NERV Headache/
Headache

2 15OCT2020 2/2 1 Yes NA/TC R 
(16OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 4444 
44441680

3^ GENRL Pyrexia/
fever

2 14OCT2020 1/2 1 Yes NA/TC R 
(15OCT2020)

N/N

16-55/
C459100
1 4444 
44441682

3^ INJ&P Joint injury/
Mild trauma to the left knee 
while doing regular physical 

activity

2 07NOV2020 25/1 1 No O NA R 
(07NOV2020)

N/N

MUSC Arthralgia/
Left knee pain

2 07NOV2020 25/4 1 No O NA/TC R 
(10NOV2020)

N/N

16-55/
C459100
1 4444 
44441700

3^ GASTR Diarrhoea/
Diarrhea

2 14OCT2020 1/2 2 Yes NA R 
(15OCT2020)

N/N

GENRL Illness/
Sickness

2 14OCT2020 1/2 2 Yes NA R 
(15OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 14OCT2020 1/2 2 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 4444 
44441716

3^ MUSC Myalgia/
myalgia

2 14OCT2020 1/2 2 Yes NA/TC R 
(15OCT2020)

N/N

16-55/
C459100
1 4444 
44441719

3^ MUSC Myalgia/
generalized myalgias

1 26SEP2020 4/3 2 Yes NA/TC R 
(28SEP2020)

N/N

16-55/
C459100
1 4444 
44441725

3^ MUSC Muscular weakness/
Generalized muscle weakness

1 09OCT2020 17/1 1 No O NA R 
(09OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Myalgia/
Dorsal muscle pain

1 09OCT2020 17/1 1 No O NA/TC R 
(09OCT2020)

N/N

16-55/
C459100
1 4444 
44441733

3^ INJ&P Head injury/
Head injury without loss of 

consciousness.

2 25OCT2020 12/8 1 No O NA/TC/TCN R 
(01NOV2020)

N/N

16-55/
C459100
1 4444 
44441735

3^ SKIN Skin lesion/
indurated lesion on left arm

1 30SEP2020 8/18 1 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100
1 4444 
44441744

3^ NERV Headache/
intermittent headache

1 24SEP2020 2/22 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 4444 
44441746

3^ GENRL Vaccination site oedema/
Edema at the vaccine application 

site

2 15OCT2020 2/2 1 Yes NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 4444 
44441748

3^ GASTR Oesophageal food impaction/
esophageal impaction with food

1 28SEP2020 6/2 3 No O NA/TCN R 
(29SEP2020)

Y/N

16-55/
C459100
1 4444 
44441756

3^ GASTR Nausea/
Nausea

1 24SEP2020 2/4 2 Yes NA R 
(27SEP2020)

N/N

GENRL Pyrexia/
Fever

1 24SEP2020 2/4 2 Yes NA/TC R 
(27SEP2020)

N/N

MUSC Myalgia/
Generalized myalgia

1 24SEP2020 2/4 2 Yes NA/TC R 
(27SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GASTR Abdominal pain upper/
epigastralgia

1 11OCT2020 19/2 1 No O NA/TC R 
(12OCT2020)

N/N

MUSC Neck pain/
cervicalgia

1 11OCT2020 19/3 2 No O NA R 
(13OCT2020)

N/N

MUSC Arthralgia/
Right knee pain

2 04NOV2020 21/8 2 No O NA/TC R 
(11NOV2020)

N/N

16-55/
C459100
1 4444 
44441761

3^ GENRL Application site rash/
Rash in the arm contralateral to 
the application of the research 

product

1 23SEP2020 1/1 1 Yes NA R 
(23SEP2020)

N/N

16-55/
C459100
1 4444 
44441767

3^ GENRL Pyrexia/
fever

2 15OCT2020 2/2 2 Yes NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 4444 
44441785

3^ GASTR Vomiting/
Vomiting, 2 episodes

2 15OCT2020 2/2 1 Yes NA R 
(16OCT2020)

N/N

GENRL Pyrexia/
FEVER

2 15OCT2020 2/2 2 Yes NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 4444 
44441788

3^ MUSC Muscle contracture/
cervical contracture

2 01NOV2020 20/C 1 No O NA/TCN RG N/N

16-55/
C459100
1 4444 
44441796

3^ GENRL Pyrexia/
Fever

2 16OCT2020 2/2 1 Yes NA/TC R 
(17OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 4444 
44441797

3^ GENRL Pyrexia/
Fever

2 17OCT2020 2/2 1 Yes NA/TC R 
(18OCT2020)

N/N

16-55/
C459100
1 4444 
44441801

3^ GENRL Chest pain/
chest pain

2 28OCT2020 15/3 2 No O NA/TC R 
(30OCT2020)

N/N

VASC Diastolic hypertension/
Diastolic arterial hypertension

2 29OCT2020 16/C 1 No O NA N N/N

GASTR Gastrooesophageal reflux 
disease/

Gastroesophageal reflux

2 03NOV2020 21/C 1 No O NA/TC RG N/N

16-55/
C459100
1 4444 
44441808

3^ INFEC Tooth infection/
odontogenic infection

2 07NOV2020 24/7 1 No O NA/TC R
(13NOV2020)

N/N

16-55/
C459100
1 4444 
44441810

3^ GENRL Pyrexia/
FEVER

1 28SEP2020 4/2 2 Yes NA/TC R 
(29SEP2020)

N/N

16-55/
C459100
1 4444 
44441815

3^ GASTR Diarrhoea/
diarrhea

2 17OCT2020 3/2 1 Yes NA R 
(18OCT2020)

N/N

Vomiting/
Vomits.

2 17OCT2020 3/2 2 Yes NA/TC R 
(18OCT2020)

N/N

NERV Headache/
Headache

2 17OCT2020 3/4 1 Yes NA R 
(20OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 4444 
44441824

3^ MUSC Arthralgia/
Left shoulder pain

1 26SEP2020 2/24 1 No O NA R 
(19OCT2020)

N/N

16-55/
C459100
1 4444 
44441825

3^ MUSC Back pain/
Back pain

1 11OCT2020 17/29 1 No O NA/TC R 
(08NOV2020)

N/N

Neck pain/
CERVICALGIA

1 11OCT2020 17/29 1 No O NA/TC R 
(08NOV2020)

N/N

MUSC Back pain/
LUMBALGIA

1 26OCT2020 32/14 1 No O NA R 
(08NOV2020)

N/N

16-55/
C459100
1 4444 
44441840

3^ GENRL Pyrexia/
Fever

2 17OCT2020 2/1 1 Yes NA/TC R 
(17OCT2020)

N/N

16-55/
C459100
1 4444 
44441854

3^ GENRL Fatigue/
FATIGUE

2 16OCT2020 2/2 1 Yes NA/TC R 
(17OCT2020)

N/N

Injection site pain/
injection site pain

2 16OCT2020 2/5 1 Yes NA R 
(20OCT2020)

N/N

MUSC Myalgia/
Myalgia generalized

2 16OCT2020 2/2 1 Yes NA/TC R 
(17OCT2020)

N/N

NERV Headache/
Headache

2 16OCT2020 2/3 1 Yes NA/TC R 
(18OCT2020)

N/N

16-55/
C459100

3^ GENRL Asthenia/
Asthenia

2 16OCT2020 1/5 1 Yes NA R 
(20OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 4444 
44441859

MUSC Myalgia/
Myalgia

2 16OCT2020 1/5 1 Yes NA/TC R 
(20OCT2020)

N/N

16-55/
C459100
1 4444 
44441861

3^ GENRL Fatigue/
FATIGUE

2 16OCT2020 2/3 2 Yes NA R 
(18OCT2020)

N/N

Injection site pain/
Injection site pain.

2 16OCT2020 2/3 1 Yes NA/TC R 
(18OCT2020)

N/N

Pyrexia/
Fever

2 16OCT2020 2/1 1 Yes NA/TC R 
(16OCT2020)

N/N

MUSC Myalgia/
MYALGIAS

2 16OCT2020 2/3 1 Yes NA/TC R 
(18OCT2020)

N/N

NERV Headache/
Headache

2 16OCT2020 2/1 1 Yes NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 4444 
44441872

3^ NERV Headache/
headache

1 07OCT2020 13/3 1 No O NA/TC R 
(09OCT2020)

N/N

16-55/
C459100
1 4444 
44441874

3^ NERV Headache/
headache

1 26SEP2020 2/2 2 Yes NA R 
(27SEP2020)

N/N

16-55/
C459100
1 4444 
44441881

3^ MUSC Back pain/
Back pain

2 05NOV2020 23/C 1 No O NA/TC RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 4444 
44441896

3^ GENRL Pyrexia/
Fever

2 17OCT2020 3/2 1 Yes NA/TC R 
(18OCT2020)

N/N

16-55/
C459100
1 4444 
44441900

3^ GENRL Pyrexia/
Fever

2 17OCT2020 2/2 1 Yes NA/TC R 
(18OCT2020)

N/N

16-55/
C459100
1 4444 
44441903

3^ MUSC Myalgia/
Myalgia

2 15OCT2020 1/2 1 Yes NA/TC R 
(16OCT2020)

N/N

NERV Headache/
Headache

2 15OCT2020 1/2 1 Yes NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 4444 
44441909

3^ SKIN Dermatitis/
worsening of preauricular 

dermatitis*

25SEP2020 1/C 1 No O NA/TC RG N/N

16-55/
C459100
1 4444 
44441910

3^ GENRL Pyrexia/
Fever

2 16OCT2020 2/1 1 Yes NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 4444 
44441916

3^ MUSC Muscle contracture/
Cervical contracture

1 02OCT2020 8/3 1 No O NA/TC R 
(04OCT2020)

N/N

16-55/
C459100
1 4444 
44441933

3^ GENRL Axillary pain/
pain in right armpit

1 13OCT2020 19/3 1 No O NA R 
(15OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 4444 
44441934

3^ INFEC Urinary tract infection/
Lower urinary tract infection

2 11NOV2020 28/C 1 No CND NA/TC RG N/N

16-55/
C459100
1 4444 
44441949

3^ NERV Paraesthesia/
Paresthesia in the anterior aspect 

of the left thigh

2 11NOV2020 29/C 1 No O NA RG N/N

16-55/
C459100
1 4444 
44441953

3^ PSYCH Anxiety disorder/
Anxiety disorder

1 10OCT2020 16/C 1 No O NA/TC RG N/N

16-55/
C459100
1 4444 
44441955

3^ GASTR Gastritis/
Gastritis

1 04OCT2020 10/14 1 No O NA/TC R 
(17OCT2020)

N/N

16-55/
C459100
1 4444 
44441963

3^ GENRL Asthenia/
asthenia

2 17OCT2020 2/4 1 Yes NA/TC R 
(20OCT2020)

N/N

Pyrexia/
fever

2 17OCT2020 2/4 1 Yes NA/TC R 
(20OCT2020)

N/N

NERV Headache/
headache

2 17OCT2020 2/4 1 Yes NA/TC R 
(20OCT2020)

N/N

NERV Tremor/
BOTH HANDS FINE TREMOR

2 19OCT2020 4/2 1 Yes NA R 
(20OCT2020)

N/N

16-55/
C459100
1 4444 
44441965

3^ GENRL Asthenia/
Asthenia

2 17OCT2020 2/2 1 Yes NA R 
(18OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever

2 17OCT2020 2/2 2 Yes NA/TC R 
(18OCT2020)

N/N

16-55/
C459100
1 4444 
44441967

3^ SURG Wisdom teeth removal/
Retained wisdom tooth 

extraction

1 09OCT2020 15/1 1 No CND NA R 
(09OCT2020)

N/N

16-55/
C459100
1 4444 
44441979

3^ INJ&P Exposure during pregnancy/
EXPOSURE DURING 

PREGNANCY*

05SEP2020 -20/C No O P UNK N/N

16-55/
C459100
1 4444 
44441988

3^ INFEC Diverticulitis/
Diverticulitis

1 30SEP2020 6/22 2 No O NA/TC/TCN R 
(21OCT2020)

N/N

16-55/
C459100
1 4444 
44442009

3^ BLOOD Lymphadenopathy/
left axillary adenopathy

2 15OCT2020 2/4 1 Yes NA R 
(18OCT2020)

N/N

16-55/
C459100
1 4444 
44442032

3^ MUSC Arthralgia/
Worsening of Hands arthralgia 

episode

1 04OCT2020 10/27 1 No O NA R 
(30OCT2020)

N/N

16-55/
C459100
1 4444 
44442033

3^ GENRL Pyrexia/
fever

2 17OCT2020 2/1 1 Yes NA/TC R 
(17OCT2020)

N/N

MUSC Myalgia/
myalgia

2 17OCT2020 2/1 1 Yes NA/TC R 
(17OCT2020)

N/N

16-55/
C459100

3^ GENRL Injection site erythema/
injection site erythema

2 17OCT2020 2/2 1 Yes NA R 
(18OCT2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1619

FDA-CBER-2021-5683-0127645



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 4444 
44442035

Pyrexia/
Fever

2 17OCT2020 2/3 1 Yes NA/TC R 
(19OCT2020)

N/N

MUSC Myalgia/
generalized Muscle pain

2 17OCT2020 2/C 1 Yes NA RG N/N

NERV Headache/
Headache

2 17OCT2020 2/3 1 Yes NA/TC R 
(19OCT2020)

N/N

16-55/
C459100
1 4444 
44442037

3^ NERV Headache/
Headache

2 16OCT2020 1/2 1 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100
1 4444 
44442047

3^ GENRL Pyrexia/
fever

2 17OCT2020 2/1 1 Yes NA/TC R 
(17OCT2020)

N/N

NERV Headache/
headache

2 18OCT2020 3/2 1 Yes NA/TC R 
(19OCT2020)

N/N

16-55/
C459100
1 4444 
44442050

3^ GENRL Asthenia/
Asthenia

2 16OCT2020 1/3 1 Yes NA R 
(18OCT2020)

N/N

Pyrexia/
Fever

2 16OCT2020 1/3 2 Yes NA/TC R 
(18OCT2020)

N/N

16-55/
C459100
1 4444 
44442053

3^ INFEC Tonsillitis bacterial/
Bacterial tonsillitis

1 02OCT2020 8/8 1 No O NA/TC R 
(09OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 4444 
44442062

3^ GENRL Pyrexia/
fever

2 15OCT2020 1/1 1 Yes NA/TC R 
(15OCT2020)

N/N

REPRO Metrorrhagia/
mild metrorrhagia

2 16OCT2020 2/C 1 No O NA N N/N

16-55/
C459100
1 4444 
44442071

3^ INFEC Tooth infection/
odontogenic infection

1 10OCT2020 14/3 1 No O NA/TC R 
(12OCT2020)

N/N

16-55/
C459100
1 4444 
44442081

3^ GASTR Constipation/
Constipation

1 28SEP2020 2/19 1 No O NA R 
(16OCT2020)

N/N

16-55/
C459100
1 4444 
44442084

3^ NERV Sciatica/
lumbosciatalgia

1 07OCT2020 11/3 2 No O NA/TC R 
(09OCT2020)

N/N

16-55/
C459100
1 4444 
44442102

3^ GENRL Pyrexia/
fever

2 16OCT2020 1/2 1 Yes NA/TC R 
(17OCT2020)

N/N

16-55/
C459100
1 4444 
44442105

3^ GENRL Chills/
shaking chills

1 27SEP2020 1/2 2 Yes NA/TC R 
(28SEP2020)

N/N

MUSC Myalgia/
Muscle pain

1 27SEP2020 1/3 2 Yes NA/TC R 
(29SEP2020)

N/N

16-55/
C459100

3^ MUSC Myalgia/
generalized myalgia

2 17OCT2020 2/2 1 Yes NA/TC R 
(18OCT2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1621

FDA-CBER-2021-5683-0127647



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 4444 
44442106

16-55/
C459100
1 4444 
44442113

3^ EYE Conjunctivitis allergic/
worsening of allergic 

conjunctivitis

1 01OCT2020 5/6 1 No O NA R 
(06OCT2020)

N/N

16-55/
C459100
1 4444 
44442117

3^ NERV Headache/
headache

2 16OCT2020 2/1 1 Yes NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 4444 
44442119

3^ MUSC Back pain/
Lumbar pain

2 13NOV2020 30/1 1 No O NA/TC R 
(13NOV2020)

N/N

16-55/
C459100
1 4444 
44442122

3^ GENRL Injection site pain/
Pain at injection site

2 16OCT2020 1/2 2 Yes NA R 
(17OCT2020)

N/N

MUSC Arthralgia/
generalized arthralgia

2 17OCT2020 2/1 1 Yes NA R 
(17OCT2020)

N/N

NERV Headache/
headache

2 17OCT2020 2/1 2 Yes NA/TC R 
(17OCT2020)

N/N

16-55/
C459100
1 4444 
44442135

3^ GENRL Pyrexia/
fever of 38 degrees Celsius

2 15OCT2020 1/2 1 Yes NA/TCN R 
(16OCT2020)

N/N

GENRL Injection site swelling/
injection site swelling

2 16OCT2020 2/6 1 Yes NA/TC R 
(21OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 4444 
44442146

3^ GENRL Pyrexia/
fever

2 17OCT2020 2/3 2 Yes NA/TC/TCN R 
(19OCT2020)

N/N

16-55/
C459100
1 4444 
44442154

3^ GENRL Pyrexia/
low grade fever

2 17OCT2020 2/1 1 Yes NA R 
(17OCT2020)

N/N

MUSC Myalgia/
myalgia

2 17OCT2020 2/2 1 Yes NA R 
(18OCT2020)

N/N

NERV Headache/
headache

2 17OCT2020 2/1 1 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100
1 4444 
44442159

3^ MUSC Myalgia/
myalgia.

2 15OCT2020 1/2 2 Yes NA/TC R 
(16OCT2020)

N/N

NERV Headache/
headache.

2 15OCT2020 1/2 2 Yes NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 4444 
44442160

3^ INFEC Vaginal infection/
vaginal infection

2 11NOV2020 28/C 1 No O NA/TC RG N/N

16-55/
C459100
1 4444 
44442163

3^ MUSC Back pain/
back pain

2 16OCT2020 1/C 1 No O NA RG N/N

GENRL Pyrexia/
fever 39.2

2 17OCT2020 2/1 2 No O NA/TC/TCN R 
(17OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 4444 
44442171

3^ GENRL Asthenia/
Asthenia

2 17OCT2020 2/4 2 Yes NA/TC R 
(20OCT2020)

N/N

Pyrexia/
Fever

2 17OCT2020 2/1 3 Yes NA/TC R 
(17OCT2020)

N/N

16-55/
C459100
1 4444 
44442182

3^ GENRL Pyrexia/
Fever

2 16OCT2020 1/2 1 Yes NA/TCN R 
(17OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 16OCT2020 1/2 1 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100
1 4444 
44442193

3^ GENRL Injection site pain/
Pain at injection site

1 27SEP2020 1/16 1 Yes NA R 
(12OCT2020)

N/Y

GENRL Asthenia/
Asthenia

2 16OCT2020 1/2 1 Yes NA R 
(17OCT2020)

N/N

Injection site pain/
Right arm pain at the injection 

site of the research product

2 16OCT2020 1/2 1 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100
1 4444 
44442203

3^ MUSC Myalgia/
Myalgia

2 16OCT2020 1/2 2 Yes NA/TC R 
(17OCT2020)

N/N

NERV Dizziness/
Dizziness

2 09NOV2020 25/1 1 No O NA R 
(09NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 4444 
44442211

3^ INJ&P Exposure during pregnancy/
Exposure during pregnancy 

(partner)

1 27SEP2020 1/C No O NA UNK N/N

16-55/
C459100
1 4444 
44442215

3^ NERV Headache/
headache

2 16OCT2020 2/6 2 Yes NA/TC R 
(21OCT2020)

N/N

16-55/
C459100
1 4444 
44442226

3^ INFEC Paronychia/
Periungual infection of the index 

finger

2 09NOV2020 26/C 1 No O NA/TC N N/N

16-55/
C459100
1 4444 
44442230

3^ GENRL Pyrexia/
Isolated feverish record

2 17OCT2020 2/1 1 Yes NA/TC R 
(17OCT2020)

N/N

MUSC Myalgia/
generalized myalgia

2 17OCT2020 2/1 1 Yes NA/TC R 
(17OCT2020)

N/N

16-55/
C459100
1 4444 
44442232

3^ MUSC Back pain/
Low back pain

1 12OCT2020 16/2 2 No O NA/TC R 
(13OCT2020)

N/N

16-55/
C459100
1 4444 
44442237

3^ MUSC Pain in extremity/
Pain in upper left limb

2 15OCT2020 1/1 1 Yes NA/TC R 
(15OCT2020)

N/N

16-55/
C459100
1 4444 
44442241

3^ NERV Headache/
headache

2 18OCT2020 4/1 1 No O NA/TC/TCN R 
(18OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 4444 
44442274

3^ MUSC Back pain/
back pain

1 13OCT2020 17/2 2 No O NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 4444 
44442278

3^ GENRL Pyrexia/
Fever

2 16OCT2020 2/2 1 Yes NA/TC R 
(17OCT2020)

N/N

16-55/
C459100
1 4444 
44442281

3^ GASTR Toothache/
Odontalgia

1 10OCT2020 14/5 1 No O NA/TC R 
(14OCT2020)

N/N

INFEC Gingivitis/
gingivitis

1 10OCT2020 14/5 1 No O NA/TC R 
(14OCT2020)

N/N

Tooth infection/
odontogenic infection

1 10OCT2020 14/5 1 No O NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 4444 
44442299

3^ GENRL Vaccination site pain/
Post vaccination injection site 

pain.

2 17OCT2020 2/1 1 Yes NA/TC R 
(17OCT2020)

N/N

16-55/
C459100
1 4444 
44442304

3^ METAB Hyperglycaemia/
hyperglycemia

2 29OCT2020 15/C 1 No O NA/TC N N/N

16-55/
C459100
1 4444 
44442306

3^ MUSC Myalgia/
Myalgia

2 16OCT2020 2/3 1 Yes NA/TC R 
(18OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache with mild retro ocular 

pain

2 16OCT2020 2/3 1 Yes NA/TC R 
(18OCT2020)

N/N

16-55/
C459100
1 4444 
44442317

3^ GENRL Injection site pain/
pain at the injection site

2 16OCT2020 1/1 1 Yes NA/TC R 
(16OCT2020)

N/N

Pyrexia/
fever

2 16OCT2020 1/1 1 Yes NA/TC R 
(16OCT2020)

N/N

>55/
C459100
1 1001 
10011099

2^ GENRL Chills/
Chills

1 15AUG2020 17/2 1 No O NA R 
(16AUG2020)

N/N

>55/
C459100
1 1001 
10011100

2^ SKIN Dermatitis contact/
poison ivy

1 11AUG2020 13/21 2 No O NA/TC R 
(31AUG2020)

N/N

SKIN Dermatitis/
Dermatitis of trunk

2 25AUG2020 8/10 2 No O NA/TC R 
(03SEP2020)

N/N

>55/
C459100
1 1001 
10011110

3^ VASC Raynaud's phenomenon/
exacerbation of raynaud's disease

2 02SEP2020 13/C 1 No O NA N N/N

>55/
C459100
1 1001 
10011114

3^ GASTR Gingival discomfort/
gum irritation

1 17AUG2020 15/2 1 Yes NA/TC R 
(18AUG2020)

N/N

>55/
C459100

3^ EAR Vertigo/
exacerbation of vertigo

2 25AUG2020 2/7 1 Yes NA R 
(31AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1001 
10011118

>55/
C459100
1 1001 
10011121

3^ INFEC Upper respiratory tract infection/
Upper Respiratory Infection

2 10SEP2020 17/11 1 No O NA R 
(20SEP2020)

N/N

>55/
C459100
1 1001 
10011133

3^ EYE Cataract/
worsening bilateral cataracts

1 2020 1/C 2 No O NA RG N/N

GASTR Nausea/
Nausea

1 22AUG2020 18/2 1 No O NA/TC R 
(23AUG2020)

N/N

EYE Cataract/
Worsened cataract right eye

2 09NOV2020 75/C 2 No O NA/TC RG N/N

>55/
C459100
1 1001 
10011142

3^ GASTR Diarrhoea/
diarrhea

2 01SEP2020 8/3 1 Yes NA R 
(03SEP2020)

N/N

>55/
C459100
1 1001 
10011144

3^ GENRL Injection site discomfort/
injection site discomfort

2 07SEP2020 11/C 1 Yes NA N N/N

>55/
C459100
1 1001 
10011147

3^ MUSC Osteoarthritis/
Exacerbation of degenerative 

joint disease

2 31AUG2020 4/C 1 No O NA N N/N

>55/
C459100

3^ GENRL Injection site pain/
muscle tenderness at injection 

site

2 04SEP2020 8/8 1 Yes NA R 
(11SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1001 
10011148

>55/
C459100
1 1003 
10031091

2^ INJ&P Contusion/
Bruising on the upper left arm 

deltoid region

1 05AUG2020 10/28 1 Yes NA R 
(01SEP2020)

N/N

>55/
C459100
1 1003 
10031092

2^ INJ&P Tendon rupture/
Torn Lateral Epicondyle tendon

1 09AUG2020 13/C 2 No O NA/TC RG N/N

>55/
C459100
1 1003 
10031099

2^ GENRL Injection site swelling/
Swelling at injection site

1 31JUL2020 4/10 1 Yes NA R 
(09AUG2020)

N/N

>55/
C459100
1 1003 
10031105

2^ GASTR Odynophagia/
occasional odynophagia

1 12AUG2020 15/6 1 No O NA R 
(17AUG2020)

N/N

MUSC Neck pain/
Left sided neck pain

1 12AUG2020 15/6 1 No O NA R 
(17AUG2020)

N/N

>55/
C459100
1 1003 
10031107

2^ GASTR Diarrhoea/
Diarrhea

1 05AUG2020 8/2 1 No O NA R 
(06AUG2020)

N/N

>55/
C459100
1 1003 
10031109

2^ INJ&P Muscle rupture/
Torn Right Bicep Muscle

1 13AUG2020 15/15 2 No O NA R 
(27AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1003 
10031113

2^ RESP Interstitial lung disease/
worsening of interstitial lung 

disease

2 17OCT2020 59/C 4 No O NA/TC/TCN RG Y/N

MUSC Scleroderma/
possible scleroderma

2 20OCT2020 62/C 3 No O NA/TC/TCN RG Y/N

>55/
C459100
1 1003 
10031120

3^ INFEC Diverticulitis/
Possible Flare Up of 

Diverticulitis

1 11AUG2020 12/2 1 No O NA/TC R 
(12AUG2020)

N/N

>55/
C459100
1 1003 
10031130

3^ INJ&P Skin laceration/
L middle finger sliced while 

fixing food

1 08AUG2020 6/7 1 No O NA/TC R 
(14AUG2020)

N/N

>55/
C459100
1 1003 
10031131

3^ VASC Hypertension/
worsening of hypertension*

03AUG2020 1/C 1 No O NA/TC N N/N

>55/
C459100
1 1003 
10031135

3^ MUSC Muscular weakness/
episodic muscle weakness arm

2 19OCT2020 57/C 1 No O NA N N/N

>55/
C459100
1 1003 
10031139

3^ EAR Vertigo positional/
worsening of benign paroxysmal 

positional vertigo

1 12AUG2020 9/27 3 No O NA/TC R 
(07SEP2020)

N/N

SKIN Dermatitis contact/
poison ivy - Righ arm, both 

hands and legs

1 22AUG2020 19/11 2 No O NA/TC R 
(01SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1003 
10031149

3^ GASTR Small intestinal obstruction/
small bowel obstruction

1 08AUG2020 4/3 4 No O NA/TC/TCN R 
(10AUG2020)

Y/N

>55/
C459100
1 1003 
10031167

3^ GENRL Pyrexia/
Low Grade Fever - 100.0F

1 08AUG2020 2/1 1 Yes NA/TC R 
(08AUG2020)

N/N

MUSC Myalgia/
Myalgia

1 08AUG2020 2/C 2 Yes NA/TC N N/N

>55/
C459100
1 1003 
10031182

3^ GASTR Inguinal hernia/
right inguinal hernia

1 25AUG2020 15/32 2 No O NA/TCN R 
(25SEP2020)

N/N

SURG Inguinal hernia repair/
laparoscopic right inguinal 

hernia repair

2 24SEP2020 24/2 3 No O NA/TC/TCN R 
(25SEP2020)

N/N

>55/
C459100
1 1003 
10031195

3^ INFEC Diverticulitis/
Diverticulitis

2 28SEP2020 26/C 2 No O NA/TC RG N/N

>55/
C459100
1 1003 
10031208

3^ GASTR Abdominal rigidity/
Abdominal Spasms

2 16SEP2020 13/C 2 No O NA/TC RG N/N

MUSC Muscle spasms/
Back Pain Spasms

2 16SEP2020 13/C 2 No O NA/TC RG N/N

GASTR Constipation/
constipation

2 21SEP2020 18/C 3 No O NA/TC N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1005 
10051006

3^ INJ&P Arthropod bite/
Tick bite

1 28AUG2020 19/1 1 No CD NA R 
(28AUG2020)

N/N

>55/
C459100
1 1005 
10051011

3^ INJ&P Arthropod bite/
TICK BITE

1 12AUG2020 3/15 1 No O NA/TC R 
(26AUG2020)

N/N

MUSC Pain in extremity/
LEG PAIN

2 01SEP2020 2/2 1 Yes NA/TC R 
(02SEP2020)

N/N

>55/
C459100
1 1005 
10051021

3^ GASTR Parotid duct obstruction/
LEFT PAROTID GLAND 

OBSTRUCTION

2 05SEP2020 6/C 1 No O NA/TC N N/N

>55/
C459100
1 1005 
10051022

3^ GASTR Diarrhoea/
DIARRHEA

1 17AUG2020 7/2 1 No O NA R 
(18AUG2020)

N/N

GENRL Fatigue/
FATIGUE

2 06SEP2020 7/4 1 Yes NA/TC R 
(09SEP2020)

N/N

>55/
C459100
1 1005 
10051023

3^ INFEC Urinary tract infection/
URINARY TRACT 

INFECTION

2 22SEP2020 23/5 1 No O NA/TC R 
(26SEP2020)

N/N

>55/
C459100
1 1005 
10051025

3^ GENRL Fatigue/
FATIGUE

2 01SEP2020 1/2 2 Yes NA R 
(02SEP2020)

N/N

PSYCH Irritability/
IRRITABLE

2 02SEP2020 2/1 1 Yes NA R 
(02SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1005 
10051069

3^ NEOPL Breast cancer/
LEFT BREAST CANCER

2 04SEP2020 3/C 1 No O NA N Y/N

>55/
C459100
1 1005 
10051078

3^ GENRL Injection site pain/
SORENESS AT INJECTION 

SITE

1 20AUG2020 2/2 1 Yes NA R 
(21AUG2020)

N/N

SKIN Dermal cyst/
CYST ON LOWER BACK

1 22AUG2020 4/12 1 No O NA/TC R
(02SEP2020)

N/N

>55/
C459100
1 1005 
10051083

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 20AUG2020 2/2 1 Yes NA/TC R 
(21AUG2020)

N/N

GENRL Injection site pain/
INJECTION SITE PAIN

2 09SEP2020 1/3 1 Yes NA R 
(11SEP2020)

N/N

GASTR Nausea/
NAUSEA

2 14SEP2020 6/2 1 Yes NA R 
(15SEP2020)

N/N

GENRL Fatigue/
FATIGUE

2 14SEP2020 6/2 2 Yes NA R 
(15SEP2020)

N/N

NERV Headache/
HEADACHE

2 14SEP2020 6/2 2 Yes NA/TC R 
(15SEP2020)

N/N

>55/
C459100
1 1005 
10051088

3^ GENRL Injection site pain/
SORENESS AT INJECTION 

SITE

1 20AUG2020 1/3 1 Yes NA R 
(22AUG2020)

N/N

GENRL Injection site pain/
INJECTION SITE PAIN

2 10SEP2020 1/2 2 Yes NA R 
(11SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Pyrexia/
FEVER 102F

2 11SEP2020 2/1 2 Yes NA/TC R 
(11SEP2020)

N/N

NERV Headache/
HEADACHE

2 11SEP2020 2/1 1 Yes NA R 
(11SEP2020)

N/N

>55/
C459100
1 1005 
10051090

3^ NERV Headache/
HEADACHE

1 21AUG2020 2/1 1 Yes NA R 
(21AUG2020)

N/N

RESP Oropharyngeal pain/
SORE THROAT

1 21AUG2020 2/1 1 Yes NA R 
(21AUG2020)

N/N

RESP Cough/
COUGH

2 10SEP2020 2/1 1 Yes NA R 
(10SEP2020)

N/N

Oropharyngeal pain/
SORE THROAT

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

>55/
C459100
1 1005 
10051091

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 20AUG2020 1/2 2 Yes NA/TC R 
(21AUG2020)

N/N

>55/
C459100
1 1005 
10051098

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 21AUG2020 2/3 1 Yes NA R 
(23AUG2020)

N/N

>55/
C459100
1 1005 
10051102

3^ GENRL Fatigue/
FATIGUE

1 21AUG2020 2/2 1 Yes NA R 
(22AUG2020)

N/N

Injection site pain/
INJECTION SITE PAIN

1 21AUG2020 2/2 1 Yes NA R 
(22AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

PSYCH Abnormal dreams/
VIVID DREAMS

1 23AUG2020 4/2 1 Yes NA R 
(24AUG2020)

N/N

GENRL Injection site pain/
INJECTION SITE PAIN

2 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N

MUSC Myalgia/
GENERALIZED MYALGIA

2 10SEP2020 1/3 2 Yes NA/TC R 
(12SEP2020)

N/N

GENRL Injection site erythema/
INJECTION SITE REDNESS

2 13SEP2020 4/1 1 Yes NA R 
(13SEP2020)

N/N

Injection site warmth/
WARMTH AT INJECTION 

SITE

2 13SEP2020 4/1 1 Yes NA R 
(13SEP2020)

N/N

GENRL Injection site pruritus/
INJECTION SITE PRURITUS

2 14SEP2020 5/C 1 Yes NA N N/N

>55/
C459100
1 1005 
10051103

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 20AUG2020 1/2 1 Yes NA R 
(21AUG2020)

N/N

GASTR Nausea/
NAUSEA

2 09SEP2020 1/C 2 Yes NA N N/N

GENRL Fatigue/
FATIGUE

2 09SEP2020 1/C 2 Yes NA N N/N

Pyrexia/
FEVER

2 09SEP2020 1/2 2 Yes NA R 
(10SEP2020)

N/N

MUSC Arthralgia/
GENERALIZED JOINT PAIN

2 09SEP2020 1/C 2 Yes NA N N/N

Myalgia/
GENERALIZED MYALGIA

2 09SEP2020 1/C 2 Yes NA N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
HEADACHE

2 09SEP2020 1/C 3 Yes NA/TC N N/N

>55/
C459100
1 1005 
10051104

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 21AUG2020 2/1 1 Yes NA R 
(21AUG2020)

N/N

GENRL Injection site pain/
PAIN AT INJECTION SITE

2 10SEP2020 1/3 2 Yes NA R 
(12SEP2020)

N/N

MUSC Myalgia/
MYALGIA

2 11SEP2020 2/2 2 Yes NA R 
(12SEP2020)

N/N

>55/
C459100
1 1005 
10051114

3^ GENRL Chills/
CHILLS

2 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

Fatigue/
FATIGUE

2 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

MUSC Myalgia/
GENERALIZED MYALGIA

2 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

>55/
C459100
1 1005 
10051116

3^ GENRL Injection site pain/
soreness at injection site

1 21AUG2020 1/3 1 Yes NA/TC R 
(23AUG2020)

N/N

INFEC Urinary tract infection/
URINARY TRACT 

INFECTION

2 21SEP2020 12/11 2 No O NA/TC R 
(01OCT2020)

N/N

>55/
C459100
1 1005 
10051124

3^ GENRL Injection site pain/
PAIN AT INJECTION SITE

1 25AUG2020 2/2 1 Yes NA R 
(26AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
PAIN AT INJECTION SITE

2 16SEP2020 1/C 1 Yes NA N N/N

GENRL Chills/
CHILLS

2 17SEP2020 2/C 1 Yes NA N N/N

Pyrexia/
FEVER 101F

2 17SEP2020 2/C 1 Yes NA N N/N

>55/
C459100
1 1005 
10051130

3^ GENRL Injection site erythema/
REDNESS AT INJECTION 

SITE

1 25AUG2020 2/8 1 Yes NA R 
(01SEP2020)

N/N

GENRL Chills/
CHILLS

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

Pyrexia/
FEVER 100.5

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1005 
10051131

3^ GENRL Injection site pain/
Injection site pain

2 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

>55/
C459100
1 1005 
10051136

3^ GENRL Injection site pain/
PAIN AT INJECTION SITE

1 25AUG2020 1/2 1 Yes NA R 
(26AUG2020)

N/N

GENRL Injection site pain/
PAIN AT INJECTION SITE

2 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

NERV Headache/
HEADACHE

2 16SEP2020 2/1 2 Yes NA/TC R 
(16SEP2020)

N/N

>55/
C459100

3^ GENRL Injection site pain/
PAIN AT INJECTION SITE

1 16SEP2020 1/2 1 Yes NA/TC R 
(17SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1005 
10051137

>55/
C459100
1 1005 
10051138

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 25AUG2020 1/2 2 Yes NA/TC R 
(26AUG2020)

N/N

GENRL Injection site pain/
PAIN AT INJECTION SITE

2 16SEP2020 1/3 1 Yes NA/TC R 
(18SEP2020)

N/N

>55/
C459100
1 1005 
10051152

3^ GENRL Injection site pain/
PAIN AT INJECTION SITE

1 26AUG2020 1/2 1 Yes NA R 
(27AUG2020)

N/N

>55/
C459100
1 1005 
10051156

3^ RESP Paranasal sinus discomfort/
SINUS PRESSURE

2 14OCT2020 29/C 1 No O NA/TC N N/N

>55/
C459100
1 1005 
10051158

3^ GENRL Injection site pain/
INJECTION SITE PAIN

2 16SEP2020 1/3 2 Yes NA R 
(18SEP2020)

N/N

Malaise/
MALAISE

2 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

>55/
C459100
1 1005 
10051160

3^ GENRL Fatigue/
FATIGUE

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

MUSC Myalgia/
GENERALIZED MYALGIA

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1638

FDA-CBER-2021-5683-0127664



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1005 
10051162

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 27AUG2020 2/1 1 Yes NA R 
(27AUG2020)

N/N

>55/
C459100
1 1005 
10051173

3^ GENRL Injection site pain/
INJECTION SITE PAIN IN 

LEFT ARM

1 27AUG2020 1/2 1 Yes NA R 
(28AUG2020)

N/N

Injection site pain/
INJECTION SITE 

TENDERNESS IN LEFT ARM

1 27AUG2020 1/2 1 Yes NA R 
(28AUG2020)

N/N

GENRL Injection site pain/
INJECTION SITE PAIN

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

>55/
C459100
1 1005 
10051177

3^ GENRL Injection site pain/
PAIN AT INJECTION SITE

1 27AUG2020 1/4 1 Yes NA R 
(30AUG2020)

N/N

GENRL Malaise/
MALAISE

1 28AUG2020 2/1 1 Yes NA R 
(28AUG2020)

N/N

MUSC Myalgia/
GENERALIZED MYALGIA

1 28AUG2020 2/1 1 Yes NA R 
(28AUG2020)

N/N

NERV Headache/
HEADACHE

1 12SEP2020 17/2 1 No O NA/TC R 
(13SEP2020)

N/N

GENRL Injection site pain/
INJECTION SITE PAIN

2 16SEP2020 1/C 1 Yes NA N N/N

GENRL Fatigue/
FATIGUE

2 17SEP2020 2/C 2 Yes NA N N/N

Malaise/
MALAISE

2 17SEP2020 2/C 2 Yes NA N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
GENERALIZED MYALGIA

2 17SEP2020 2/C 2 Yes NA N N/N

>55/
C459100
1 1005 
10051180

3^ GENRL Fatigue/
FATIGUE

2 19SEP2020 3/2 1 Yes NA R 
(20SEP2020)

N/N

MUSC Myalgia/
MYALGIA

2 19SEP2020 3/2 1 Yes NA R 
(20SEP2020)

N/N

>55/
C459100
1 1005 
10051185

3^ INFEC Tooth infection/
DENTAL INFECTION

1 09SEP2020 10/C 2 No O NA/TC N N/N

INFEC Urinary tract infection/
URINARY TRACT 

INFECTION

1 17SEP2020 18/C 2 No O NA N N/N

>55/
C459100
1 1005 
10051186

3^ GENRL Fatigue/
FATIGUE

1 01SEP2020 2/1 1 Yes NA R 
(01SEP2020)

N/N

Injection site pain/
INJECTION SITE PAIN

1 01SEP2020 2/1 1 Yes NA R 
(01SEP2020)

N/N

>55/
C459100
1 1005 
10051191

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

GENRL Injection site pain/
INJECTION SITE PAIN

2 21SEP2020 1/5 1 Yes NA R 
(25SEP2020)

N/N

GENRL Chills/
CHILLS

2 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Fatigue/
FATIGUE

2 22SEP2020 2/4 1 Yes NA R 
(25SEP2020)

N/N

>55/
C459100
1 1005 
10051193

3^ INFEC Gastroenteritis/
GASTROENTERITIS

1 18SEP2020 17/2 2 No O NA R 
(19SEP2020)

N/N

>55/
C459100
1 1005 
10051201

3^ MUSC Myalgia/
GENERALIZED MYALGIA

1 05SEP2020 3/8 2 Yes NA R 
(12SEP2020)

N/N

NERV Headache/
HEADACHE

1 05SEP2020 3/2 1 Yes NA R 
(06SEP2020)

N/N

MUSC Myalgia/
GENERALIZED MYALGIA

2 22SEP2020 1/3 2 Yes NA/TC R 
(24SEP2020)

N/N

NERV Headache/
HEADACHE

2 22SEP2020 1/5 2 Yes NA/TC R 
(26SEP2020)

N/N

MUSC Arthralgia/
KNEE PAIN

2 29SEP2020 8/C 1 No O NA N N/N

>55/
C459100
1 1005 
10051204

3^ GENRL Fatigue/
FATIGUE

2 22SEP2020 1/3 1 Yes NA R 
(24SEP2020)

N/N

Injection site pain/
INJECTION SITE PAIN

2 22SEP2020 1/6 2 Yes NA R 
(27SEP2020)

N/N

Pyrexia/
FEVER 100.5

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

MUSC Myalgia/
MYALGIA

2 22SEP2020 1/2 2 Yes NA/TC R 
(23SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
HEADACHE

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

>55/
C459100
1 1005 
10051206

3^ GENRL Fatigue/
FATIGUE

2 18OCT2020 25/4 2 No O NA R 
(21OCT2020)

N/N

>55/
C459100
1 1005 
10051211

3^ GENRL Injection site pain/
PAIN AT INJECTION SITE

2 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/N

NERV Headache/
HEADACHE

2 25SEP2020 1/3 1 Yes NA R 
(27SEP2020)

N/N

>55/
C459100
1 1005 
10051214

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 04SEP2020 2/4 2 Yes NA R 
(07SEP2020)

N/N

GENRL Facial pain/
FACIAL TENDERNESS

1 06SEP2020 4/11 2 No O P/TC R 
(16SEP2020)

N/N

Swelling face/
FACIAL SWELLING

1 06SEP2020 4/11 2 No O P/TC R 
(16SEP2020)

N/N

INFEC Upper respiratory tract infection/
UPPER RESPIRATORY 

INFECTION

1 06SEP2020 4/11 2 No O NA/TC R 
(16SEP2020)

N/N

>55/
C459100
1 1006 
10061006

3^ SURG Postoperative care/
RIGHT CATARACT REPAIR 

AFTERCARE

1 14AUG2020 5/C 1 No O NA/TC RG N/N

>55/
C459100

3^ CARD Angina pectoris/
ANGINA

1 21AUG2020 10/7 2 No O NA/TCN R 
(27AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1006 
10061020

CARD Acute myocardial infarction/
NON-ST ELEVATED 

MYOCARDIAL INFARCTION

1 25AUG2020 14/3 3 No O NA/TC/TCN R 
(27AUG2020)

N/N

Coronary artery occlusion/
CORONARY ARTERY 

OCCLUSION

1 25AUG2020 14/3 4 No O P/TC/TCN/W R 
(27AUG2020)

Y/N

Mitral valve incompetence/
MITRAL VALVE 

REGURGITATION

1 25AUG2020 14/3 3 No O NA/TCN R 
(27AUG2020)

N/N

RESP Dyspnoea exertional/
DYSPNEA ON EXERTION

1 25AUG2020 14/3 2 No O NA/TCN R 
(27AUG2020)

N/N

>55/
C459100
1 1006 
10061025

3^ IMMU
N

Seasonal allergy/
WORSENING SEASONAL 

ALLERGIES

1 30AUG2020 19/C 1 No O NA/TC RG N/N

>55/
C459100
1 1006 
10061030

3^ INJ&P Tooth fracture/
Broken Tooth

2 15SEP2020 13/C 2 No O NA/TC/TCN RG N/N

>55/
C459100
1 1006 
10061097

3^ MUSC Arthralgia/
BILATERAL HAND JOINT 

PAIN

2 16SEP2020 2/3 2 Yes NA R 
(18SEP2020)

N/N

Muscular weakness/
LEFT LEG MUSCLE 

WEAKNESS

2 16SEP2020 2/3 3 Yes NA R 
(18SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Hypoaesthesia/
LEFT LEG MUSCLE 

NUMBNESS

2 16SEP2020 2/3 3 Yes NA R 
(18SEP2020)

N/N

>55/
C459100
1 1006 
10061098

3^ NERV Headache/
Headache

1 24AUG2020 1/2 2 Yes NA/TC R 
(25AUG2020)

N/N

INFEC Urinary tract infection/
URINARY TRACT 

INFECTION

2 03OCT2020 19/10 3 No O NA/TC R 
(12OCT2020)

N/N

CARD Atrial fibrillation/
ATRIAL FIBRILLATION 

INTERMITTENT

2 06OCT2020 22/7 2 No CD NA/TC/TCN R 
(12OCT2020)

Y/N

>55/
C459100
1 1006 
10061101

3^ GASTR Vomiting/
VOMITING

1 26AUG2020 3/7 3 Yes NA/TC R 
(01SEP2020)

N/N

GENRL Chills/
CHILLS

1 26AUG2020 3/5 2 Yes NA R 
(30AUG2020)

N/N

MUSC Flank pain/
RIGHT FLANK PAIN

1 26AUG2020 3/5 3 Yes NA/TC R 
(30AUG2020)

N/N

>55/
C459100
1 1006 
10061139

3^ INJ&P Arthropod bite/
Spider Bite

2 19OCT2020 26/1 1 No O NA/TC R 
(19OCT2020)

N/N

>55/
C459100
1 1006 
10061149

3^ RESP Rhinorrhoea/
Runny Nose

1 06OCT2020 21/8 1 No O NA/TC R 
(13OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1006 
10061158

3^ GENRL Chills/
Chills

2 15OCT2020 2/2 2 Yes NA/TC R 
(16OCT2020)

N/N

Pyrexia/
Fever

2 15OCT2020 2/2 2 Yes NA/TC R
(16OCT2020)

N/N

MUSC Arthralgia/
Generalized Joint Aches

2 15OCT2020 2/2 2 Yes NA/TC R 
(16OCT2020)

N/N

NERV Headache/
Headache

2 15OCT2020 2/2 2 Yes NA/TC R 
(16OCT2020)

N/N

>55/
C459100
1 1007 
10071081

2^ IMMU
N

Seasonal allergy/
Exacerbation of Seasonal 

Allergies

2 20AUG2020 2/4 2 No O NA/TC R 
(23AUG2020)

N/N

>55/
C459100
1 1007 
10071101

2^ CARD Cardiac arrest/
Cardiac Arrest

2 18OCT2020 60/4 4 No O NA/W F 
(21OCT2020)

Y/N

>55/
C459100
1 1007 
10071127

3^ MUSC Pain in extremity/
Right foot pain

2 20SEP2020 26/C 2 No O NA/TC RG N/N

>55/
C459100
1 1007 
10071128

3^ INJ&P Fall/
Fall while running

1 12AUG2020 8/1 2 No O NA R 
(12AUG2020)

N/N

Humerus fracture/
humeral fracture

1 12AUG2020 8/51 2 No O NA/TC R 
(01OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1007 
10071144

3^ SKIN Pruritus/
pruritus face, shoulder arms and 

torso

2 02SEP2020 7/1 2 No O NA/TC R 
(02SEP2020)

N/N

SKIN Pruritus/
pruritic face, shoulder arms and 

torso

2 10SEP2020 15/1 2 No O NA/TC R 
(10SEP2020)

N/N

>55/
C459100
1 1007 
10071161

3^ PSYCH Sleep disorder/
sleep disturbance

1 24AUG2020 15/4 1 No O NA/TC R 
(27AUG2020)

N/N

EYE Vision blurred/
Right eye blurred vision

1 26AUG2020 17/C 2 No O NA N N/N

METAB Decreased appetite/
Loss of appetite

2 01SEP2020 2/29 2 No O NA R 
(29SEP2020)

N/N

>55/
C459100
1 1007 
10071174

3^ INFEC Urinary tract infection/
Urinary tract infection

1 17AUG2020 6/6 1 No O NA R 
(22AUG2020)

N/N

>55/
C459100
1 1007 
10071183

3^ GASTR Nausea/
nausea

2 03SEP2020 1/2 2 Yes NA R 
(04SEP2020)

N/N

>55/
C459100
1 1007 
10071199

3^ GENRL Chills/
chills

2 08SEP2020 1/2 2 Yes NA R 
(09SEP2020)

N/N

Fatigue/
Fatigue

2 08SEP2020 1/2 2 Yes NA R 
(09SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1007 
10071200

3^ GENRL Chills/
chills

1 20AUG2020 4/2 1 Yes NA R 
(21AUG2020)

N/N

Fatigue/
fatigue

1 20AUG2020 4/2 1 Yes NA R 
(21AUG2020)

N/N

RESP Throat irritation/
scratchy throat

1 20AUG2020 4/2 1 Yes NA R 
(21AUG2020)

N/N

GENRL Chills/
Chills

2 08SEP2020 1/3 1 Yes NA/TCN R 
(10SEP2020)

N/N

Injection site pain/
Injection site pain

2 08SEP2020 1/3 1 Yes NA/TC R 
(10SEP2020)

N/N

GENRL Pyrexia/
Fever

2 09SEP2020 2/2 2 Yes NA R 
(10SEP2020)

N/N

METAB Polydipsia/
Polydipsia

2 09SEP2020 2/2 1 Yes NA/TCN R 
(10SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

>55/
C459100
1 1007 
10071205

3^ GENRL Injection site pain/
injection site soreness

1 18AUG2020 2/2 1 Yes NA R 
(19AUG2020)

N/N

GENRL Chills/
chills

1 08SEP2020 23/2 1 Yes NA R 
(09SEP2020)

N/N

Fatigue/
fatigue

1 08SEP2020 23/2 1 Yes NA R 
(09SEP2020)

N/N

GENRL Injection site pain/
arm soreness at injection site

2 09SEP2020 2/2 2 Yes NA R 
(10SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1007 
10071209

3^ METAB Hypercholesterolaemia/
hypercholesteremia

2 22SEP2020 15/C 2 No O NA/TC N N/N

>55/
C459100
1 1007 
10071213

3^ GENRL Injection site pain/
injection site soreness

1 17AUG2020 1/2 1 Yes NA R 
(18AUG2020)

N/N

INFEC Gingival abscess/
gum abscess

1 02SEP2020 17/30 2 No O NA/TC R 
(01OCT2020)

N/N

SURG Apicectomy/
apicoectomy

1 01OCT2020 46/1 2 No O NA/TC R 
(01OCT2020)

N/N

>55/
C459100
1 1007 
10071215

3^ GENRL Injection site induration/
induration at injection site

1 17AUG2020 1/2 1 Yes NA R 
(18AUG2020)

N/N

>55/
C459100
1 1007 
10071222

3^ GENRL Induration/
Induration

1 19AUG2020 1/3 1 Yes NA R 
(21AUG2020)

N/Y

SKIN Ecchymosis/
Ecchymosis

1 19AUG2020 1/3 1 Yes NA R 
(21AUG2020)

N/N

>55/
C459100
1 1007 
10071242

3^ NERV Headache/
Intermittent Headache

2 08OCT2020 29/2 1 No O NA/TC R 
(09OCT2020)

N/N

>55/
C459100
1 1007 
10071245

3^ GENRL Fatigue/
fatigue

1 21AUG2020 2/2 2 Yes NA R 
(22AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Myalgia

1 21AUG2020 2/2 2 Yes NA R 
(22AUG2020)

N/N

>55/
C459100
1 1007 
10071255

3^ SKIN Dermatitis contact/
Contact Dermatitis

1 29AUG2020 6/2 2 No O NA/TC R 
(30AUG2020)

N/N

>55/
C459100
1 1007 
10071257

3^ GENRL Fatigue/
fatigue

1 24AUG2020 1/2 1 Yes NA R 
(25AUG2020)

N/N

>55/
C459100
1 1007 
10071259

3^ NERV Headache/
headache

2 16SEP2020 1/3 1 No O NA R 
(18SEP2020)

N/N

>55/
C459100
1 1007 
10071260

3^ GENRL Injection site pain/
injection site soreness

1 24AUG2020 1/2 2 Yes NA/TC R 
(25AUG2020)

N/N

>55/
C459100
1 1007 
10071283

3^ GENRL Chills/
chills

1 28AUG2020 2/2 1 Yes NA R 
(29AUG2020)

N/N

Fatigue/
fatigue

1 28AUG2020 2/2 1 Yes NA R 
(29AUG2020)

N/N

>55/
C459100
1 1007 
10071294

3^ GENRL Injection site haematoma/
injection site hematoma

1 27AUG2020 1/3 1 Yes NA R 
(29AUG2020)

N/Y

MUSC Myalgia/
muscle soreness

1 28AUG2020 2/3 1 Yes NA R 
(30AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1008 
10081050

3^ GENRL Injection site pain/
Injection site pain

2 15SEP2020 8/2 1 Yes NA R 
(16SEP2020)

N/N

INFEC Gastroenteritis/
Gastroenteritis

2 16SEP2020 9/2 1 No O NA R 
(17SEP2020)

N/N

>55/
C459100
1 1008 
10081062

3^ GENRL Pain/
Body aches

1 20AUG2020 2/2 1 Yes NA R 
(21AUG2020)

N/N

>55/
C459100
1 1008 
10081070

3^ GENRL Chills/
chills

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

Pyrexia/
fever

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

NERV Headache/
headache

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

>55/
C459100
1 1008 
10081073

3^ GENRL Fatigue/
fatigue

1 20AUG2020 1/3 1 Yes NA R 
(22AUG2020)

N/N

Pain/
body aches

1 20AUG2020 1/3 1 Yes NA R 
(22AUG2020)

N/N

GENRL Fatigue/
fatigue

2 11SEP2020 2/C 1 Yes NA N N/N

>55/
C459100

3^ GENRL Chills/
chills

1 24AUG2020 1/2 1 Yes NA R 
(25AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1008 
10081082

>55/
C459100
1 1008 
10081083

3^ RESP Oropharyngeal pain/
Sore throat

1 24AUG2020 1/3 1 Yes NA R 
(26AUG2020)

N/N

>55/
C459100
1 1008 
10081090

3^ GENRL Chills/
Chills

2 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

Fatigue/
Fatigue

2 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

INFEC Gastroenteritis/
Gastroenteritis

2 03OCT2020 19/2 1 No O NA R 
(04OCT2020)

N/N

>55/
C459100
1 1008 
10081094

3^ GENRL Chills/
chills

1 26AUG2020 2/1 1 Yes NA R 
(26AUG2020)

N/N

GENRL Chills/
chills

2 16SEP2020 2/1 1 Yes NA R 
(16SEP2020)

N/N

Pain/
bodyaches

2 16SEP2020 2/1 1 Yes NA R 
(16SEP2020)

N/N

Pyrexia/
fever

2 16SEP2020 2/1 1 Yes NA R 
(16SEP2020)

N/N

NERV Headache/
headache

2 16SEP2020 2/1 1 Yes NA R 
(16SEP2020)

N/N

>55/
C459100

3^ GENRL Fatigue/
Fatigue

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1008 
10081100

MUSC Myalgia/
Muscle aches

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

NERV Headache/
Headache

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

>55/
C459100
1 1008 
10081125

3^ GENRL Injection site pain/
Injection site pain

2 17SEP2020 1/3 1 Yes NA R 
(19SEP2020)

N/N

>55/
C459100
1 1008 
10081131

3^ GENRL Injection site erythema/
Grade 2 injection site redness

2 18SEP2020 2/3 2 Yes NA R 
(20SEP2020)

N/N

>55/
C459100
1 1008 
10081157

3^ GENRL Pain/
Body aches

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1008 
10081164

3^ GENRL Fatigue/
Fatigue

2 23SEP2020 2/3 1 Yes NA R 
(25SEP2020)

N/N

Injection site pain/
Injection site pain Left deltoid

2 23SEP2020 2/4 1 Yes NA R 
(26SEP2020)

N/N

>55/
C459100
1 1008 
10081165

3^ GENRL Fatigue/
Fatigue

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Injection site pain Left arm

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

Pyrexia/
Fever

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

NERV Headache/
Headache

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1008 
10081168

3^ NERV Headache/
Headache

2 29SEP2020 7/3 1 No O NA R 
(01OCT2020)

N/N

>55/
C459100
1 1008 
10081173

3^ GENRL Chills/
Chills

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

Pyrexia/
Fever

2 24SEP2020 2/2 1 Yes NA/TC R 
(25SEP2020)

N/N

>55/
C459100
1 1008 
10081174

3^ GENRL Injection site pain/
Injection site pain left arm

2 24SEP2020 2/6 1 Yes NA R 
(29SEP2020)

N/N

>55/
C459100
1 1008 
10081175

3^ GENRL Fatigue/
Fatigue

1 03SEP2020 2/1 1 Yes NA R 
(03SEP2020)

N/N

Pain/
Body aches

1 03SEP2020 2/1 1 Yes NA/TC R 
(03SEP2020)

N/N

Pyrexia/
Fever

1 03SEP2020 2/1 1 Yes NA/TC R 
(03SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
Fatigue

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

Pain/
Body aches

2 22SEP2020 2/2 1 Yes NA/TC R 
(23SEP2020)

N/N

Pyrexia/
Fever

2 22SEP2020 2/2 1 Yes NA/TC R 
(23SEP2020)

N/N

>55/
C459100
1 1008 
10081182

3^ EYE Keratitis/
Corneal inflammation left eye

1 17SEP2020 15/8 1 No O NA/TC R 
(24SEP2020)

N/N

GENRL Pyrexia/
Fever

2 25SEP2020 2/1 1 Yes NA R 
(25SEP2020)

N/N

>55/
C459100
1 1008 
10081184

3^ NEOPL Prostate cancer/
Prostate cancer

2 30SEP2020 7/C 2 No O NA N Y/N

>55/
C459100
1 1008 
10081185

3^ GASTR Diarrhoea/
Diarrhea

2 02OCT2020 8/1 1 No O NA R 
(02OCT2020)

N/N

>55/
C459100
1 1008 
10081186

3^ GENRL Injection site pain/
Injection site pain left arm

2 24SEP2020 1/3 1 Yes NA R 
(26SEP2020)

N/N

>55/
C459100
1 1008 
10081192

3^ GENRL Chills/
Chills

2 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Fatigue/
Fatigue

2 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

Pyrexia/
Fever

2 26SEP2020 2/2 1 Yes NA/TC R 
(27SEP2020)

N/N

NERV Headache/
Headache

2 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

>55/
C459100
1 1008 
10081208

3^ GENRL Asthenia/
Weakness

2 02OCT2020 2/1 1 Yes NA R 
(02OCT2020)

N/N

Chills/
Chills

2 02OCT2020 2/1 1 Yes NA R 
(02OCT2020)

N/N

Fatigue/
Fatigue

2 02OCT2020 2/1 1 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1008 
10081209

3^ GENRL Chills/
Chills

2 30SEP2020 2/3 1 Yes NA R 
(02OCT2020)

N/N

Pain/
Body aches

2 30SEP2020 2/3 1 Yes NA R 
(02OCT2020)

N/N

Pyrexia/
Fever

2 30SEP2020 2/3 1 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1008 
10081211

3^ NERV Sciatica/
sciatica

1 16SEP2020 9/C 2 No O NA/TC N N/N

GENRL Chills/
Chills

2 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pain/
Body aches

2 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N

>55/
C459100
1 1008 
10081222

3^ GASTR Vomiting/
Vomiting

2 29SEP2020 2/1 1 Yes NA R 
(29SEP2020)

N/N

GENRL Chills/
Chills

2 29SEP2020 2/3 1 Yes NA/TC R 
(01OCT2020)

N/N

Injection site pain/
Injection site pain

2 29SEP2020 2/3 1 Yes NA R 
(01OCT2020)

N/N

Pain/
Body aches

2 29SEP2020 2/3 1 Yes NA R 
(01OCT2020)

N/N

NERV Headache/
Headache

2 29SEP2020 2/3 1 Yes NA/TC R 
(01OCT2020)

N/N

METAB Decreased appetite/
Loss of appetite

2 30SEP2020 3/2 1 Yes NA R 
(01OCT2020)

N/N

>55/
C459100
1 1008 
10081226

3^ GENRL Fatigue/
Fatigue

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

Injection site pain/
Injection site pain left deltoid

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

Pain/
Body aches

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

>55/
C459100
1 1008 
10081228

3^ SKIN Rash/
Rash extremities unknown 

etiology

1 11SEP2020 4/47 1 No O NA/TC R 
(27OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1008 
10081237

3^ GASTR Diarrhoea/
Diarrhea

2 29SEP2020 2/1 1 Yes NA R 
(29SEP2020)

N/N

>55/
C459100
1 1008 
10081242

3^ GENRL Chills/
Chills

2 02OCT2020 2/1 1 Yes NA R 
(02OCT2020)

N/N

Fatigue/
Fatigue

2 02OCT2020 2/1 1 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1008 
10081246

3^ GENRL Pyrexia/
Fever

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

MUSC Myalgia/
Muscle aches

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

NERV Dizziness/
Dizziness

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1008 
10081248

3^ GASTR Diarrhoea/
Diarrhea

1 13SEP2020 5/2 1 Yes NA R 
(14SEP2020)

N/N

Nausea/
Nausea

1 13SEP2020 5/2 1 Yes NA R 
(14SEP2020)

N/N

Vomiting/
Vomiting

1 13SEP2020 5/2 1 Yes NA R 
(14SEP2020)

N/N

GENRL Chills/
Chills

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1008 
10081250

3^ GENRL Injection site pain/
Injection site pain

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

Pyrexia/
Fever

2 01OCT2020 2/2 1 Yes NA/TC R 
(02OCT2020)

N/N

>55/
C459100
1 1008 
10081252

3^ GENRL Chills/
Chills

2 03OCT2020 2/2 1 Yes NA R 
(04OCT2020)

N/N

>55/
C459100
1 1008 
10081269

3^ GENRL Chills/
Chills

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

Fatigue/
Fatigue

2 01OCT2020 1/3 1 Yes NA R 
(03OCT2020)

N/N

GENRL Injection site pain/
Injection site pain

2 02OCT2020 2/3 1 Yes NA R 
(04OCT2020)

N/N

Pain/
Body aches

2 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N

>55/
C459100
1 1008 
10081270

3^ GENRL Chills/
Chills

2 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N

Pain/
Body aches

2 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1658

FDA-CBER-2021-5683-0127684



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1008 
10081298

3^ GENRL Injection site pain/
Injection site pain

2 02OCT2020 1/3 1 Yes NA R 
(04OCT2020)

N/N

Malaise/
Malaise

2 02OCT2020 1/3 1 Yes NA R 
(04OCT2020)

N/N

Pain/
Body aches

2 02OCT2020 1/3 1 Yes NA R 
(04OCT2020)

N/N

>55/
C459100
1 1008 
10081299

3^ GENRL Chills/
Chills

2 03OCT2020 2/1 1 Yes NA R 
(03OCT2020)

N/N

Fatigue/
Fatigue

2 03OCT2020 2/1 1 Yes NA R 
(03OCT2020)

N/N

Pyrexia/
Fever

2 03OCT2020 2/1 1 Yes NA R 
(03OCT2020)

N/N

NERV Headache/
Headache

2 03OCT2020 2/1 1 Yes NA R 
(03OCT2020)

N/N

>55/
C459100
1 1008 
10081303

3^ GENRL Pain/
Body aches

1 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

>55/
C459100
1 1008 
10081307

3^ GENRL Chills/
Chills

2 03OCT2020 2/2 1 Yes NA R 
(04OCT2020)

N/N

Pain/
Body aches

2 03OCT2020 2/2 1 Yes NA R 
(04OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1008 
10081309

3^ GASTR Diarrhoea/
Diarrhea

2 03OCT2020 2/1 1 Yes NA R 
(03OCT2020)

N/N

MUSC Myalgia/
Muscle aches

2 03OCT2020 2/1 1 Yes NA R 
(03OCT2020)

N/N

>55/
C459100
1 1008 
10081318

3^ GENRL Injection site pain/
Injection site pain

1 14SEP2020 1/3 1 Yes NA R 
(16SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 06OCT2020 1/3 1 Yes NA R 
(08OCT2020)

N/N

>55/
C459100
1 1008 
10081322

3^ GENRL Injection site pain/
Injection site pain

2 05OCT2020 1/2 1 Yes NA R 
(06OCT2020)

N/N

>55/
C459100
1 1008 
10081332

3^ GENRL Injection site pain/
Injection site pain

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N

Pain/
Body aches

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N

Pyrexia/
Fever

2 06OCT2020 1/2 1 Yes NA/TC R 
(07OCT2020)

N/N

>55/
C459100
1 1008 
10081335

3^ GENRL Injection site pain/
Injection site pain

2 07OCT2020 1/3 1 Yes NA R 
(09OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1008 
10081355

3^ GASTR Diarrhoea/
Diarrhea

1 18SEP2020 3/3 1 Yes NA R 
(20SEP2020)

N/N

>55/
C459100
1 1008 
10081363

3^ GENRL Injection site pain/
Injection site pain

1 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 07OCT2020 1/4 1 Yes NA R 
(10OCT2020)

N/N

GENRL Chills/
Chills

2 08OCT2020 2/2 1 Yes NA R 
(09OCT2020)

N/N

Pain/
Body aches

2 08OCT2020 2/2 1 Yes NA R 
(09OCT2020)

N/N

NERV Headache/
Headache

2 08OCT2020 2/2 1 Yes NA R 
(09OCT2020)

N/N

>55/
C459100
1 1008 
10081376

3^ GENRL Fatigue/
Fatigue

2 09OCT2020 2/2 1 Yes NA R 
(10OCT2020)

N/N

NERV Headache/
Headache

2 09OCT2020 2/2 1 Yes NA R 
(10OCT2020)

N/N

>55/
C459100
1 1008 
10081378

3^ GENRL Chills/
Chills

1 23SEP2020 7/2 1 Yes NA R 
(24SEP2020)

N/N

SKIN Hyperhidrosis/
Sweating

1 23SEP2020 7/2 1 Yes NA R 
(24SEP2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1661

FDA-CBER-2021-5683-0127687



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1008 
10081380

3^ GENRL Injection site pain/
Injection site soreness

2 09OCT2020 2/6 1 Yes NA R 
(14OCT2020)

N/N

Pyrexia/
Fever

2 09OCT2020 2/2 1 Yes NA/TC R 
(10OCT2020)

N/N

>55/
C459100
1 1008 
10081400

3^ INJ&P Arthropod bite/
Tick bite

2 24OCT2020 17/14 1 No O NA/TC R 
(06NOV2020)

N/N

>55/
C459100
1 1008 
10081412

3^ GENRL Fatigue/
Fatigue

1 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

Injection site pain/
Injection site pain

1 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

Pain/
Body aches

1 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 09OCT2020 2/2 1 Yes NA R 
(10OCT2020)

N/N

Injection site pain/
Injection site pain

2 09OCT2020 2/2 1 Yes NA R 
(10OCT2020)

N/N

Pain/
Body aches

2 09OCT2020 2/2 1 Yes NA R 
(10OCT2020)

N/N

NERV Headache/
Headache

2 09OCT2020 2/2 1 Yes NA R 
(10OCT2020)

N/N

>55/
C459100

3^ NERV Parosmia/
Olfactory disturbance

1 22SEP2020 1/C 1 Yes NA N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1008 
10081443

>55/
C459100
1 1008 
10081454

3^ GASTR Nausea/
Nausea

2 14OCT2020 2/1 1 Yes NA R 
(14OCT2020)

N/N

GENRL Chills/
Chills

2 14OCT2020 2/1 1 Yes NA R 
(14OCT2020)

N/N

MUSC Myalgia/
Muscles aches

2 14OCT2020 2/1 1 Yes NA R 
(14OCT2020)

N/N

>55/
C459100
1 1008 
10081482

3^ GASTR Diarrhoea/
Diarrhea

1 05OCT2020 13/1 1 No O NA R 
(05OCT2020)

N/N

Vomiting/
Vomiting

1 05OCT2020 13/1 1 No O NA R 
(05OCT2020)

N/N

GENRL Injection site pain/
Injection site pain

2 14OCT2020 1/C 1 Yes NA RG N/N

>55/
C459100
1 1008 
10081490

3^ GENRL Injection site pain/
Injection site pain

1 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 14OCT2020 1/2 1 Yes NA R 
(15OCT2020)

N/N

>55/
C459100
1 1008 
10081495

3^ GENRL Injection site pain/
Injection site pain

2 14OCT2020 1/8 1 Yes NA R 
(21OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Pyrexia/
Fever

2 15OCT2020 2/2 1 Yes NA/TC R 
(16OCT2020)

N/N

>55/
C459100
1 1008 
10081503

3^ GENRL Chills/
Chills

2 15OCT2020 1/2 1 Yes NA R 
(16OCT2020)

N/N

MUSC Myalgia/
Muscle aches

2 15OCT2020 1/2 1 Yes NA R 
(16OCT2020)

N/N

>55/
C459100
1 1008 
10081511

3^ GENRL Pyrexia/
Fever

1 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

>55/
C459100
1 1008 
10081526

3^ SKIN Dermatitis contact/
Contact dermatitis

2 08NOV2020 25/C 1 No O NA RG N/N

>55/
C459100
1 1008 
10081531

3^ GENRL Chills/
Chills

2 17OCT2020 2/2 1 Yes NA R 
(18OCT2020)

N/N

Injection site pain/
Injection site pain

2 17OCT2020 2/2 1 Yes NA R 
(18OCT2020)

N/N

METAB Decreased appetite/
Loss of appetite

2 17OCT2020 2/2 1 Yes NA R 
(18OCT2020)

N/N

>55/
C459100
1 1008 
10081550

3^ GENRL Chills/
chills

1 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pain/
bodyaches

1 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N

PSYCH Anxiety/
Anxiety

1 14OCT2020 16/C 2 No O NA/TCN N N/N

Depression/
Depression

1 14OCT2020 16/C 2 No O NA/TCN N N/N

>55/
C459100
1 1008 
10081564

3^ GENRL Injection site pain/
Injection site pain

1 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N

>55/
C459100
1 1008 
10081566

3^ GENRL Chills/
Chills

2 28OCT2020 2/1 1 Yes NA R 
(28OCT2020)

N/N

>55/
C459100
1 1008 
10081571

3^ INFEC Otitis externa/
Otitis externa Left ear

1 08OCT2020 2/8 1 No O NA/TC R 
(15OCT2020)

N/N

>55/
C459100
1 1009 
10091029

3^ INFEC Skin infection/
skin infection right hand

2 18SEP2020 17/C 2 No O NA/TC RG N/N

>55/
C459100
1 1009 
10091034

3^ INFEC Urinary tract infection/
URINARY TRACT 

INFECTION

1 14AUG2020 2/19 2 No O NA/TC R 
(01SEP2020)

N/N

>55/
C459100
1 1009 
10091041

3^ MUSC Arthralgia/
Intermittent Bilateral Ankle Pain, 

Unspecified

2 07SEP2020 6/C 2 No O NA/TC N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1009 
10091069

3^ GASTR Diarrhoea/
DIARRHEA

1 19AUG2020 2/1 1 No O NA R 
(19AUG2020)

N/N

GASTR Diarrhoea/
DIARRHEA

2 11SEP2020 2/1 1 Yes NA R 
(11SEP2020)

N/N

MUSC Myalgia/
GENERALIZED MUSCLE 

ACHES

2 11SEP2020 2/1 1 Yes NA R 
(11SEP2020)

N/N

>55/
C459100
1 1009 
10091077

3^ GENRL Fatigue/
fatigue

2 09SEP2020 2/4 1 Yes NA R 
(12SEP2020)

N/N

MUSC Myalgia/
generalized muscle soreness

2 09SEP2020 2/3 1 Yes NA R 
(11SEP2020)

N/N

>55/
C459100
1 1009 
10091089

3^ INJ&P Skin laceration/
LEFT THUMB LACERATION

1 06SEP2020 18/18 2 No O NA/TC R 
(23SEP2020)

N/N

PSYCH Depression/
Worsening of Depression

2 21OCT2020 15/C 3 No O NA N N/N

>55/
C459100
1 1009 
10091135

3^ NEOPL Intraductal proliferative breast 
lesion/

Right Breast Ductal Carcinoma 
In Situ

1 02SEP2020 3/C 1 No O NA N Y/N

REPRO Breast mass/
right breast lump

1 02SEP2020 3/C 1 No O NA N N/N

>55/
C459100

3^ INFEC Cystitis/
CYSTITIS

2 06OCT2020 16/9 2 No O NA/TC R 
(14OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1009 
10091143

>55/
C459100
1 1009 
10091154

3^ GASTR Nausea/
nausea

1 04SEP2020 1/2 2 Yes NA R 
(05SEP2020)

N/N

NERV Headache/
headache

1 04SEP2020 1/2 3 Yes NA/TC R
(05SEP2020)

N/N

GENRL Chills/
Chills

2 24SEP2020 2/C 1 Yes NA N N/N

Injection site pain/
soreness at injection site

2 24SEP2020 2/C 1 Yes NA N N/N

>55/
C459100
1 1009 
10091160

3^ INFEC Urinary tract infection/
urinary tract infection

1 13SEP2020 6/10 2 No O NA/TC R 
(22SEP2020)

N/N

>55/
C459100
1 1009 
10091162

3^ GASTR Toothache/
Toothache

1 20SEP2020 12/C 2 No O NA/TC N N/N

INFEC Oral herpes/
cold sore to mouth

2 12OCT2020 15/5 1 No O NA/TC R 
(16OCT2020)

N/N

>55/
C459100
1 1009 
10091190

3^ INFEC Ear infection/
ear infection

1 10OCT2020 17/C 2 No O NA/TC RG N/N

>55/
C459100

3^ NERV Headache/
Headache

2 01OCT2020 29/C 1 No O NA/TC N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1011 
10111018

RESP Nasal congestion/
Nasal Congestion

2 01OCT2020 29/C 1 No O NA/TC N N/N

>55/
C459100
1 1011 
10111029

3^ INFEC Appendicitis perforated/
Perforated Appendicitis

2 12SEP2020 13/4 3 No O NA/TC/TCN R 
(15SEP2020)

Y/N

INFEC Peritonitis/
Feculant Peritonitis

2 14SEP2020 15/5 3 No O NA/TC/TCN R 
(18SEP2020)

Y/N

>55/
C459100
1 1011 
10111049

3^ INJ&P Fall/
Fall

2 04OCT2020 27/1 1 No O NA R 
(04OCT2020)

N/N

Ligament sprain/
Sprained left ankle

2 04OCT2020 27/C 1 No O NA/TC/TCN N N/N

>55/
C459100
1 1011 
10111050

3^ GENRL Chills/
Chills

2 08SEP2020 1/3 1 Yes NA R 
(10SEP2020)

N/N

Fatigue/
Fatigue

2 08SEP2020 1/3 1 Yes NA R 
(10SEP2020)

N/N

Pyrexia/
Fever 100.1 F

2 08SEP2020 1/3 1 Yes NA R 
(10SEP2020)

N/N

>55/
C459100
1 1011 
10111126

3^ MUSC Myalgia/
Generalized Muscle aches

2 22SEP2020 2/1 1 Yes NA/TC R 
(22SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1011 
10111138

3^ INJ&P Chest injury/
Bruised Ribs

1 15SEP2020 15/C 2 No O NA N N/N

Hand fracture/
Left Hand Fracture

1 15SEP2020 15/C 2 No O NA/TC N N/N

Ligament sprain/
Left Wrist Sprain

1 15SEP2020 15/C 2 No O NA/TC N N/N

Ligament sprain/
Sprained left knee

1 15SEP2020 15/C 2 No O NA/TC N N/N

>55/
C459100
1 1011 
10111145

3^ SKIN Rash/
Rash on right forearm

1 02SEP2020 1/4 1 No O NA R 
(05SEP2020)

N/N

>55/
C459100
1 1011 
10111152

3^ GASTR Toothache/
Tooth Pain

1 22SEP2020 21/2 1 No O NA/TC R 
(23SEP2020)

N/N

>55/
C459100
1 1011 
10111157

3^ RESP Nasal congestion/
Nasal Congestion

1 20SEP2020 18/5 1 No O NA/TC R 
(24SEP2020)

N/N

>55/
C459100
1 1011 
10111167

3^ GASTR Diarrhoea/
Diarrhea

1 04SEP2020 2/3 1 Yes NA R 
(06SEP2020)

N/N

INFEC Conjunctivitis/
Left eye conjunctivitis

1 04SEP2020 2/5 1 No O NA/TC R 
(08SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1011 
10111172

3^ GASTR Diarrhoea/
Diarrhea

2 29OCT2020 1/C 1 Yes NA N N/N

>55/
C459100
1 1011 
10111181

3^ GASTR Paraesthesia oral/
Tingling around the mouth

1 08OCT2020 1/1 1 Yes P R 
(08OCT2020)

N/N

NERV Paraesthesia/
Tingling at finger tips

1 08OCT2020 1/1 1 Yes NA R 
(08OCT2020)

N/N

>55/
C459100
1 1012 
10121010

3^ GASTR Nausea/
Nausea

2 26AUG2020 2/1 1 No O NA/TC R 
(26AUG2020)

N/N

>55/
C459100
1 1012 
10121029

3^ MUSC Muscle spasms/
Cramp in left calf

1 16AUG2020 6/2 1 No CND NA R 
(17AUG2020)

N/N

>55/
C459100
1 1012 
10121033

3^ HEPAT Hepatic cirrhosis/
Cirrhotic liver

1 22SEP2020 15/C 2 No O NA/TC N N/N

>55/
C459100
1 1012 
10121039

3^ GENRL Injection site pain/
Left Arm Injection Site Pain

1 17AUG2020 1/1 1 Yes NA R 
(17AUG2020)

N/N

GENRL Fatigue/
FATIGUE

1 18AUG2020 2/2 1 Yes NA R 
(19AUG2020)

N/N

MUSC Myalgia/
MUSCLE ACHES

1 18AUG2020 2/2 1 Yes NA R 
(19AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
HEADACHE

1 18AUG2020 2/2 1 Yes NA R 
(19AUG2020)

N/N

GENRL Injection site pain/
Arm pain at injection site

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

>55/
C459100
1 1012 
10121045

3^ GENRL Pyrexia/
Fever

2 11SEP2020 2/2 1 Yes NA RS 
(12SEP2020)

N/N

>55/
C459100
1 1012 
10121048

3^ GENRL Injection site pain/
Left Arm Pain at Injection Site

1 19AUG2020 1/4 1 Yes NA R 
(22AUG2020)

N/Y

GENRL Fatigue/
Fatigue

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

Pain/
Body Aches

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

Pyrexia/
Low Grade Fever

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

>55/
C459100
1 1012 
10121049

3^ GENRL Pain/
Body Aches

2 12SEP2020 3/4 2 Yes NA/TC R 
(15SEP2020)

N/N

PSYCH Nightmare/
Nightmares

2 01OCT2020 22/6 2 No O NA R 
(06OCT2020)

N/N

>55/
C459100

3^ GENRL Injection site pain/
LEFT ARM INJECTION SITE 

PAIN

1 24AUG2020 1/3 2 Yes NA R 
(26AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1012 
10121063

GENRL Injection site pain/
LEFT ARM INJECTION SITE 

PAIN

2 16SEP2020 1/6 1 Yes NA R 
(21SEP2020)

N/N

MUSC Arthralgia/
JOINT PAIN

2 17SEP2020 2/1 2 Yes NA R 
(17SEP2020)

N/N

Myalgia/
MUSCLE PAIN

2 17SEP2020 2/1 2 Yes NA R 
(17SEP2020)

N/N

NERV Headache/
HEADACHE

2 17SEP2020 2/1 2 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1012 
10121064

3^ GENRL Injection site pain/
LEFT ARM INJECTION SITE 

PAIN

1 24AUG2020 1/3 2 Yes NA R 
(26AUG2020)

N/N

GENRL Injection site pain/
LEFT ARM INJECTION SITE 

PAIN

2 16SEP2020 1/5 1 Yes NA R 
(20SEP2020)

N/N

GENRL Pyrexia/
LOW GRADE FEVER

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

MUSC Arthralgia/
JOINT PAIN

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

Myalgia/
MUSCLE PAIN

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1012 
10121068

3^ GENRL Injection site pain/
Left arm muscle pain at injection 

site

1 26AUG2020 2/1 1 Yes NA R 
(26AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
FATIGUE

2 16SEP2020 2/2 2 Yes NA R 
(17SEP2020)

N/N

Pyrexia/
FEVER

2 16SEP2020 2/2 2 Yes NA/TC R 
(17SEP2020)

N/N

MUSC Myalgia/
MUSCLE ACHES

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

NERV Headache/
HEADACHE

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1012 
10121080

3^ GENRL Injection site pain/
LEFT ARM INJECTION SITE 

PAIN

1 27AUG2020 1/3 1 Yes NA R 
(29AUG2020)

N/N

Injection site swelling/
SWELLING AT INJECTION 

SITE LEFT ARM

1 27AUG2020 1/3 1 Yes NA R 
(29AUG2020)

N/N

GASTR Nausea/
NAUSEA

2 15SEP2020 1/2 2 Yes NA R 
(16SEP2020)

N/N

GENRL Injection site pain/
LEFT ARM INJECTION SITE 

PAIN

2 15SEP2020 1/3 1 Yes NA R 
(17SEP2020)

N/N

NERV Headache/
HEADACHE

2 15SEP2020 1/3 3 Yes NA R 
(17SEP2020)

N/N

INFEC Nasopharyngitis/
COMMON COLD

2 26SEP2020 12/4 1 No O NA R 
(29SEP2020)

N/N

>55/
C459100
1 1012 
10121086

3^ MUSC Back pain/
LOWER BACK PAIN

1 30AUG2020 3/4 2 Yes NA/TC R 
(02SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Joint stiffness/
Bilateral Knee Stiffness

1 30AUG2020 3/4 1 No CND NA R 
(02SEP2020)

N/N

Musculoskeletal stiffness/
NECK STIFFNESS

1 30AUG2020 3/4 1 Yes NA R 
(02SEP2020)

N/N

GENRL Injection site pain/
LEFT ARM INJECTION SITE 

PAIN

2 16SEP2020 1/1 2 Yes NA R 
(16SEP2020)

N/N

MUSC Back pain/
LOW BACK PAIN

2 16SEP2020 1/C 1 Yes NA RG N/N

Joint stiffness/
Bilateral Knee Stiffness

2 16SEP2020 1/C 1 No CND NA RG N/N

Musculoskeletal stiffness/
NECK STIFFNESS

2 16SEP2020 1/C 1 Yes NA RG N/N

MUSC Musculoskeletal stiffness/
Left Shoulder Stiffness 

Intermittent

2 23SEP2020 8/C 1 Yes NA RG N/N

>55/
C459100
1 1012 
10121088

3^ GASTR Nausea/
Nausea

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

GENRL Pain/
Body Aches

2 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

NERV Headache/
Headache

2 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

EYE Eye pain/
Bilateral Eye Soreness

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

GENRL Chills/
Chills

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever

2 17SEP2020 2/1 1 Yes NA/TC R 
(17SEP2020)

N/N

>55/
C459100
1 1012 
10121093

3^ GENRL Injection site pain/
Left Arm Pain at Injection Site

2 22SEP2020 2/3 2 Yes NA/TC R 
(24SEP2020)

N/N

>55/
C459100
1 1012 
10121094

3^ GENRL Fatigue/
FATIGUE

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

Injection site pain/
LEFT ARM INJECTION SITE 

PAIN

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

>55/
C459100
1 1012 
10121097

3^ GENRL Injection site pain/
Left arm localized soreness at 

injection site

1 02SEP2020 3/2 1 Yes NA R 
(03SEP2020)

N/N

>55/
C459100
1 1012 
10121106

3^ GENRL Injection site pain/
RIGHT ARM INJECTION SITE 

PAIN

1 02SEP2020 2/1 1 Yes NA R 
(02SEP2020)

N/N

EYE Vision blurred/
Blurred vision

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

MUSC Arthralgia/
Joint Pain Bilateral Arms

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

Arthralgia/
Joint Pain Bilateral Legs

2 22SEP2020 2/2 1 Yes NA/TC R 
(23SEP2020)

N/N

GASTR Nausea/
Nausea

2 23SEP2020 3/1 2 Yes NA/TC R 
(23SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
Fatigue

2 23SEP2020 3/2 3 Yes NA R 
(24SEP2020)

N/N

NERV Dizziness/
Lightheadedness

2 23SEP2020 3/2 2 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1012 
10121109

3^ NEOPL Infected naevus/
Infection of Mole Lower Right 

Abdomen

2 14OCT2020 24/C 1 No CND NA/TC RG N/N

>55/
C459100
1 1012 
10121113

3^ NERV Headache/
HEADACHE

1 02SEP2020 1/1 1 Yes NA R 
(02SEP2020)

N/N

NERV Headache/
Headache

2 21SEP2020 1/31 1 Yes NA R 
(21OCT2020)

N/N

>55/
C459100
1 1012 
10121114

3^ GENRL Injection site pain/
INJECTION SITE PAIN LEFT 

ARM

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

GENRL Chills/
Chills

2 24SEP2020 2/1 1 Yes NA R 
(24SEP2020)

N/N

Pyrexia/
Fever

2 24SEP2020 2/1 1 Yes NA/TC R 
(24SEP2020)

N/N

NERV Headache/
Headache

2 24SEP2020 2/1 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1012 
10121120

3^ GENRL Injection site pain/
RIGHT ARM INJECTION SITE 

PAIN

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INJ&P Procedural pain/
POST-OP PAIN FROM LEFT 

ROTATOR CUFF REPAIR

1 18SEP2020 17/C 1 No CND NA/TC RG N/N

GENRL Chills/
BODY CHILLS

2 23SEP2020 1/2 2 Yes NA R 
(24SEP2020)

N/N

Fatigue/
FATIGUE

2 23SEP2020 1/2 2 Yes NA R 
(24SEP2020)

N/N

Pyrexia/
FEVER

2 23SEP2020 1/C 1 Yes NA/TC N N/N

>55/
C459100
1 1012 
10121123

3^ MUSC Back pain/
Mid Back Pain

1 17SEP2020 15/C 1 No O NA/TC RG N/N

GENRL Injection site pain/
LEFT ARM INJECTION SITE 

PAIN

2 22SEP2020 1/3 1 Yes NA R 
(24SEP2020)

N/N

MUSC Myalgia/
MUSCLE ACHES

2 22SEP2020 1/3 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1012 
10121125

3^ GENRL Injection site pain/
RIGHT ARM INJECTION SITE 

PAIN

1 03SEP2020 1/3 1 Yes NA R 
(05SEP2020)

N/N

EYE Chalazion/
RIGHT CHALAZION

1 10SEP2020 8/C 2 No O NA/TC/TCN RG N/N

INFEC Hordeolum/
RIGHT STYE

1 10SEP2020 8/C 2 No O NA/TC/TCN RG N/N

INFEC Sinusitis/
SINUS INFECTION

1 11SEP2020 9/12 2 No O NA/TC R 
(22SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INFEC Cellulitis orbital/
RIGHT EYE CELLULITIS

1 12SEP2020 10/5 2 No O NA/TC RS 
(16SEP2020)

N/N

>55/
C459100
1 1012 
10121126

3^ GENRL Injection site pain/
LEFT ARM INJECTION SITE 

PAIN

1 03SEP2020 1/2 1 Yes NA R 
(04SEP2020)

N/N

>55/
C459100
1 1012 
10121127

3^ GENRL Fatigue/
Fatigue

1 04SEP2020 2/4 1 Yes NA R 
(07SEP2020)

N/N

MUSC Pain in extremity/
LEFT ARM PAIN

1 04SEP2020 2/3 1 Yes NA R 
(06SEP2020)

N/N

GENRL Injection site pain/
Left Arm Injection Site Pain

2 25SEP2020 2/3 1 Yes NA R 
(27SEP2020)

N/N

>55/
C459100
1 1012 
10121128

3^ GENRL Fatigue/
Fatigue

1 05SEP2020 3/3 1 Yes NA R 
(07SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 25SEP2020 2/3 2 Yes NA R 
(27SEP2020)

N/N

Injection site pain/
Right Arm Injection Site Pain

2 25SEP2020 2/11 1 Yes NA R 
(05OCT2020)

N/N

>55/
C459100
1 1012 
10121135

3^ GENRL Injection site pain/
LEFT ARM INJECTION SITE 

PAIN

1 04SEP2020 1/5 2 Yes NA R 
(08SEP2020)

N/N

GENRL Injection site pain/
Left Arm Pain at Injection Site

2 25SEP2020 1/6 1 Yes NA R 
(30SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
Chills

2 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

NERV Headache/
Headache

2 26SEP2020 2/2 2 Yes NA/TC R 
(27SEP2020)

N/N

>55/
C459100
1 1012 
10121139

3^ SKIN Urticaria/
Hives Bilateral Legs

1 20SEP2020 16/C 2 No O NA/TC RG N/N

>55/
C459100
1 1012 
10121160

3^ GENRL Chills/
Chills

2 29SEP2020 2/2 1 Yes NA R 
(30SEP2020)

N/N

Pyrexia/
Fever

2 29SEP2020 2/2 1 Yes NA R 
(30SEP2020)

N/N

MUSC Myalgia/
Muscle Pains

2 29SEP2020 2/2 1 Yes NA R 
(30SEP2020)

N/N

>55/
C459100
1 1012 
10121165

3^ GENRL Injection site pain/
LEFT ARM INJECTION SITE 

PAIN

2 01OCT2020 1/3 1 Yes NA R 
(03OCT2020)

N/N

GENRL Chills/
CHILLS

2 02OCT2020 2/1 1 Yes NA R 
(02OCT2020)

N/N

Fatigue/
FATIGUE

2 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N

Pain/
BODY ACHES

2 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N

NERV Headache/
HEADACHE

2 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1012 
10121168

3^ MUSC Arthralgia/
LEFT WRIST INSIDE PAIN

1 10SEP2020 1/1 1 No CND NA R 
(10SEP2020)

N/N

GENRL Injection site pain/
LEFT ARM INJECTION SITE 

PAIN

1 12SEP2020 3/1 1 Yes NA R
(12SEP2020)

N/N

NERV Dysgeusia/
METALLIC TASTE IN 

MOUTH

1 12SEP2020 3/1 1 Yes NA R 
(12SEP2020)

N/N

GASTR Diarrhoea/
DIARRHEAL EPISODE

2 03OCT2020 4/1 2 No CND NA R 
(03OCT2020)

N/N

NERV Headache/
HEADACHE

2 03OCT2020 4/1 3 Yes NA/TC R
(03OCT2020)

N/N

>55/
C459100
1 1012 
10121186

3^ GENRL Injection site pain/
Pain at Injection Site

1 21SEP2020 1/5 1 Yes NA R 
(25SEP2020)

N/N

GENRL Chills/
Chills

2 12OCT2020 1/2 1 Yes NA R 
(13OCT2020)

N/N

Fatigue/
Fatigue

2 12OCT2020 1/2 1 Yes NA R 
(13OCT2020)

N/N

Pain/
Body Aches

2 12OCT2020 1/2 1 Yes NA R 
(13OCT2020)

N/N

>55/
C459100
1 1013 
10131130

3^ NERV Headache/
Frontal headache

2 03SEP2020 2/1 1 Yes NA/TC R 
(03SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1013 
10131133

3^ MUSC Neck pain/
CERVICAL PAIN

2 09SEP2020 9/C 3 No O NA/TC RG N/N

>55/
C459100
1 1013 
10131176

3^ BLOOD Leukopenia/
LEUKOPENIA

1 29AUG2020 17/10 2 No O NA/TCN R 
(07SEP2020)

N/N

GASTR Abdominal adhesions/
abdominal adhesions

1 29AUG2020 17/2 3 No O NA/TC R 
(30AUG2020)

Y/N

Small intestinal obstruction/
SMALL BOWEL 
OBSTRUCTION

1 29AUG2020 17/2 2 No O NA/TCN R 
(30AUG2020)

Y/N

INFEC Sepsis/
sepsis

1 29AUG2020 17/19 3 No O NA R 
(16SEP2020)

N/N

METAB Hyponatraemia/
HYPONATREMIA

1 29AUG2020 17/10 2 No O NA/TC R 
(07SEP2020)

N/N

PSYCH Mental status changes/
altered mental status

1 29AUG2020 17/19 3 No CND NA R 
(16SEP2020)

N/N

RENAL Acute kidney injury/
acute renal failure

1 29AUG2020 17/19 3 No O NA R 
(16SEP2020)

N/N

BLOOD Anaemia/
anemia

1 30AUG2020 18/18 3 No O NA R 
(16SEP2020)

N/N

CARD Cardiac failure congestive/
CONGESTIVE HEART 

FAILURE

1 30AUG2020 18/18 3 No O NA R 
(16SEP2020)

N/N

METAB Hypokalaemia/
hypokalemia

1 30AUG2020 18/18 3 No O NA R 
(16SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

RESP Acute respiratory failure/
acute hypoxic respiratory failure

1 30AUG2020 18/13 3 No O NA R 
(11SEP2020)

Y/N

Pneumonia aspiration/
ASPIRATION PNEUMONIA

1 30AUG2020 18/18 2 No O NA/TCN R 
(16SEP2020)

Y/N

CARD Left ventricular hypertrophy/
MILD CONCENTRIC LEFT 

VENTRICULAR 
HYPERTROPHY

1 16SEP2020 35/C 1 No O NA RG N/N

>55/
C459100
1 1013 
10131186

3^ INFEC Infected bite/
2ND TOE OF RIGHT FOOT 

BUG BITE INFECTION

1 02SEP2020 21/19 2 No O NA/TC R 
(20SEP2020)

N/N

INJ&P Meniscus injury/
TORN MENISCUS RIGHT 

KNEE

1 02SEP2020 21/C 2 No O NA/TC RG N/N

>55/
C459100
1 1013 
10131236

3^ GENRL Pain/
BODY ACHES

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

NERV Headache/
HEADACHE

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

>55/
C459100
1 1013 
10131244

3^ PSYCH Restlessness/
RESTLESSNESS

2 10SEP2020 1/2 2 Yes NA R 
(11SEP2020)

N/N

MUSC Myalgia/
MUSCLE ACHES

2 11SEP2020 2/1 2 Yes NA R 
(11SEP2020)

N/N

>55/
C459100

3^ GENRL Injection site pain/
INJECTION SITE PAIN

2 10SEP2020 2/2 2 Yes NA/TC R 
(11SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1013 
10131248

Pyrexia/
LOW GRADE FEVER

2 10SEP2020 2/2 2 Yes NA/TC R 
(11SEP2020)

N/N

>55/
C459100
1 1013 
10131260

3^ GENRL Injection site pain/
INJECTION SITE PAIN

2 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

>55/
C459100
1 1013 
10131265

3^ GENRL Fatigue/
FATIGUE

1 21AUG2020 2/5 1 Yes NA R 
(25AUG2020)

N/N

>55/
C459100
1 1013 
10131277

3^ GENRL Chills/
CHILLS

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

Fatigue/
FATIGUE

2 17SEP2020 2/2 2 Yes NA R 
(18SEP2020)

N/N

>55/
C459100
1 1013 
10131278

3^ GENRL Fatigue/
FATIGUE

2 17SEP2020 2/3 1 Yes NA R 
(19SEP2020)

N/N

>55/
C459100
1 1013 
10131279

3^ GENRL Chills/
CHILLS

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

MUSC Musculoskeletal stiffness/
STIFF NECK

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
HEADACHE

2 15SEP2020 2/2 2 Yes NA R 
(16SEP2020)

N/N

GENRL Injection site pain/
INJECTION SITE PAIN

2 21SEP2020 8/2 1 Yes NA R 
(22SEP2020)

N/N

>55/
C459100
1 1013 
10131297

3^ GENRL Fatigue/
FATIGUE

2 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

>55/
C459100
1 1013 
10131310

3^ NERV Headache/
HEADACHE

2 17SEP2020 1/1 1 Yes NA R 
(17SEP2020)

N/N

GENRL Pain/
BODY ACHES

2 18SEP2020 2/1 1 Yes NA/TC R 
(18SEP2020)

N/N

>55/
C459100
1 1013 
10131320

3^ NERV Dizziness/
LIGHTHEADEDNESS

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

RESP Dyspnoea/
SHORTNESS OF BREATH

2 16SEP2020 2/2 1 No O NA R 
(17SEP2020)

N/N

>55/
C459100
1 1013 
10131324

3^ GENRL Injection site pain/
INJECTION SITE PAIN

2 23SEP2020 7/2 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1013 
10131326

3^ MUSC Arthralgia/
JOINT ACHES

1 07SEP2020 13/37 1 No O NA R 
(13OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GASTR Diarrhoea/
DIARRHEA

2 16SEP2020 2/1 1 Yes NA R 
(16SEP2020)

N/N

GENRL Injection site pain/
INJECTION SITE PAIN

2 16SEP2020 2/3 1 Yes NA R 
(18SEP2020)

N/N

Pyrexia/
LOW GRADE FEVER

2 16SEP2020 2/2 2 Yes NA/TC R 
(17SEP2020)

N/N

>55/
C459100
1 1013 
10131331

3^ INFEC Urinary tract infection/
URINARY TRACT 

INFECTION

2 03NOV2020 49/8 1 No O NA/TC R 
(10NOV2020)

N/N

>55/
C459100
1 1013 
10131333

3^ INJ&P Radius fracture/
FRACTURE RIGHT DISTAL 

RADIUS

2 28SEP2020 13/8 2 No O NA/TC R 
(05OCT2020)

N/N

Ulna fracture/
FRACTURE RIGHT DISTAL 

ULNA

2 28SEP2020 13/8 2 No O NA/TC R 
(05OCT2020)

N/N

SURG Open reduction of fracture/
OPEN REDUCTION 

INTERNAL FIXATION RIGHT 
RADIUS

2 05OCT2020 20/1 2 No O NA/TC R 
(05OCT2020)

N/N

>55/
C459100
1 1013 
10131341

3^ GENRL Injection site pain/
INJECTION SITE PAIN

2 19SEP2020 3/3 2 Yes NA/TC R 
(21SEP2020)

N/N

MUSC Myalgia/
MUSCLE PAIN

2 19SEP2020 3/3 2 Yes NA/TC R 
(21SEP2020)

N/N

>55/
C459100

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 02SEP2020 7/2 1 Yes NA R 
(03SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1013 
10131346

>55/
C459100
1 1013 
10131347

3^ GENRL Pain/
BODY ACHES

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

SKIN Night sweats/
NIGHT SWEATS

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

>55/
C459100
1 1013 
10131350

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 28AUG2020 2/3 2 Yes NA/TC R 
(30AUG2020)

N/N

GENRL Pyrexia/
LOW GRADE FEVER

2 19SEP2020 3/1 2 Yes NA/TC R 
(19SEP2020)

N/N

>55/
C459100
1 1013 
10131356

3^ GENRL Injection site erythema/
REDNESS AT INJECTION 

SITE

1 31AUG2020 1/4 1 Yes NA R 
(03SEP2020)

N/N

GENRL Injection site erythema/
REDNESS AT INJECTION 

SITE

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

NERV Headache/
FRONTAL HEADACHE

2 23SEP2020 2/4 2 Yes NA/TC R 
(26SEP2020)

N/N

>55/
C459100
1 1013 
10131358

3^ INJ&P Fall/
Fall

1 07SEP2020 8/1 2 No O NA/TC R 
(07SEP2020)

N/N

>55/
C459100

3^ MUSC Arthralgia/
LEFT SHOULDER SORENESS

2 05OCT2020 15/C 2 No O NA/TC RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1013 
10131359

>55/
C459100
1 1013 
10131360

3^ GENRL Fatigue/
FATIGUE

2 21SEP2020 1/4 1 Yes NA R 
(24SEP2020)

N/N

Injection site pain/
INJECTION SITE PAIN

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

>55/
C459100
1 1013 
10131368

3^ GENRL Injection site pain/
INJECTION SITE PAIN

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1013 
10131372

3^ RESP Nasal congestion/
NASAL CONGESTION

2 26SEP2020 4/C 1 Yes NA RG N/N

Oropharyngeal pain/
SORE THROAT

2 26SEP2020 4/3 1 Yes NA/TC R 
(28SEP2020)

N/N

>55/
C459100
1 1013 
10131384

3^ GENRL Chills/
CHILLS

2 21SEP2020 1/2 2 Yes NA R 
(22SEP2020)

N/N

GENRL Fatigue/
FATIGUE

2 22SEP2020 2/2 2 Yes NA R 
(23SEP2020)

N/N

MUSC Myalgia/
MUSCLE ACHES

2 22SEP2020 2/4 2 Yes NA/TC R 
(25SEP2020)

N/N

NERV Headache/
HEADACHE

2 24SEP2020 4/1 2 Yes NA/TC R 
(24SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1013 
10131402

3^ GENRL Chills/
CHILLS

2 23SEP2020 2/1 1 Yes NA R 
(23SEP2020)

N/N

Injection site pain/
INJECTION SITE PAIN

2 23SEP2020 2/2 2 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1013 
10131415

3^ GENRL Chills/
CHILLS

2 24SEP2020 1/2 2 Yes NA R 
(25SEP2020)

N/N

GASTR Nausea/
NAUSEA

2 25SEP2020 2/1 2 Yes NA R 
(25SEP2020)

N/N

GENRL Fatigue/
FATIGUE

2 25SEP2020 2/1 2 Yes NA R 
(25SEP2020)

N/N

Pyrexia/
FEVER

2 25SEP2020 2/1 2 Yes NA/TC R 
(25SEP2020)

N/N

>55/
C459100
1 1013 
10131428

3^ MUSC Musculoskeletal discomfort/
RIGHT SHOULDER 

DISCOMFORT

2 24SEP2020 1/1 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1013 
10131431

3^ MUSC Musculoskeletal stiffness/
BODY MUSCLE STIFFNESS

2 23SEP2020 1/1 1 Yes NA R 
(23SEP2020)

N/N

>55/
C459100
1 1013 
10131434

3^ GENRL Chills/
CHILLS

2 25SEP2020 2/2 2 Yes NA/TC R 
(26SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Fatigue/
FATIGUE

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

Injection site pain/
INJECTION SITE PAIN

2 25SEP2020 2/2 1 Yes NA/TC R 
(26SEP2020)

N/N

Pyrexia/
LOW GRADE FEVER

2 25SEP2020 2/2 1 Yes NA/TC R 
(26SEP2020)

N/N

>55/
C459100
1 1013 
10131457

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

>55/
C459100
1 1013 
10131460

3^ GENRL Pain/
BODY ACHES

1 08SEP2020 1/2 2 Yes NA/TC R 
(09SEP2020)

N/N

Pyrexia/
LOW GRADE FEVER

1 08SEP2020 1/2 2 Yes NA/TC R 
(09SEP2020)

N/N

GENRL Fatigue/
FATIGUE

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

NERV Headache/
HEADACHE

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

>55/
C459100
1 1013 
10131461

3^ GENRL Injection site pain/
INJECTION SITE PAIN

2 30SEP2020 1/7 1 Yes NA R 
(06OCT2020)

N/N

>55/
C459100
1 1013 
10131462

3^ GENRL Injection site pain/
INJECTION SITE PAIN

2 29SEP2020 1/3 2 Yes NA R 
(01OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
FATIGUE

2 30SEP2020 2/1 2 Yes NA R 
(30SEP2020)

N/N

>55/
C459100
1 1013 
10131466

3^ INV Body temperature increased/
ELEVATED TEMPERATURE

1 09SEP2020 2/1 1 Yes NA R 
(09SEP2020)

N/N

MUSC Pain in extremity/
LEFT ARM PAIN

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

GENRL Pyrexia/
LOW GRADE FEVER

2 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N

NERV Headache/
HEADACHE LEFT SIDE

2 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N

>55/
C459100
1 1013 
10131482

3^ MUSC Myalgia/
MUSCLE PAIN

1 11SEP2020 3/4 1 Yes NA R 
(14SEP2020)

N/N

NERV Headache/
HEADACHE

1 11SEP2020 3/8 1 Yes NA R 
(18SEP2020)

N/N

>55/
C459100
1 1013 
10131488

3^ GENRL Injection site pain/
INJECTION SITE PAIN

2 02OCT2020 2/4 1 Yes NA R 
(05OCT2020)

N/N

Pain/
BODY ACHES

2 02OCT2020 2/4 1 Yes NA R 
(05OCT2020)

N/N

NERV Headache/
HEADACHE

2 02OCT2020 2/4 1 Yes NA R 
(05OCT2020)

N/N

>55/
C459100

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 09SEP2020 1/3 1 Yes NA R 
(11SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1013 
10131489

NERV Headache/
HEADACHE

1 09SEP2020 1/3 1 Yes NA R 
(11SEP2020)

N/N

GENRL Injection site pain/
INJECTION SITE PAIN

2 29SEP2020 1/2 1 Yes NA/TC R 
(30SEP2020)

N/N

NERV Headache/
TEMPORAL HEADACHE

2 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N

>55/
C459100
1 1013 
10131494

3^ GASTR Nausea/
NAUSEA

2 02OCT2020 2/C 2 Yes NA RG N/N

GENRL Pain/
BODY ACHES

2 03OCT2020 3/C 2 Yes NA/TC RG N/N

>55/
C459100
1 1013 
10131496

3^ GENRL Pain/
BODY ACHES

2 30SEP2020 2/3 1 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1013 
10131505

3^ GENRL Pyrexia/
Low grade fever

1 10SEP2020 1/2 1 Yes NA/TC R 
(11SEP2020)

N/N

GENRL Pain/
BODY ACHES

2 02OCT2020 2/3 1 Yes NA/TC R 
(04OCT2020)

N/N

Pyrexia/
LOW GRADE FEVER

2 02OCT2020 2/3 1 Yes NA/TC R 
(04OCT2020)

N/N

NERV Headache/
FRONTAL HEADACHE

2 02OCT2020 2/3 1 Yes NA/TC R 
(04OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1013 
10131506

3^ GENRL Pain/
BODY ACHES

2 02OCT2020 2/3 1 Yes NA/TC R 
(04OCT2020)

N/N

Pyrexia/
LOW GRADE FEVER

2 02OCT2020 2/3 1 Yes NA/TC R 
(04OCT2020)

N/N

GENRL Chills/
CHILLS

2 04OCT2020 4/1 1 Yes NA/TC R 
(04OCT2020)

N/N

>55/
C459100
1 1013 
10131511

3^ GENRL Fatigue/
FATIGUE

1 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N

Injection site pain/
INJECTION SITE PAIN

1 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N

GENRL Fatigue/
FATIGUE

2 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N

>55/
C459100
1 1013 
10131517

3^ GENRL Injection site pain/
INJECTION SITE PAIN TO 

LEFT ARM*

10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

GENRL Fatigue/
FATIGUE

1 11SEP2020 2/1 1 Yes NA R 
(11SEP2020)

N/N

CARD Myocardial infarction/
MYOCARDIAL INFARCTION

2 08NOV2020 40/3 3 No O NA R 
(10NOV2020)

Y/N

>55/
C459100
1 1013 
10131525

3^ GENRL Fatigue/
FATIGUE

2 09OCT2020 2/2 1 Yes NA R 
(10OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1013 
10131536

3^ GASTR Dry mouth/
DRY MOUTH

1 15SEP2020 1/1 1 Yes NA R 
(15SEP2020)

N/N

GENRL Injection site pain/
INJECTION SITE PAIN

1 15SEP2020 1/3 1 Yes NA R 
(17SEP2020)

N/N

NERV Headache/
HEADACHE

1 15SEP2020 1/2 2 Yes NA R 
(16SEP2020)

N/N

NERV Headache/
HEADACHE

2 06OCT2020 1/2 2 Yes NA/TC R 
(07OCT2020)

N/N

>55/
C459100
1 1013 
10131539

3^ SKIN Rash/
RASH NECK

1 15SEP2020 1/4 1 Yes NA R 
(18SEP2020)

N/N

GENRL Fatigue/
FATIGUE

1 17SEP2020 3/1 1 Yes NA R 
(17SEP2020)

N/N

NERV Headache/
HEADACHE

2 06OCT2020 1/3 1 Yes NA R 
(08OCT2020)

N/N

GENRL Fatigue/
FATIGUE

2 08OCT2020 3/1 1 Yes NA R 
(08OCT2020)

N/N

>55/
C459100
1 1013 
10131548

3^ GENRL Injection site pain/
INJECTION SITE PAIN

2 08OCT2020 2/1 1 Yes NA R 
(08OCT2020)

N/N

NERV Headache/
HEADACHE

2 08OCT2020 2/1 1 Yes NA R 
(08OCT2020)

N/N

>55/
C459100

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 17SEP2020 2/4 1 Yes NA R 
(20SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1013 
10131554

GENRL Injection site pain/
INJECTION PAIN

2 05OCT2020 1/2 2 Yes NA R 
(06OCT2020)

N/N

Pain/
BODY PAIN

2 05OCT2020 1/2 1 Yes NA R 
(06OCT2020)

N/N

GENRL Chills/
CHILLS

2 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N

Pyrexia/
LOW GRADE FEVER

2 06OCT2020 2/2 1 Yes NA/TC R 
(07OCT2020)

N/N

>55/
C459100
1 1013 
10131558

3^ GASTR Nausea/
NAUSEA

2 07OCT2020 2/C 1 Yes NA RG N/N

GENRL Chills/
CHILLS

2 07OCT2020 2/2 1 Yes NA R 
(08OCT2020)

N/N

Pain/
BODY ACHES

2 07OCT2020 2/2 1 Yes NA/TC R 
(08OCT2020)

N/N

Pyrexia/
LOW GRADE FEVER

2 07OCT2020 2/2 1 Yes NA R 
(08OCT2020)

N/N

NERV Dizziness/
DIZZINESS

2 07OCT2020 2/2 1 Yes NA R 
(08OCT2020)

N/N

GENRL Injection site pain/
INJECTION SITE PAIN

2 14OCT2020 9/C 1 Yes NA RG N/N

>55/
C459100
1 1013 
10131560

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 17SEP2020 2/3 1 Yes NA R 
(19SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
HEADACHE

2 08OCT2020 2/1 2 Yes NA R 
(08OCT2020)

N/N

GENRL Injection site pain/
INJECTION SITE PAIN

2 09OCT2020 3/3 1 Yes NA R 
(11OCT2020)

N/N

>55/
C459100
1 1013 
10131561

3^ NERV Headache/
Headache

1 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

VASC Hot flush/
Hot flushes

1 17SEP2020 2/5 1 Yes NA R 
(21SEP2020)

N/N

>55/
C459100
1 1013 
10131574

3^ NERV Headache/
HEADACHE

1 24SEP2020 8/2 2 Yes NA/TC R 
(25SEP2020)

N/N

GENRL Pain/
BODY ACHES

2 07OCT2020 2/2 1 Yes NA R 
(08OCT2020)

N/N

Pyrexia/
LOW GRADE FEVER

2 07OCT2020 2/2 1 Yes NA R 
(08OCT2020)

N/N

>55/
C459100
1 1013 
10131578

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 24SEP2020 8/2 1 Yes NA R 
(25SEP2020)

N/N

>55/
C459100
1 1013 
10131583

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

GENRL Injection site pain/
INJECTION SITE PAIN

2 08OCT2020 1/2 1 Yes NA/TCN R 
(09OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1013 
10131590

3^ GENRL Injection site pain/
INJECTION SITE PAIN

2 12OCT2020 1/2 1 Yes NA R 
(13OCT2020)

N/N

>55/
C459100
1 1013 
10131602

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

GENRL Chills/
CHILLS

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

Injection site pain/
INJECTION SITE PAIN

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

>55/
C459100
1 1013 
10131604

3^ GENRL Injection site pain/
SORENESS AT INJECTION 

SITE

1 22SEP2020 1/4 1 Yes NA R 
(25SEP2020)

N/N

>55/
C459100
1 1013 
10131609

3^ GENRL Fatigue/
fatigue

1 22SEP2020 1/3 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1013 
10131618

3^ GASTR Nausea/
NAUSEA

2 14OCT2020 1/2 1 Yes NA R 
(15OCT2020)

N/N

GENRL Chills/
CHILLS

2 14OCT2020 1/2 1 Yes NA R 
(15OCT2020)

N/N

Fatigue/
FATIGUE

2 14OCT2020 1/2 1 Yes NA R 
(15OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
HEADACHE

2 14OCT2020 1/2 1 Yes NA/TC R 
(15OCT2020)

N/N

>55/
C459100
1 1013 
10131620

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 24SEP2020 1/2 2 Yes NA/TC R 
(25SEP2020)

N/N

GENRL Fatigue/
FATIGUE

1 10OCT2020 17/7 1 Yes NA R 
(16OCT2020)

N/N

>55/
C459100
1 1013 
10131640

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 06OCT2020 1/3 1 Yes NA R 
(08OCT2020)

N/N

NERV Headache/
HEADACHE

1 06OCT2020 1/3 1 Yes NA R 
(08OCT2020)

N/N

>55/
C459100
1 1015 
10151003

3^ GENRL Fatigue/
Fatigue

2 01SEP2020 1/6 1 Yes NA/TC R 
(06SEP2020)

N/N

Injection site erythema/
Redness at injection site

2 01SEP2020 1/6 1 Yes NA/TC R 
(06SEP2020)

N/N

Injection site pain/
Soreness at injection site

2 01SEP2020 1/6 1 Yes NA/TC R 
(06SEP2020)

N/N

Pyrexia/
Low grade fever - 98.9

2 01SEP2020 1/6 1 Yes NA/TC R 
(06SEP2020)

N/N

>55/
C459100
1 1015 
10151019

3^ MUSC Arthralgia/
Joint pain in left arm

2 03SEP2020 2/C 1 Yes NA RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1015 
10151057

3^ GENRL Injection site pain/
Pain at injection site

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

Malaise/
General Malaise

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

NERV Headache/
Headache

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

>55/
C459100
1 1015 
10151065

3^ GENRL Injection site pain/
Injection site pain

2 09SEP2020 1/5 1 Yes NA/TC R 
(13SEP2020)

N/N

>55/
C459100
1 1015 
10151096

3^ GENRL Vaccination site pain/
Whole arm pain throughout -

arm where IP vaccine was 
received

2 14SEP2020 1/4 1 Yes NA/TC R 
(17SEP2020)

N/N

GENRL Malaise/
Malaise

2 15SEP2020 2/3 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1015 
10151111

3^ EAR Ear pruritus/
Itching of ears

1 08SEP2020 15/2 1 No O NA R 
(09SEP2020)

N/N

RESP Throat irritation/
Itching of throat

1 08SEP2020 15/2 1 No O NA R 
(09SEP2020)

N/N

>55/
C459100
1 1015 
10151127

3^ GENRL Injection site pain/
Injection site soreness

2 18SEP2020 1/4 1 Yes NA R 
(21SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

EAR Ear pain/
Ear pain

2 29OCT2020 42/2 1 No O NA/TC R 
(30OCT2020)

N/N

>55/
C459100
1 1015 
10151129

3^ MUSC Joint stiffness/
Bilateral knee stiffness

2 23SEP2020 7/C 1 No O NA/TC RG N/N

>55/
C459100
1 1015 
10151142

3^ GENRL Injection site swelling/
5cm swelling at injection site

1 28AUG2020 1/3 1 Yes NA/TC R 
(30AUG2020)

N/N

MUSC Myalgia/
Myalgia

1 28AUG2020 1/3 1 Yes NA/TC R 
(30AUG2020)

N/N

GENRL Influenza like illness/
Flu-like symptom - fatigue

2 18SEP2020 1/4 1 Yes NA R 
(21SEP2020)

N/N

Injection site pain/
Pain at injection site

2 18SEP2020 1/4 1 Yes NA R 
(21SEP2020)

N/N

>55/
C459100
1 1015
10151144

3^ GENRL Injection site pain/
Pain at injection site

2 18SEP2020 1/3 1 Yes NA R 
(20SEP2020)

N/Y

>55/
C459100
1 1015 
10151156

3^ GENRL Malaise/
Malaise

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

>55/
C459100
1 1015 
10151158

3^ MUSC Back pain/
Left lower back pain

2 24SEP2020 2/7 2 No O NA R 
(30SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Musculoskeletal pain/
Upper left gluteal pain

2 24SEP2020 2/7 2 No O NA R 
(30SEP2020)

N/N

>55/
C459100
1 1015 
10151168

3^ GENRL Fatigue/
Fatigue

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

Injection site pain/
Pain at injection site

1 02SEP2020 1/2 2 Yes NA R 
(03SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

Injection site pain/
Injection site pain

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

Pyrexia/
Fever - 101.0

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

>55/
C459100
1 1015 
10151169

3^ GENRL Injection site pain/
Injection site pain

1 02SEP2020 1/3 1 Yes NA R 
(04SEP2020)

N/Y

>55/
C459100
1 1015 
10151173

3^ GENRL Injection site pain/
Injection site soreness

1 03SEP2020 1/3 1 Yes NA R 
(05SEP2020)

N/N

GENRL Injection site pain/
Injection site soreness

2 24SEP2020 1/2 1 Yes NA/TC R 
(25SEP2020)

N/N

>55/
C459100
1 1015 
10151178

3^ MUSC Pain in extremity/
Left leg pain from hip to ankle

2 21OCT2020 28/2 2 No O NA/TC R 
(22OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1015 
10151181

3^ MUSC Arthralgia/
Joint pain (hands, elbows, knees, 

and hips)

1 05SEP2020 2/5 1 Yes NA/TC R 
(09SEP2020)

N/N

MUSC Arthralgia/
Joint pain (hips, fingers, elbows)

1 19SEP2020 16/3 1 Yes NA R 
(21SEP2020)

N/N

>55/
C459100
1 1015 
10151186

3^ GASTR Nausea/
Nausea

2 28SEP2020 1/2 1 Yes NA/TC R 
(29SEP2020)

N/N

GENRL Chills/
Chills

2 28SEP2020 1/2 1 Yes NA/TC R 
(29SEP2020)

N/N

Pyrexia/
Fever 100.4

2 28SEP2020 1/2 1 Yes NA/TC R 
(29SEP2020)

N/N

MUSC Myalgia/
Muscle pain in left arm

2 28SEP2020 1/2 1 Yes NA/TC R 
(29SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 30SEP2020 3/1 1 Yes NA R 
(30SEP2020)

N/N

>55/
C459100
1 1015 
10151190

3^ GENRL Injection site pain/
Soreness at injection site

1 07SEP2020 1/2 1 Yes NA R 
(08SEP2020)

N/N

>55/
C459100
1 1015 
10151195

3^ GENRL Chills/
Chills

2 30SEP2020 1/3 1 Yes NA R 
(02OCT2020)

N/N

Fatigue/
Fatigue

2 30SEP2020 1/3 1 Yes NA R 
(02OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Muscle aches

2 30SEP2020 1/3 1 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1015 
10151216

3^ GENRL Injection site pain/
Injection site pain

1 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

Malaise/
Malaise

1 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

NERV Headache/
Headache

1 11SEP2020 1/2 1 Yes NA/TC R 
(12SEP2020)

N/N

RESP Rhinorrhoea/
Nasal discharge

1 26SEP2020 16/2 1 No O NA R 
(27SEP2020)

N/N

>55/
C459100
1 1015 
10151237

3^ GENRL Injection site pain/
Injection site soreness - localized 

achiness

1 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

>55/
C459100
1 1016 
10161022

3^ MUSC Arthralgia/
worsening of right knee pain

1 07AUG2020 8/C 2 No O NA/TC/TCN N N/N

>55/
C459100
1 1016 
10161026

3^ SKIN Dermatitis contact/
diffuse contact dermatitis

1 23AUG2020 21/8 1 No O NA/TC R 
(30AUG2020)

N/N

INFEC Parotitis/
Parotitis

1 20SEP2020 49/12 1 No O NA/TC RS 
(01OCT2020)

N/N

>55/
C459100

3^ GASTR Gastrooesophageal reflux 
disease/

2 09SEP2020 17/C 2 No O NA/TC/TCN N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1016 
10161035

Worsening of of 
Gastroesophageal Reflux Disease

>55/
C459100
1 1016 
10161059

3^ INFEC Sinusitis/
Sinusitis

1 10AUG2020 6/6 1 No O NA/TC R 
(15AUG2020)

N/N

>55/
C459100
1 1016 
10161063

3^ GENRL Fatigue/
fatigue

2 03SEP2020 9/1 2 Yes NA R 
(03SEP2020)

N/N

>55/
C459100
1 1016 
10161131

3^ GENRL Injection site pain/
injection site pain

2 09SEP2020 1/3 1 Yes NA R 
(11SEP2020)

N/N

GENRL Fatigue/
fatigue

2 10SEP2020 2/1 1 Yes NA R 
(10SEP2020)

N/N

MUSC Arthralgia/
joint pain

2 10SEP2020 2/1 1 Yes NA/TC R 
(10SEP2020)

N/N

Myalgia/
muscle pain

2 10SEP2020 2/1 1 Yes NA R 
(10SEP2020)

N/N

>55/
C459100
1 1016 
10161141

3^ MUSC Myalgia/
muscle pain

2 10SEP2020 2/1 2 Yes NA/TC R 
(10SEP2020)

N/N

>55/
C459100
1 1016 
10161142

3^ MUSC Myalgia/
muscle pain

2 10SEP2020 2/2 2 Yes NA R 
(11SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1016 
10161151

3^ INJ&P Muscle strain/
strained thigh muscle

2 11SEP2020 2/C 2 No O NA/TC N N/N

>55/
C459100
1 1016 
10161162

3^ INJ&P Concussion/
Concussion

1 08SEP2020 19/8 1 No O NA/TC R 
(15SEP2020)

N/N

Fall/
Fall While Hiking

1 08SEP2020 19/1 1 No O NA R 
(08SEP2020)

N/N

Skin abrasion/
Abrasions to Head

1 08SEP2020 19/8 1 No O NA/TC R 
(15SEP2020)

N/N

>55/
C459100
1 1016 
10161165

3^ INFEC Gastroenteritis/
Gastroenteritis

1 25AUG2020 5/2 1 No O NA R 
(26AUG2020)

N/N

RENAL Obstructive nephropathy/
right kidney obstruction

2 28SEP2020 18/11 2 No O NA R 
(08OCT2020)

N/N

Urinary tract obstruction/
left kidney obstruction

2 28SEP2020 18/5 2 No O NA R 
(02OCT2020)

N/N

>55/
C459100
1 1016 
10161174

3^ MUSC Costochondritis/
Costochondritis

1 02SEP2020 10/5 1 No O NA R 
(06SEP2020)

N/N

>55/
C459100
1 1016 
10161197

3^ GENRL Oedema peripheral/
Pedal Edema

1 03SEP2020 8/C 1 No O NA N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1016 
10161203

3^ GENRL Chills/
chills

2 18SEP2020 1/2 2 Yes NA R 
(19SEP2020)

N/N

Injection site pain/
injection site pain

2 18SEP2020 1/1 1 Yes NA R 
(18SEP2020)

N/N

NERV Headache/
headache

2 18SEP2020 1/2 2 Yes NA/TC R 
(19SEP2020)

N/N

>55/
C459100
1 1016 
10161247

3^ MUSC Pain in extremity/
leg aches

1 09SEP2020 6/2 1 Yes NA R 
(10SEP2020)

N/N

>55/
C459100
1 1016 
10161257

3^ INJ&P Fall/
Fall, down stair

1 13SEP2020 6/1 2 No O NA R 
(13SEP2020)

N/N

Fibula fracture/
Left Fibula Fracture

1 13SEP2020 6/C 2 No O NA/TC N N/N

Patella fracture/
Left Patella Fracture

1 13SEP2020 6/C 2 No O NA/TC N N/N

>55/
C459100
1 1016 
10161271

3^ GASTR Nausea/
nausea

2 30SEP2020 1/2 2 Yes NA/TC R 
(01OCT2020)

N/N

GENRL Chills/
chills

2 30SEP2020 1/2 2 Yes NA R 
(01OCT2020)

N/N

MUSC Myalgia/
muscle aches

2 30SEP2020 1/2 2 Yes NA R 
(01OCT2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1705

FDA-CBER-2021-5683-0127731



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

SKIN Hyperhidrosis/
exlessive sweating

2 30SEP2020 1/2 2 Yes NA R 
(01OCT2020)

N/N

>55/
C459100
1 1016 
10161274

3^ PSYCH Suicidal ideation/
fleeting suicidal ideation

2 03OCT2020 3/1 1 No O NA R 
(03OCT2020)

N/N

>55/
C459100
1 1016 
10161282

3^ METAB Gout/
Gout Right Foot, First Digit

1 26SEP2020 16/C 2 No O NA/TC N N/N

>55/
C459100
1 1018 
10181002

2^ GENRL Fatigue/
Fatigue

2 20AUG2020 2/2 1 No O NA R 
(21AUG2020)

N/N

>55/
C459100
1 1018 
10181005

2^ GENRL Injection site pain/
Injection site pain

2 20AUG2020 2/2 1 Yes NA/TC R 
(21AUG2020)

N/N

>55/
C459100
1 1018 
10181073

3^ NERV Headache/
Headache

2 23SEP2020 29/1 1 No O NA/TC R 
(23SEP2020)

N/N

>55/
C459100
1 1018 
10181075

3^ GENRL Fatigue/
Fatigue

2 01SEP2020 6/2 1 Yes NA R 
(02SEP2020)

N/N

>55/
C459100
1 1018 
10181110

3^ RENAL Urinary retention/
Urinary Retention (AE of Botox 

Injection)

2 16SEP2020 17/C 1 No CD NA/TC N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1018 
10181112

3^ INJ&P Meniscus injury/
Right Knee Medial Meniscus 

Tear

2 01SEP2020 2/C 2 No O NA/TCN RG N/N

>55/
C459100
1 1018 
10181123

3^ MUSC Back pain/
Acute Back Pain 
(musculoskeletal)

2 23SEP2020 23/C 2 No O NA RG N/N

>55/
C459100
1 1018 
10181132

3^ INV Cardiac stress test abnormal/
CARDIAC STRESS TEST 

ABNORMAL, HOSPITALIZED

2 08SEP2020 8/C 3 No O NA N Y/N

>55/
C459100
1 1018 
10181175

3^ GENRL Injection site pain/
Pain at the Injection Side

2 11SEP2020 2/2 1 Yes NA R 
(12SEP2020)

N/N

>55/
C459100
1 1018 
10181190

3^ GENRL Injection site pain/
Soreness at injection site

1 20AUG2020 1/2 1 Yes NA R 
(21AUG2020)

N/Y

>55/
C459100
1 1018 
10181248

3^ SKIN Actinic keratosis/
Actinic Keratosis flare up

1 08SEP2020 8/1 2 No O NA/TC/TCN R 
(08SEP2020)

N/N

>55/
C459100
1 1018 
10181265

3^ NERV Headache/
headache

1 04SEP2020 1/1 1 Yes NA R 
(04SEP2020)

N/N

NERV Headache/
headache

2 25SEP2020 1/1 1 Yes NA R 
(25SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1018 
10181270

3^ GENRL Injection site pain/
injection site pain

2 28SEP2020 1/2 1 Yes NA R 
(29SEP2020)

N/N

>55/
C459100
1 1018 
10181274

3^ GENRL Chills/
Chills

2 01OCT2020 2/2 1 Yes NA/TC R 
(02OCT2020)

N/N

Fatigue/
Fatigue

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

Injection site pain/
Injection site tenderness

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1018 
10181296

3^ GENRL Pain/
Body aches and pain

1 17SEP2020 2/2 2 Yes NA R 
(18SEP2020)

N/N

RESP Upper-airway cough syndrome/
post-nasal drip

1 01OCT2020 16/6 1 No O NA R 
(06OCT2020)

N/N

GENRL Pyrexia/
Fever

2 07OCT2020 2/1 1 Yes NA/TC R 
(07OCT2020)

N/N

>55/
C459100
1 1018 
10181308

3^ GASTR Diarrhoea/
Diarrhea

1 26SEP2020 3/6 1 Yes NA/TC R 
(01OCT2020)

N/N

GENRL Injection site pain/
Injection site arm pain

1 26SEP2020 3/1 1 Yes NA R 
(26SEP2020)

N/N

Pyrexia/
Fever, low grade

1 26SEP2020 3/2 1 Yes NA R 
(27SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

1 26SEP2020 3/3 2 Yes NA/TC R 
(28SEP2020)

N/N

>55/
C459100
1 1019 
10191001

3^ GENRL Injection site pain/
Mild Injection Site Pain

1 11AUG2020 2/2 1 Yes NA R 
(12AUG2020)

N/N

GENRL Injection site swelling/
Mild Swelling at Injection Site

1 12AUG2020 3/1 1 Yes NA R 
(12AUG2020)

N/N

GENRL Injection site erythema/
Mild Redness at Injection Site

2 03SEP2020 3/1 1 Yes NA R 
(03SEP2020)

N/N

Injection site pain/
Mild Injection Pain

2 03SEP2020 3/2 1 Yes NA R 
(04SEP2020)

N/N

>55/
C459100
1 1019 
10191010

3^ GASTR Diarrhoea/
Diarrhea

1 17AUG2020 7/11 2 No O NA R 
(27AUG2020)

N/N

GASTR Diarrhoea/
Diarrhea

1 27AUG2020 17/3 4 No O NA R 
(29AUG2020)

Y/N

PSYCH Mental status changes/
Mental State Status Change

2 02OCT2020 32/1 2 No O NA R 
(02OCT2020)

N/N

>55/
C459100
1 1019 
10191025

3^ GENRL Injection site erythema/
Redness Mild Injection Site

1 13AUG2020 1/1 1 Yes NA R 
(13AUG2020)

N/N

Injection site pain/
injection pain mild

1 13AUG2020 1/1 1 Yes NA R 
(13AUG2020)

N/N

Injection site swelling/
Swelling mild at site Injection

1 13AUG2020 1/1 1 Yes NA R 
(13AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
fatigue mild

1 14AUG2020 2/1 1 Yes NA R 
(14AUG2020)

N/N

NERV Dizziness postural/
orthostatic dizziness

1 20AUG2020 8/1 1 Yes NA R 
(20AUG2020)

N/N

>55/
C459100
1 1019 
10191035

3^ GENRL Fatigue/
Mild Fatigue

1 14AUG2020 2/1 1 Yes NA R 
(14AUG2020)

N/N

Injection site erythema/
Mild Redness at Injection Site

1 14AUG2020 2/5 1 Yes NA R 
(18AUG2020)

N/N

Injection site pain/
Mild Injection Site Pain

1 14AUG2020 2/2 1 Yes NA R 
(15AUG2020)

N/N

Injection site swelling/
Mild Swelling at Injection Site

1 14AUG2020 2/3 1 Yes NA R 
(16AUG2020)

N/N

MUSC Myalgia/
Mild Muscle Pain

1 14AUG2020 2/1 1 Yes NA R 
(14AUG2020)

N/N

GENRL Injection site erythema/
Mild Redness at Injection Site

2 02SEP2020 1/1 1 Yes NA R 
(02SEP2020)

N/N

Injection site pain/
Mild Injection Site Pain

2 02SEP2020 1/4 1 Yes NA R 
(05SEP2020)

N/N

Injection site swelling/
Mild Swelling at Injection Site

2 02SEP2020 1/4 1 Yes NA R 
(05SEP2020)

N/N

GENRL Chills/
Mild Chills

2 03SEP2020 2/1 1 Yes NA R 
(03SEP2020)

N/N

Fatigue/
Moderate Fatigue

2 03SEP2020 2/1 1 Yes NA R 
(03SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site erythema/
Moderate Redness at Injection 

Site

2 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N

MUSC Myalgia/
Mild Muscle Pain

2 03SEP2020 2/1 1 Yes NA R 
(03SEP2020)

N/N

NERV Headache/
Mild Headache

2 03SEP2020 2/1 1 Yes NA R 
(03SEP2020)

N/N

GENRL Fatigue/
Mild Fatigue

2 04SEP2020 3/1 1 Yes NA R 
(04SEP2020)

N/N

MUSC Arthralgia/
Mild Joint Pain

2 04SEP2020 3/1 1 Yes NA R 
(04SEP2020)

N/N

GENRL Injection site erythema/
Mild Redness at Injection Site

2 05SEP2020 4/2 1 Yes NA R 
(06SEP2020)

N/N

>55/
C459100
1 1019 
10191037

3^ SURG Cardioversion/
Defibrillator Discharge

2 15OCT2020 42/1 2 No O NA R 
(15OCT2020)

N/N

GENRL Asthenia/
Weakness

2 27OCT2020 54/C 2 No O NA UNK Y/N

>55/
C459100
1 1019 
10191118

3^ GASTR Haemorrhoids/
Worsening of Hemorrhoids

1 10SEP2020 15/27 1 Yes NA R 
(06OCT2020)

N/N

MUSC Osteoarthritis/
Worsening of Osteoarthritis

1 10SEP2020 15/C 1 Yes NA N N/N

>55/
C459100
1 1019 
10191146

3^ NEOPL Hepatic cancer metastatic/
poorly differentiated carcinoma 

metastatic to liver, unknown 
primary

2 27OCT2020 36/C 3 No O NA N Y/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1019 
10191150

3^ GENRL Injection site pain/
Muscle Pain Injection Site

2 24SEP2020 2/4 1 Yes NA R 
(27SEP2020)

N/N

NERV Headache/
Headache

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

>55/
C459100
1 1019 
10191169

3^ INJ&P Ligament sprain/
Sprained Wrist Right

1 22SEP2020 15/7 1 No O NA R 
(28SEP2020)

N/N

>55/
C459100
1 1019 
10191229

3^ INJ&P Road traffic accident/
Motor Vehicle Collision

2 05NOV2020 22/C 4 No O NA UNK Y/N

>55/
C459100
1 1019 
10191241

3^ GENRL Chills/
Mild Chills

1 30SEP2020 3/3 1 Yes NA R 
(02OCT2020)

N/N

Fatigue/
Mild Fatigue

1 30SEP2020 3/3 1 Yes NA R 
(02OCT2020)

N/N

Pain/
Moderate Body Aches

1 30SEP2020 3/3 2 Yes NA R 
(02OCT2020)

N/N

GENRL Injection site swelling/
Injection site swelling

2 20OCT2020 2/4 1 Yes NA R 
(23OCT2020)

N/N

>55/
C459100
1 1021 
10211001

3^ GASTR Diarrhoea/
Diarrhea

1 11AUG2020 2/4 1 Yes NA R 
(14AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

1 11AUG2020 2/4 1 Yes NA R 
(14AUG2020)

N/N

RESP Rhinorrhoea/
Runny nose

1 11AUG2020 2/4 1 Yes NA R 
(14AUG2020)

N/N

>55/
C459100
1 1021 
10211024

3^ GASTR Rectal haemorrhage/
Rectal Bleeding

1 18AUG2020 7/C 1 No O NA N N/N

>55/
C459100
1 1021 
10211030

3^ RENAL Dysuria/
Painful Urination

1 16AUG2020 4/4 1 No O NA R 
(19AUG2020)

N/N

>55/
C459100
1 1021 
10211057

3^ NEOPL Basal cell carcinoma/
Basal cell skin cancer (head)

1 10SEP2020 23/C 2 No O NA N N/N

>55/
C459100
1 1021 
10211063

3^ GENRL Fatigue/
Fatigue

2 10SEP2020 1/3 2 Yes NA R 
(12SEP2020)

N/N

Pyrexia/
Fever

2 10SEP2020 1/3 2 Yes NA R 
(12SEP2020)

N/N

NERV Headache/
Headache

2 10SEP2020 1/3 2 Yes NA R 
(12SEP2020)

N/N

>55/
C459100
1 1021 
10211068

3^ GENRL Injection site mass/
Bump under skin near injection 

site Left arm

2 09SEP2020 2/19 1 Yes NA R 
(27SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1021 
10211078

3^ GENRL Chills/
Body Chills

2 11SEP2020 1/4 2 Yes NA R 
(14SEP2020)

N/N

Fatigue/
Fatigue

2 11SEP2020 1/4 2 Yes NA R 
(14SEP2020)

N/N

Pain/
Body Aches

2 11SEP2020 1/4 2 Yes NA R 
(14SEP2020)

N/N

Pyrexia/
Fever

2 11SEP2020 1/4 2 Yes NA R 
(14SEP2020)

N/N

>55/
C459100
1 1021 
10211081

3^ INJ&P Ligament sprain/
L Knee Sprain

2 14OCT2020 30/C 2 No O NA/TC RG N/N

>55/
C459100
1 1021 
10211084

3^ INJ&P Ligament sprain/
R Knee Sprain

1 03SEP2020 11/4 1 No O NA/TC R 
(06SEP2020)

N/N

>55/
C459100
1 1021 
10211093

3^ GENRL Fatigue/
Fatigue

1 25AUG2020 1/3 1 Yes NA R 
(27AUG2020)

N/Y

>55/
C459100
1 1021 
10211095

3^ MUSC Plantar fasciitis/
Plantar Fasciitis (right foot)

1 28AUG2020 4/C 1 No O NA N N/N

GENRL Fatigue/
Fatigue

2 15SEP2020 2/2 2 Yes NA R 
(16SEP2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1714

FDA-CBER-2021-5683-0127740



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever (100.6)

2 15SEP2020 2/2 2 Yes NA R 
(16SEP2020)

N/N

>55/
C459100
1 1021 
10211100

3^ GENRL Injection site pain/
Intermittent Soreness at Injection 

Site

1 26AUG2020 1/C 2 Yes NA RG N/Y

>55/
C459100
1 1021 
10211113

3^ GENRL Injection site pain/
Soreness in left arm at injection 

site

1 28AUG2020 1/C 2 Yes NA RG N/N

>55/
C459100
1 1021 
10211121

3^ RENAL Pollakiuria/
Increased Frequency of 

Urination

2 28SEP2020 8/C 1 No O NA N N/N

>55/
C459100
1 1021 
10211128

3^ INJ&P Ligament sprain/
L Ankle Sprain

2 02OCT2020 11/C 2 No O NA RG N/N

Skin laceration/
Forehead Laceration

2 02OCT2020 11/C 2 No O NA/TC RG N/N

>55/
C459100
1 1021 
10211129

3^ METAB Hypoglycaemia/
Hypoglycemia

2 14OCT2020 24/1 3 No O NA R 
(14OCT2020)

N/N

>55/
C459100
1 1021 
10211131

3^ INFEC Bacterial infection/
Bacterial Infection right hand

1 21SEP2020 21/12 2 No O NA/TC R 
(02OCT2020)

N/N

>55/
C459100

3^ GENRL Peripheral swelling/
Swelling in right leg

1 02SEP2020 2/C 2 No O NA/TC N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1021 
10211134

>55/
C459100
1 1021 
10211139

3^ GENRL Pyrexia/
fever

2 26SEP2020 2/1 1 Yes NA R 
(26SEP2020)

N/N

>55/
C459100
1 1021 
10211144

3^ MUSC Tendonitis/
Right Inflamed Achilles Tendon

1 15SEP2020 14/C 2 No O NA/TC/TCN N N/N

GENRL Pyrexia/
Fever

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1021 
10211161

3^ GENRL Injection site pain/
Pain at injection site

2 29SEP2020 2/2 1 Yes NA R 
(30SEP2020)

N/N

>55/
C459100
1 1021 
10211162

3^ GENRL Pyrexia/
fever

2 29SEP2020 2/2 1 Yes NA R 
(30SEP2020)

N/N

MUSC Myalgia/
Left arm muscle soreness

2 29SEP2020 2/2 1 Yes NA R 
(30SEP2020)

N/N

>55/
C459100
1 1021 
10211166

3^ MUSC Pain in extremity/
Left Arm Soreness

2 28SEP2020 1/2 1 Yes NA R 
(29SEP2020)

N/N

>55/
C459100

3^ RESP Nasal congestion/
Nasal congestion

1 10SEP2020 2/15 2 No O NA/TC R 
(24SEP2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1716

FDA-CBER-2021-5683-0127742



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1021 
10211172

>55/
C459100
1 1021 
10211178

3^ GENRL Fatigue/
fatigue

1 09SEP2020 1/4 1 Yes NA R 
(12SEP2020)

N/N

Injection site pain/
injection site soreness left arm

1 09SEP2020 1/4 1 Yes NA R 
(12SEP2020)

N/N

GENRL Chills/
Chills

2 03OCT2020 2/2 1 Yes NA R 
(04OCT2020)

N/N

Fatigue/
fatigue

2 03OCT2020 2/2 1 Yes NA R 
(04OCT2020)

N/N

>55/
C459100
1 1021 
10211183

3^ GENRL Fatigue/
fatigue

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

>55/
C459100
1 1021 
10211188

3^ GENRL Chills/
Chills

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

Pyrexia/
Fever

2 30SEP2020 2/2 1 Yes NA/TC R 
(01OCT2020)

N/N

>55/
C459100
1 1021 
10211189

3^ SKIN Alopecia/
Hair Loss

1 18SEP2020 9/C 2 No O NA/TC RG N/N

>55/
C459100

3^ NERV Cerebrovascular accident/
Stroke (CVA)

2 02NOV2020 33/C 3 No O NA RG Y/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1021 
10211190

>55/
C459100
1 1021 
10211201

3^ GENRL Injection site rash/
Rash at Injection Site

2 04OCT2020 4/2 2 Yes NA/TC R 
(05OCT2020)

N/N

>55/
C459100
1 1021 
10211234

3^ MUSC Arthralgia/
Joint pain (bilateral shoulders, 

knees, hips)

1 22SEP2020 5/3 1 No O NA/TC R 
(24SEP2020)

N/N

>55/
C459100
1 1021 
10211238

3^ NERV Headache/
Intermittent Headaches

1 20SEP2020 3/4 1 Yes NA R 
(23SEP2020)

N/N

>55/
C459100
1 1022 
10221011

3^ GENRL Injection site pain/
Mild Injection Site Pain

1 17AUG2020 1/1 1 Yes NA R 
(17AUG2020)

N/N

>55/
C459100
1 1022 
10221012

3^ GENRL Injection site pain/
Injection Site Pain

1 18AUG2020 2/2 2 Yes NA R 
(19AUG2020)

N/N

>55/
C459100
1 1022 
10221014

3^ GENRL Injection site pain/
Moderate Injection Site Pain

1 17AUG2020 1/2 2 Yes NA R 
(18AUG2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Generalized Myalgias

2 08SEP2020 1/1 2 Yes NA R 
(08SEP2020)

N/N

>55/
C459100
1 1022 
10221021

3^ GENRL Injection site pain/
Mild Injection Site Pain

1 18AUG2020 1/2 1 Yes NA R 
(19AUG2020)

N/N

GENRL Injection site pain/
Mild Injection site pain

2 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

>55/
C459100
1 1022 
10221022

3^ GENRL Pyrexia/
Fever

2 14SEP2020 7/1 1 Yes NA R 
(14SEP2020)

N/N

>55/
C459100
1 1022 
10221026

3^ GENRL Chills/
Chills

2 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

Injection site pain/
Pain at the injection site

2 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

Pyrexia/
Fever

2 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

>55/
C459100
1 1022 
10221032

3^ GASTR Diarrhoea/
Loose Stools

1 02SEP2020 14/1 1 No O NA R 
(02SEP2020)

N/N

Nausea/
Nausea

1 02SEP2020 14/1 1 No O NA R 
(02SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1022 
10221034

3^ GENRL Injection site pain/
Injection Site Pain

1 20AUG2020 1/3 2 Yes NA R 
(22AUG2020)

N/N

MUSC Myalgia/
Generalized Myalgias

1 21AUG2020 2/2 1 Yes NA R 
(22AUG2020)

N/N

GENRL Fatigue/
Fatigue

1 14SEP2020 26/3 1 Yes NA R 
(16SEP2020)

N/N

Injection site pain/
Moderate Injection site pain

1 14SEP2020 26/7 2 Yes NA R 
(20SEP2020)

N/N

>55/
C459100
1 1022 
10221041

3^ GENRL Injection site pain/
Injection Site Pain

1 22AUG2020 2/1 1 Yes NA R 
(22AUG2020)

N/N

GENRL Chills/
Chills

2 11SEP2020 1/2 2 Yes NA R 
(12SEP2020)

N/N

Pyrexia/
Fever

2 11SEP2020 1/2 2 Yes NA R 
(12SEP2020)

N/N

>55/
C459100
1 1022 
10221042

3^ GENRL Fatigue/
Fatigue

2 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

Injection site pain/
Injection Site Pain

2 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

Pyrexia/
Low Grade Fever

2 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

NERV Headache/
Headache

2 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1022 
10221044

3^ GENRL Injection site pain/
Injection Site Pain

1 21AUG2020 1/2 1 Yes NA R 
(22AUG2020)

N/N

>55/
C459100
1 1022 
10221050

3^ GENRL Injection site pain/
Mild Injection Site Pain

1 24AUG2020 1/1 1 Yes NA R 
(24AUG2020)

N/N

GENRL Fatigue/
Fatigue

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/Y

Injection site pain/
Mild Injection Site Pain

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/Y

>55/
C459100
1 1022 
10221056

3^ GENRL Injection site pain/
Mild Injection site pain

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

>55/
C459100
1 1022 
10221060

3^ GASTR Diarrhoea/
Diarrhea

2 14SEP2020 1/2 2 Yes NA R 
(15SEP2020)

N/N

GENRL Chills/
Chills

2 14SEP2020 1/1 2 Yes NA R 
(14SEP2020)

N/N

Injection site pain/
Injection site pain

2 14SEP2020 1/2 2 Yes NA R 
(15SEP2020)

N/N

Pyrexia/
Fever

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

MUSC Myalgia/
Generalized Myalgias

2 14SEP2020 1/2 2 Yes NA/TC R 
(15SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

2 14SEP2020 1/2 2 Yes NA/TC R 
(15SEP2020)

N/N

>55/
C459100
1 1022 
10221063

3^ GENRL Injection site pain/
Mild Injection site pain*

25AUG2020 1/2 1 Yes NA R 
(26AUG2020)

N/N

>55/
C459100
1 1022 
10221065

3^ GENRL Injection site pain/
Injection site pain

2 17SEP2020 2/C 2 Yes NA N N/N

MUSC Myalgia/
Generalized Myalgias

2 17SEP2020 2/C 2 Yes NA N N/N

NERV Headache/
Headache

2 17SEP2020 2/2 2 Yes NA R 
(18SEP2020)

N/N

>55/
C459100
1 1022 
10221068

3^ GENRL Injection site pain/
Mild Injection Site Pain

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

>55/
C459100
1 1022 
10221071

3^ GENRL Injection site pain/
Mild Injection site pain

1 27AUG2020 2/6 1 Yes NA R 
(01SEP2020)

N/N

>55/
C459100
1 1022 
10221073

3^ GENRL Injection site pain/
Mild Injection Site Pain

1 26AUG2020 1/1 1 Yes NA R 
(26AUG2020)

N/N

MUSC Muscle spasms/
Generalized Muscle Cramps

1 27AUG2020 2/1 2 Yes NA R 
(27AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Generalized Myalgias

2 15SEP2020 1/2 2 Yes NA R 
(16SEP2020)

N/Y

>55/
C459100
1 1022 
10221075

3^ GENRL Injection site pain/
Mild Injection Site pain

1 27AUG2020 1/1 1 Yes NA R 
(27AUG2020)

N/N

GENRL Injection site pain/
Mild Injection site pain

2 17SEP2020 1/1 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1022 
10221077

3^ GENRL Injection site pain/
Mild Injection site pain

1 27AUG2020 1/3 1 Yes NA R 
(29AUG2020)

N/N

>55/
C459100
1 1022 
10221085

3^ MUSC Myalgia/
Myalgias (generalized)

1 28AUG2020 1/1 1 Yes NA R 
(28AUG2020)

N/N

RESP Throat irritation/
Mild scratchy throat

2 18SEP2020 3/1 1 No O NA R 
(18SEP2020)

N/N

>55/
C459100
1 1022 
10221086

3^ GENRL Injection site pain/
Injection Site Pain

1 28AUG2020 1/2 1 Yes NA R 
(29AUG2020)

N/N

>55/
C459100
1 1022 
10221089

3^ GENRL Fatigue/
Fatigue

1 28AUG2020 1/2 2 Yes NA R 
(29AUG2020)

N/N

Injection site pain/
Pain At the injection site

1 28AUG2020 1/2 2 Yes NA R 
(29AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1022 
10221091

3^ GENRL Chills/
Mild Chills

2 18SEP2020 2/1 1 Yes NA R 
(18SEP2020)

N/N

Pyrexia/
Fever

2 18SEP2020 2/1 1 Yes NA R 
(18SEP2020)

N/N

NERV Headache/
Moderate Headache

2 18SEP2020 2/1 2 Yes NA R 
(18SEP2020)

N/N

>55/
C459100
1 1022 
10221092

3^ NERV Syncope/
Episode of syncope

1 12SEP2020 16/1 3 No CD NA R 
(12SEP2020)

N/N

>55/
C459100
1 1022 
10221095

3^ GENRL Injection site pain/
Mild Injection Site Pain

1 31AUG2020 1/3 1 Yes NA R 
(02SEP2020)

N/Y

GENRL Chills/
Moderate Chills

2 21SEP2020 1/2 2 Yes NA R 
(22SEP2020)

N/N

Injection site pain/
Moderate injection site pain

2 21SEP2020 1/2 2 Yes NA R 
(22SEP2020)

N/N

NERV Headache/
Moderate Headache

2 21SEP2020 1/2 2 Yes NA R 
(22SEP2020)

N/N

>55/
C459100
1 1022 
10221096

3^ CARD Atrial fibrillation/
Exacerbation of Paroxysmal 

Atrial Fibrillation

2 26SEP2020 4/C 2 No O NA/TCN N N/N

>55/
C459100

3^ GENRL Injection site pain/
Moderate Injection site pain

1 31AUG2020 1/2 2 Yes NA R 
(01SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1022 
10221097

>55/
C459100
1 1022 
10221102

3^ GENRL Injection site pain/
Injection Site Pain

1 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/N

>55/
C459100
1 1022 
10221104

3^ GENRL Injection site pain/
Moderate Injection site pain

1 01SEP2020 1/2 2 Yes NA R 
(02SEP2020)

N/N

GENRL Injection site pain/
Mild Injection site pain

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

NERV Headache/
Mild Headache

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

>55/
C459100
1 1022 
10221107

3^ GENRL Injection site pain/
Mild Injection site pain

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N

>55/
C459100
1 1022 
10221116

3^ GENRL Injection site pain/
injection site pain*

02SEP2020 1/4 1 Yes NA R 
(05SEP2020)

N/N

GENRL Fatigue/
Moderate Fatigue

2 23SEP2020 2/C 2 Yes NA N N/N

Injection site pain/
Moderate injection site pain

2 23SEP2020 2/C 2 Yes NA N N/N

>55/
C459100

3^ GENRL Injection site pain/
Mild Injection site pain*

03SEP2020 1/2 1 Yes NA R 
(04SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1022 
10221118

NERV Headache/
Moderate Headache

1 03SEP2020 1/2 1 Yes NA R 
(04SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 25SEP2020 23/1 1 Yes NA R 
(25SEP2020)

N/N

NERV Headache/
Mild Headache

1 25SEP2020 23/1 1 Yes NA R 
(25SEP2020)

N/N

>55/
C459100
1 1022 
10221132

3^ GENRL Chills/
Chills

2 24SEP2020 2/2 2 Yes NA R 
(25SEP2020)

N/N

Fatigue/
Fatigue

2 24SEP2020 2/2 2 Yes NA R 
(25SEP2020)

N/N

Injection site pain/
Mild Injection Site Pain

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

Pyrexia/
Fever

2 24SEP2020 2/2 2 Yes NA/TC R 
(25SEP2020)

N/N

MUSC Arthralgia/
Arthralgias

2 24SEP2020 2/2 2 Yes NA/TC R 
(25SEP2020)

N/N

>55/
C459100
1 1022 
10221140

3^ GENRL Injection site pain/
Mild Injection site pain

1 08SEP2020 1/3 1 Yes NA R 
(10SEP2020)

N/N

GENRL Fatigue/
Mild fatigue

1 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

GENRL Fatigue/
Mild Fatigue

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Mild Injection site pain

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

>55/
C459100
1 1022 
10221145

3^ GENRL Chills/
Mild Chills

2 30SEP2020 1/4 1 Yes NA R 
(03OCT2020)

N/N

Fatigue/
Moderate Fatigue

2 30SEP2020 1/4 2 Yes NA R 
(03OCT2020)

N/N

>55/
C459100
1 1022 
10221148

3^ GENRL Fatigue/
Mild Fatigue

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

Injection site pain/
Moderate Injection Site Pain

2 01OCT2020 2/2 2 Yes NA/TC R 
(02OCT2020)

N/N

MUSC Myalgia/
Generalized Myalgias

2 01OCT2020 2/2 2 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1022 
10221151

3^ INV Hepatitis C antibody positive/
Positive Hepatitis C antibody test

2 19OCT2020 19/C 1 No O NA N N/N

>55/
C459100
1 1022 
10221152

3^ GENRL Injection site pain/
Injection site pain

1 11SEP2020 1/7 1 Yes NA R 
(17SEP2020)

N/N

GENRL Injection site pain/
Pain at the injection site

2 02OCT2020 1/3 1 Yes NA R 
(04OCT2020)

N/N

Injection site swelling/
Swelling at the injection site

2 02OCT2020 1/3 1 Yes NA R 
(04OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1022 
10221154

3^ GENRL Injection site pain/
Mild Injection Site Pain

2 05OCT2020 1/4 1 Yes NA R 
(08OCT2020)

N/N

GENRL Injection site erythema/
Mild Erythema injection site

2 06OCT2020 2/4 1 Yes NA R 
(09OCT2020)

N/N

>55/
C459100
1 1022 
10221155

3^ NERV Headache/
Headache (worse than baseline)

2 11OCT2020 7/2 1 Yes NA R 
(12OCT2020)

N/N

>55/
C459100
1 1022 
10221157

3^ GENRL Chills/
Chills

2 06OCT2020 2/2 2 Yes NA R 
(07OCT2020)

N/N

Fatigue/
Fatigue

2 06OCT2020 2/2 2 Yes NA R 
(07OCT2020)

N/N

Pyrexia/
Fever

2 06OCT2020 2/1 1 Yes NA R 
(06OCT2020)

N/N

NERV Balance disorder/
Loss Of Balance

2 06OCT2020 2/2 2 No O NA R 
(07OCT2020)

N/N

MUSC Bursitis/
Left Trochanteric Bursitis

2 10OCT2020 6/C 3 No O NA/TC/TCN N N/N

>55/
C459100
1 1022 
10221160

3^ GENRL Chills/
Moderate Chills

1 17SEP2020 3/2 2 Yes NA R 
(18SEP2020)

N/N

NERV Headache/
Moderate Headache

1 17SEP2020 3/C 2 Yes NA N N/N09
01
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INFEC Hordeolum/
Hordeolum Right Lower Lid

1 19SEP2020 5/22 1 No O NA/TCN R 
(10OCT2020)

N/N

>55/
C459100
1 1022 
10221161

3^ GASTR Diarrhoea/
Diarrhea

1 04OCT2020 5/4 1 No CD NA R 
(07OCT2020)

N/N

>55/
C459100
1 1022 
10221165

3^ GENRL Injection site pain/
Mild Injection Site Pain

1 24SEP2020 1/1 1 Yes NA R 
(24SEP2020)

N/Y

GENRL Injection site pain/
Mild Injection Site Pain

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

>55/
C459100
1 1022 
10221168

3^ GENRL Injection site pain/
Injection site pain

1 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

>55/
C459100
1 1022 
10221169

3^ GENRL Injection site pain/
Mild Injection site pain

1 19SEP2020 2/1 1 Yes NA R 
(19SEP2020)

N/N

>55/
C459100
1 1022 
10221173

3^ GENRL Injection site pain/
Mild Injection Site Pain

1 22SEP2020 2/3 1 Yes NA R 
(24SEP2020)

N/N

GENRL Chills/
Mild Chills

2 12OCT2020 1/1 1 Yes NA R 
(12OCT2020)

N/N

GENRL Fatigue/
Mild Fatigue

2 13OCT2020 2/3 1 Yes NA R 
(15OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1022 
10221176

3^ GASTR Nausea/
Mild Nausea

1 22SEP2020 1/1 1 Yes NA R 
(22SEP2020)

N/Y

GENRL Fatigue/
Mild Fatigue

1 22SEP2020 1/1 1 Yes NA R 
(22SEP2020)

N/Y

Injection site pain/
Mild Injection Site Pain

1 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/Y

GENRL Chills/
Moderate Chills

2 13OCT2020 1/3 2 Yes NA R 
(15OCT2020)

N/N

Fatigue/
Moderate fatigue

2 13OCT2020 1/3 2 Yes NA R 
(15OCT2020)

N/N

MUSC Myalgia/
Moderate Generalized Myalgias

2 13OCT2020 1/3 2 Yes NA R 
(15OCT2020)

N/N

GENRL Injection site pain/
Mild injection Site Pain

2 14OCT2020 2/3 1 Yes NA R 
(16OCT2020)

N/N

>55/
C459100
1 1022 
10221177

3^ GENRL Chills/
Chills

1 24SEP2020 1/2 2 Yes NA R 
(25SEP2020)

N/N

>55/
C459100
1 1024 
10241031

3^ GENRL Fatigue/
Tired

2 09SEP2020 2/1 1 Yes NA R 
(09SEP2020)

N/N

Pain/
Generalized Aches

2 09SEP2020 2/1 1 Yes NA R 
(09SEP2020)

N/N

>55/
C459100

3^ GENRL Injection site pain/
Injection site pain

1 18AUG2020 1/1 1 Yes NA R 
(18AUG2020)

N/Y

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1730

FDA-CBER-2021-5683-0127756



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1024 
10241034

>55/
C459100
1 1024 
10241077

3^ EYE Retinal detachment/
Retinal Detachment Left eye

1 14SEP2020 21/C 2 No O NA N N/N

>55/
C459100
1 1024 
10241097

3^ GENRL Pain/
generalized body aches

2 19SEP2020 2/2 1 Yes NA/TCN R 
(20SEP2020)

N/N

>55/
C459100
1 1027 
10271007

3^ EYE Cataract/
Bilateral Cataracts

2 SEP2020 1/C 2 No O NA/TCN N N/N

>55/
C459100
1 1027 
10271054

3^ NEOPL Acute myeloid leukaemia/
Acute Myeloid Leukemia

2 08NOV2020 58/C 3 No O NA N Y/N

>55/
C459100
1 1027 
10271095

3^ GENRL Injection site pruritus/
Intermittent Itching at Injection 

Site (Left arm)

2 01OCT2020 15/27 1 Yes NA R 
(27OCT2020)

N/N

>55/
C459100
1 1027 
10271099

3^ GASTR Nausea/
NAUSEA

1 07SEP2020 11/1 1 No O NA R 
(07SEP2020)

N/N

RESP Oropharyngeal pain/
MILD SORE THROAT

1 07SEP2020 11/1 1 No O NA R 
(07SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1027 
10271132

3^ NERV Headache/
Headache

2 24SEP2020 1/4 1 Yes NA R 
(27SEP2020)

N/N

>55/
C459100
1 1027 
10271138

3^ MUSC Osteoporosis/
Osteoporosis

1 18SEP2020 16/C 2 No O NA/TC N N/N

>55/
C459100
1 1027 
10271144

3^ GENRL Pyrexia/
Fever

2 23SEP2020 1/3 2 Yes NA R 
(25SEP2020)

N/N

MUSC Myalgia/
Muscle Aches

2 23SEP2020 1/3 2 Yes NA R 
(25SEP2020)

N/N

NERV Headache/
Headache

2 23SEP2020 1/3 2 Yes NA R 
(25SEP2020)

N/N

>55/
C459100
1 1027 
10271153

3^ INFEC Urinary tract infection/
Urinary Tract Infection

2 02NOV2020 33/C 2 No O NA/TC N N/N

>55/
C459100
1 1027 
10271166

3^ GASTR Nausea/
Nausea

2 01OCT2020 2/3 1 Yes NA R 
(03OCT2020)

N/N

GENRL Chills/
Chills

2 01OCT2020 2/3 2 Yes NA R 
(03OCT2020)

N/N

NERV Headache/
Headache

2 01OCT2020 2/3 1 Yes NA R 
(03OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1028 
10281006

3^ INV Body temperature increased/
increased body temperature

1 03SEP2020 18/1 2 No O NA R 
(03SEP2020)

N/N

>55/
C459100
1 1028 
10281011

3^ GENRL Injection site pain/
Injection Site Pain, Left Arm

1 19AUG2020 2/3 2 Yes NA R 
(21AUG2020)

N/N

>55/
C459100
1 1028 
10281012

3^ MUSC Trigger finger/
RIGHT MIDDLE DIGIT 

TRIGGER FINGER

2 01OCT2020 16/C 2 No O NA N N/N

>55/
C459100
1 1028 
10281014

3^ GENRL Injection site pain/
sore arm right deltoid injection 

site

2 08SEP2020 1/2 2 Yes NA R
(09SEP2020)

N/N

NERV Headache/
headache

2 08SEP2020 1/2 2 Yes NA R 
(09SEP2020)

N/N

>55/
C459100
1 1028 
10281032

3^ GENRL Injection site pain/
Left Arm Injection Site Pain

1 20AUG2020 1/3 2 Yes NA R 
(22AUG2020)

N/Y

INJ&P Joint dislocation/
Left Shoulder Dislocation

2 13SEP2020 3/1 2 No O NA R 
(13SEP2020)

N/N

MUSC Muscle spasms/
Left Arm Muscle Spasms

2 13SEP2020 3/C 2 No O NA N N/N

MUSC Muscle spasms/
Left Arm Charley Horse

2 15SEP2020 5/1 2 No O NA R 
(15SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INJ&P Muscle contusion/
Left Bicep Bruise

2 18SEP2020 8/4 2 No O NA R 
(21SEP2020)

N/N

>55/
C459100
1 1028 
10281034

3^ GENRL Chills/
chills

2 12SEP2020 2/2 2 Yes NA R 
(13SEP2020)

N/N

MUSC Neck pain/
neck pain

2 01OCT2020 21/C 2 Yes NA/TC N N/N

>55/
C459100
1 1028 
10281039

3^ GENRL Injection site pain/
left arm soreness at injection site

1 21AUG2020 1/4 2 Yes NA R 
(24AUG2020)

N/N

INJ&P Fall/
accidental fall

1 10SEP2020 21/1 2 No O NA R 
(10SEP2020)

N/N

Skin abrasion/
abrasion left forearm

1 10SEP2020 21/34 2 No O NA R 
(13OCT2020)

N/N

Skin abrasion/
abrasion right elbow

1 10SEP2020 21/34 2 No O NA R 
(13OCT2020)

N/N

Skin abrasion/
abrasion right side flank

1 10SEP2020 21/34 2 No O NA R 
(13OCT2020)

N/N

>55/
C459100
1 1028 
10281046

3^ GENRL Injection site pain/
left deltoid soreness at injection 

site

2 14SEP2020 1/4 2 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1028 
10281057

3^ GENRL Fatigue/
Fatigue

1 26AUG2020 2/2 2 Yes NA R 
(27AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INJ&P Wound/
puncture wound

1 30AUG2020 6/1 2 No O NA R 
(30AUG2020)

N/N

>55/
C459100
1 1028 
10281073

3^ GENRL Injection site pain/
LEFT ARM SORENESS AT 

INJECTION SITE

1 28AUG2020 2/1 2 Yes NA R 
(28AUG2020)

N/N

GENRL Injection site pain/
left arm pain at injection site

2 18SEP2020 1/2 2 Yes NA R 
(19SEP2020)

N/N

GENRL Injection site rash/
left arm rash at injection site

2 19SEP2020 2/1 2 Yes NA R 
(19SEP2020)

N/N

>55/
C459100
1 1028 
10281082

3^ GENRL Injection site pain/
left arm soreness at injection site

1 31AUG2020 1/8 2 Yes NA R 
(07SEP2020)

N/N

GENRL Chills/
Body Chills

2 22SEP2020 2/C 2 Yes NA N N/N

Pain/
generalized Body Aches

2 22SEP2020 2/C 2 Yes NA N N/N

Pyrexia/
fever

2 22SEP2020 2/2 2 Yes NA R 
(23SEP2020)

N/N

>55/
C459100
1 1028 
10281092

3^ INV Body temperature increased/
elevated temp

2 23SEP2020 2/2 2 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1028 
10281099

3^ GASTR Constipation/
constipation

2 14OCT2020 23/C 2 No O NA/TC N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1028 
10281108

3^ MUSC Myalgia/
muscle aches

2 24SEP2020 2/1 2 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1028 
10281109

3^ GENRL Chills/
chills

2 25SEP2020 2/3 2 Yes NA R 
(27SEP2020)

N/N

Pyrexia/
fever

2 25SEP2020 2/3 2 Yes NA R 
(27SEP2020)

N/N

NERV Headache/
headache

2 25SEP2020 2/3 2 Yes NA R 
(27SEP2020)

N/N

>55/
C459100
1 1028 
10281115

3^ GENRL Injection site bruising/
Left Arm Injection Site Bruise

1 03SEP2020 1/3 2 Yes NA/TCN R 
(05SEP2020)

N/N

Injection site pain/
Left Arm Injection Site Pain

1 03SEP2020 1/3 2 Yes NA R 
(05SEP2020)

N/N

GENRL Pain/
Generalized Body Aches

1 04SEP2020 2/2 2 Yes NA R 
(05SEP2020)

N/N

GASTR Oral pain/
Mouth Pain

1 05SEP2020 3/61 2 No O NA/TCN R 
(04NOV2020)

N/N

INJ&P Tooth fracture/
Broken Tooth, Upper Left

1 05SEP2020 3/17 2 No O NA/TC/TCN R 
(21SEP2020)

N/N

GENRL Injection site bruising/
injection site bruise left arm

2 25SEP2020 2/4 2 Yes NA R 
(28SEP2020)

N/N

Injection site erythema/
injection site redness left arm

2 25SEP2020 2/4 2 Yes NA R 
(28SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
left arm injection site pain

2 25SEP2020 2/4 2 Yes NA/TC R 
(28SEP2020)

N/N

Injection site reaction/
injection site welt left arm

2 25SEP2020 2/4 2 Yes NA R 
(28SEP2020)

N/N

>55/
C459100
1 1028 
10281142

3^ GENRL Injection site pain/
RIGHT ARM SORENESS AT 

INJECTION SITE

1 07SEP2020 1/3 2 Yes NA R 
(09SEP2020)

N/N

Pain/
BODY ACHES

1 07SEP2020 1/3 2 Yes NA R 
(09SEP2020)

N/N

GENRL Injection site pain/
RIGHT ARM SORENESS AT 

INJECTION SITE

2 28SEP2020 1/2 2 Yes NA R 
(29SEP2020)

N/N

Pain/
BODY ACHES

2 28SEP2020 1/2 2 Yes NA R 
(29SEP2020)

N/N

>55/
C459100
1 1028 
10281147

3^ GENRL Pyrexia/
fever

2 29SEP2020 2/2 2 Yes NA R 
(30SEP2020)

N/N

NERV Headache/
headache

2 29SEP2020 2/2 2 Yes NA R 
(30SEP2020)

N/N

>55/
C459100
1 1028 
10281151

3^ MUSC Pain in extremity/
right arm soreness

1 09SEP2020 1/1 1 Yes NA R 
(09SEP2020)

N/N

>55/
C459100
1 1028 
10281157

3^ EYE Ocular hyperaemia/
bloodshot eyes bilateral

1 10SEP2020 1/3 2 Yes NA/TC R 
(12SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
fatigue

2 29SEP2020 1/4 2 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1028 
10281175

3^ GENRL Pain/
general body aches

1 14SEP2020 1/3 2 Yes NA R 
(16SEP2020)

N/N

INV Body temperature increased/
elevated body temperature

2 06OCT2020 2/1 2 Yes NA R 
(06OCT2020)

N/N

>55/
C459100
1 1028 
10281193

3^ NERV Dizziness/
Lightheaded

1 16SEP2020 1/1 2 No O NA R 
(16SEP2020)

N/Y

GENRL Pyrexia/
fever

2 14OCT2020 7/2 2 Yes NA R 
(15OCT2020)

N/N

>55/
C459100
1 1028 
10281204

3^ GENRL Injection site pain/
sore left arm at injection site

2 09OCT2020 1/3 2 Yes NA R 
(11OCT2020)

N/N

GENRL Pyrexia/
fever

2 10OCT2020 2/3 2 Yes NA/TC R 
(12OCT2020)

N/N

>55/
C459100
1 1028 
10281206

3^ GENRL Malaise/
general malaise

1 19SEP2020 2/1 2 Yes NA R 
(19SEP2020)

N/N

GENRL Injection site pruritus/
injection site itching left arm

2 09OCT2020 1/7 2 Yes NA R 
(15OCT2020)

N/N

Malaise/
general malaise

2 09OCT2020 1/3 2 Yes NA R 
(11OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1028 
10281215

3^ GENRL Malaise/
general malaise

1 23SEP2020 3/2 2 Yes NA R 
(24SEP2020)

N/N

GENRL Malaise/
general malaise

2 14OCT2020 3/2 2 Yes NA R 
(15OCT2020)

N/N

>55/
C459100
1 1028 
10281218

3^ MUSC Arthralgia/
Right Elbow Pain

2 24OCT2020 12/C 2 No O NA N N/N

>55/
C459100
1 1028 
10281234

3^ INFEC Sinusitis/
sinus infection

2 29OCT2020 14/7 2 No O NA/TC R 
(04NOV2020)

N/N

>55/
C459100
1 1028 
10281235

3^ GENRL Chills/
chills

2 17OCT2020 3/2 2 Yes NA R 
(18OCT2020)

N/N

Pain/
achiness

2 17OCT2020 3/2 2 Yes NA R 
(18OCT2020)

N/N

INV Body temperature increased/
elevated body temperature

2 17OCT2020 3/2 2 Yes NA R 
(18OCT2020)

N/N

>55/
C459100
1 1036 
10361002

3^ GENRL Injection site erythema/
Redness at injection site 
beginning two days post 

injection

2 10SEP2020 3/27 1 Yes NA R 
(06OCT2020)

N/N

Injection site pain/
soreness at the injection site 
beginning second day post 

injection

2 10SEP2020 3/27 1 Yes NA R 
(06OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site swelling/
Swelling at injection site 
beginning two days post 

injection

2 10SEP2020 3/27 1 Yes NA R 
(06OCT2020)

N/N

>55/
C459100
1 1036 
10361028

3^ GENRL Injection site pain/
muscle soreness at injection site, 

left deltoid

1 25AUG2020 1/2 1 Yes NA R 
(26AUG2020)

N/N

Injection site swelling/
left deltoid swelling at injection 

site

1 25AUG2020 1/2 1 Yes NA R 
(26AUG2020)

N/N

>55/
C459100
1 1036 
10361034

3^ GENRL Chills/
Chills; for a period of 24 hrs 
before going away. No OTC 

meds taken.

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

Pyrexia/
Fever; 101.4 day after 2nd 

injection. Fever rose to 101.7. 
Fever gone by next day. No OTC 

meds taken

2 15SEP2020 2/2 2 Yes NA R 
(16SEP2020)

N/N

NERV Lethargy/
Lethary; stated after 2nd 

injection felt run down & tired 
for 24 hrs. No OTC meds taken.

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

>55/
C459100
1 1036 
10361116

3^ GENRL Pain/
Body aches

2 29OCT2020 1/1 1 Yes NA R 
(29OCT2020)

N/N

NERV Headache/
Headache

2 29OCT2020 1/1 1 Yes NA R 
(29OCT2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1740

FDA-CBER-2021-5683-0127766



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1037 
10371004

3^ SKIN Alopecia/
HAIR LOSS

2 12SEP2020 4/C 1 No O NA N N/N

>55/
C459100
1 1037 
10371009

3^ GENRL Fatigue/
FATIGUE

2 09SEP2020 2/3 1 Yes NA R 
(11SEP2020)

N/N

MUSC Myalgia/
MUSCLE ACHES

2 09SEP2020 2/3 1 Yes NA R 
(11SEP2020)

N/N

>55/
C459100
1 1037 
10371012

3^ GENRL Pyrexia/
LOW GRADE FEVER

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

MUSC Myalgia/
MUSCLE ACHES

2 10SEP2020 2/1 1 Yes NA R 
(10SEP2020)

N/N

>55/
C459100
1 1037 
10371013

3^ GASTR Vomiting/
VOMITING

2 28SEP2020 21/1 2 No O NA R 
(28SEP2020)

N/N

>55/
C459100
1 1037 
10371019

3^ GASTR Diarrhoea/
DIARRHEA

1 21AUG2020 3/3 2 Yes NA/TC R 
(23AUG2020)

N/N

MUSC Arthralgia/
BILATERAL SHOULDER 

PAIN

2 09SEP2020 2/1 2 Yes NA/TC R 
(09SEP2020)

N/N

NERV Somnolence/
MORNING SLEEPINESS

2 09SEP2020 2/1 1 Yes NA R 
(09SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1037 
10371020

3^ GASTR Constipation/
CONSTIPATION

1 01SEP2020 14/8 1 No O NA R 
(08SEP2020)

N/N

>55/
C459100
1 1037 
10371034

3^ INJ&P Arthropod bite/
INSECT BITE

1 07SEP2020 19/5 2 No O NA/TC R 
(11SEP2020)

N/N

>55/
C459100
1 1037 
10371055

3^ GENRL Chills/
CHILLS

2 15SEP2020 2/4 1 Yes NA/TC R 
(18SEP2020)

N/N

>55/
C459100
1 1037 
10371070

3^ GENRL Influenza like illness/
FLU LIKE SYMPTOMS

2 17SEP2020 2/2 1 Yes NA/TC R 
(18SEP2020)

N/N

>55/
C459100
1 1037 
10371075

3^ GENRL Pain/
BODY ACHES

2 15SEP2020 1/1 1 Yes NA/TC R 
(15SEP2020)

N/N

INFEC Influenza/
MILD FLU SYMPTOMS

2 15SEP2020 1/1 1 Yes NA/TC R 
(15SEP2020)

N/N

>55/
C459100
1 1037 
10371094

3^ GENRL Fatigue/
FATIGUE

1 31AUG2020 1/2 1 Yes NA/TC R 
(01SEP2020)

N/N

NERV Headache/
HEADACHE

1 31AUG2020 1/2 1 Yes NA/TC R 
(01SEP2020)

N/N

GENRL Fatigue/
FATIGUE

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
HEADACHE

2 21SEP2020 1/2 1 Yes NA/TC R 
(22SEP2020)

N/N

>55/
C459100
1 1037 
10371095

3^ GASTR Nausea/
NAUSEA

2 21SEP2020 1/3 1 Yes NA R 
(23SEP2020)

N/N

GENRL Chills/
CHILLS

2 21SEP2020 1/3 2 Yes NA R 
(23SEP2020)

N/N

MUSC Myalgia/
MUSCLE PAIN

2 21SEP2020 1/4 2 Yes NA R 
(24SEP2020)

N/N

NERV Headache/
HEADACHE

2 21SEP2020 1/4 3 Yes NA/TC R 
(24SEP2020)

N/N

>55/
C459100
1 1037 
10371099

3^ MUSC Muscle spasms/
NECK SPASMS

1 02SEP2020 2/2 1 No O NA R 
(03SEP2020)

N/N

GENRL Influenza like illness/
FLU LIKE SYMPTOMS

2 25SEP2020 3/4 1 Yes NA R 
(28SEP2020)

N/N

>55/
C459100
1 1037 
10371105

3^ SKIN Night sweats/
Nocturnal sweats

2 22SEP2020 2/3 2 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1037 
10371108

3^ INJ&P Muscle strain/
LUMBAR SACRUM STRAIN

1 03SEP2020 3/2 1 No O NA/TCN R 
(04SEP2020)

N/N

>55/
C459100

3^ GENRL Chills/
chills

2 21SEP2020 1/3 1 Yes NA R 
(23SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1037 
10371113

GENRL Fatigue/
Fatigue

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

>55/
C459100
1 1037 
10371119

3^ GASTR Diarrhoea/
DIARRHEA

1 03SEP2020 2/18 1 Yes NA R 
(20SEP2020)

N/N

GENRL Chills/
CHILLS

1 03SEP2020 2/18 1 Yes NA R 
(20SEP2020)

N/N

>55/
C459100
1 1037 
10371135

3^ INFEC Urinary tract infection/
URINARY TRACK 

INFECTION

2 25OCT2020 32/4 2 No O NA/TC R 
(28OCT2020)

N/N

>55/
C459100
1 1037 
10371160

3^ GASTR Nausea/
Nausea

1 10SEP2020 3/4 2 No O NA/TC R 
(13SEP2020)

N/N

GENRL Fatigue/
Tired (fatigue)

1 10SEP2020 3/4 2 No O NA/TC R 
(13SEP2020)

N/N

INFEC Urinary tract infection/
Urinary tract infection

1 10SEP2020 3/11 2 No O NA/TC R 
(20SEP2020)

N/N

NERV Headache/
Headache

1 10SEP2020 3/4 2 No O NA/TC R 
(13SEP2020)

N/N

MUSC Myalgia/
Leg muscle pain

2 30SEP2020 3/2 2 No O NA/TC R 
(01OCT2020)

N/N

INFEC Skin infection/
SKIN INFECTION Bilateral 

Arms and Legs

2 03OCT2020 6/11 2 No O NA/TC R 
(13OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1037 
10371167

3^ GENRL Influenza like illness/
Flu-like Symptoms

2 02OCT2020 2/2 2 Yes NA/TC R 
(03OCT2020)

N/N

>55/
C459100
1 1037 
10371174

3^ GENRL Influenza like illness/
FLU LIKE SYMPTOMS

2 01OCT2020 2/1 1 Yes NA/TC R 
(01OCT2020)

N/N

>55/
C459100
1 1037 
10371177

3^ INFEC Ear infection/
LEFT EAR INFECTION

1 04OCT2020 26/6 2 No O NA/TC R 
(09OCT2020)

N/N

>55/
C459100
1 1037 
10371178

3^ INJ&P Contusion/
BRUISE RIGHT ARM

2 11OCT2020 11/C 1 No O NA N N/N

>55/
C459100
1 1037 
10371181

3^ MUSC Myalgia/
Muscle aches

2 01OCT2020 1/2 2 Yes NA R 
(02OCT2020)

N/N

Pain in extremity/
Left arm pain

2 01OCT2020 1/2 2 Yes NA/TC R 
(02OCT2020)

N/N

>55/
C459100
1 1037 
10371185

3^ INJ&P Rib fracture/
RIB FRACTURE

1 13SEP2020 4/12 1 No O NA/TC R 
(24SEP2020)

N/N

>55/
C459100
1 1037 
10371211

3^ GENRL Chills/
CHILLS

1 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
PAIN AT INJECTION SITE

1 15SEP2020 1/1 1 Yes NA R 
(15SEP2020)

N/N

MUSC Myalgia/
MUSCLE ACHES

1 15SEP2020 1/2 1 Yes NA/TC R 
(16SEP2020)

N/N

GENRL Injection site pain/
PAIN AT INJECTIO SITE

1 22SEP2020 8/1 2 Yes NA R 
(22SEP2020)

N/N

MUSC Myalgia/
MUSCLE PAIN

1 22SEP2020 8/1 2 Yes NA/TC R 
(22SEP2020)

N/N

NERV Lethargy/
LETHARGY

1 22SEP2020 8/1 2 Yes NA R 
(22SEP2020)

N/N

GENRL Injection site pain/
PAIN AT INJECTION SITE

2 06OCT2020 2/1 2 Yes NA R 
(06OCT2020)

N/N

MUSC Myalgia/
MUSCLE PAIN

2 06OCT2020 2/1 2 Yes NA/TC R 
(06OCT2020)

N/N

NERV Lethargy/
LETHARGY

2 06OCT2020 2/1 2 Yes NA R 
(06OCT2020)

N/N

>55/
C459100
1 1037 
10371239

3^ GENRL Chills/
CHILLS

2 20OCT2020 2/1 1 Yes NA R 
(20OCT2020)

N/N

MUSC Muscle spasms/
MUSCLE CRAMPS

2 20OCT2020 2/1 1 Yes NA R 
(20OCT2020)

N/N

>55/
C459100
1 1037 
10371252

3^ GASTR Nausea/
Nausea

1 07OCT2020 17/1 1 No O NA R 
(07OCT2020)

N/N

UNC FATIGUE@@/
FATIGUE

2 14OCT2020 2/2 1 Yes P R 
(15OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

FEVER@@/
FEVER

2 14OCT2020 2/2 1 Yes NA R 
(15OCT2020)

N/N

MUSCLE ACHES@@/
MUSCLE ACHES

2 14OCT2020 2/2 1 Yes NA R 
(15OCT2020)

N/N

>55/
C459100
1 1037 
10371261

3^ GENRL Influenza like illness/
FLU LIKE SYMPTOMS

2 14OCT2020 1/2 2 Yes NA/TC R 
(15OCT2020)

N/N

>55/
C459100
1 1037 
10371263

3^ GENRL Chills/
CHILLS

2 13OCT2020 2/2 1 Yes NA R 
(14OCT2020)

N/N

Fatigue/
FATIGUE

2 13OCT2020 2/2 2 Yes NA/TC R 
(14OCT2020)

N/N

Pyrexia/
FEVER

2 13OCT2020 2/2 1 Yes NA R 
(14OCT2020)

N/N

>55/
C459100
1 1037 
10371264

3^ INFEC Vaginal infection/
VAGINAL INFECTION

1 11OCT2020 20/1 1 No O NA/TC R 
(11OCT2020)

N/N

>55/
C459100
1 1037 
10371295

3^ GENRL Pyrexia/
ASYMPTOMATIC LOW 

GRADE FEVER OF 100.4 F*

25SEP2020 -3/1 1 No O NA R 
(25SEP2020)

N/N

GENRL Pyrexia/
FEVER

2 20OCT2020 2/2 1 Yes NA R 
(21OCT2020)

N/N

>55/
C459100

3^ GENRL Pyrexia/
FEVER

2 27OCT2020 2/1 2 Yes NA/TC R 
(27OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1037 
10371320

>55/
C459100
1 1038 
10381007

3^ GASTR Diarrhoea/
Diarrhea

1 19AUG2020 1/3 1 Yes NA R 
(21AUG2020)

N/N

>55/
C459100
1 1038 
10381046

3^ GENRL Injection site pain/
Injection site tenderness

1 27AUG2020 1/3 1 Yes NA R 
(29AUG2020)

N/N

GENRL Fatigue/
fatigue

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

>55/
C459100
1 1038 
10381074

3^ GENRL Injection site pain/
Injection Site Soreness

1 01SEP2020 1/3 1 Yes NA R 
(03SEP2020)

N/N

GENRL Injection site pain/
injection site tenderness

1 23SEP2020 23/2 1 Yes NA R 
(24SEP2020)

N/N

INV Body temperature increased/
Increased Body Temperature 

(100F)

1 23SEP2020 23/2 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1038 
10381101

3^ GENRL Injection site pain/
Injection site tenderness

1 08SEP2020 1/4 1 Yes NA R 
(11SEP2020)

N/N

GENRL Fatigue/
fatigue

1 09SEP2020 2/3 1 Yes NA R 
(11SEP2020)

N/N

NERV Ischaemic stroke/
Acute Ischemic Stroke

2 04OCT2020 7/3 2 No O NA R 
(06OCT2020)

Y/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1038 
10381108

3^ GENRL Injection site pain/
Injection Site Tenderness

1 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N

>55/
C459100
1 1038 
10381126

3^ GASTR Diarrhoea/
Diarrhea

2 07OCT2020 2/2 1 Yes NA R 
(08OCT2020)

N/N

Nausea/
Nausea

2 07OCT2020 2/2 1 Yes NA R 
(08OCT2020)

N/N

GENRL Pain/
Body Aches

2 07OCT2020 2/2 1 Yes NA R 
(08OCT2020)

N/N

NERV Headache/
Headache

2 07OCT2020 2/2 1 Yes NA R 
(08OCT2020)

N/N

>55/
C459100
1 1038 
10381134

3^ GENRL Injection site pain/
injection site tenderness

1 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

SURG Skin neoplasm excision/
basal cell carcinoma removed 

from L side of nose

1 01OCT2020 11/1 1 No O NA R 
(01OCT2020)

N/N

GENRL Pyrexia/
fever

2 14OCT2020 3/2 1 Yes NA R 
(15OCT2020)

N/N

>55/
C459100
1 1039 
10391010

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 21AUG2020 1/3 1 Yes NA R 
(23AUG2020)

N/N

INJ&P Contusion/
right arm bruising

1 21AUG2020 1/13 1 Yes NA R 
(02SEP2020)

N/Y
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
injection site pain

2 09SEP2020 1/3 2 Yes NA R 
(11SEP2020)

N/N

GENRL Pyrexia/
FEVER

2 10SEP2020 2/1 1 Yes NA/TC R 
(10SEP2020)

N/N

>55/
C459100
1 1039 
10391013

3^ GASTR Diarrhoea/
diarrhea

1 22AUG2020 2/3 1 Yes NA R 
(24AUG2020)

N/N

>55/
C459100
1 1039 
10391015

3^ INV Monocyte count increased/
monocyte level elevated

2 30SEP2020 15/C 1 No O NA N N/N

>55/
C459100
1 1039 
10391019

3^ GASTR Colitis microscopic/
EXACERBATION OF 

LYMPHOCYTIC-
PLASMACYTIC COLITIS

1 29AUG2020 6/29 2 No O NA/TC R 
(26SEP2020)

N/N

>55/
C459100
1 1039 
10391024

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 25AUG2020 1/3 1 Yes NA R 
(27AUG2020)

N/N

MUSC Arthralgia/
INCREASED BILATERAL 

KNEE PAIN

2 16SEP2020 2/5 1 Yes NA R 
(20SEP2020)

N/N

Pain in extremity/
RIGHT ARM SORENESS

2 16SEP2020 2/5 1 Yes NA R 
(20SEP2020)

N/N

>55/
C459100
1 1039 
10391027

3^ EAR Ear pain/
left ear pain

1 15SEP2020 22/1 1 No O NA/TC R 
(15SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1039 
10391031

3^ GENRL Pain/
generalized aching

1 27AUG2020 2/2 1 Yes NA R 
(28AUG2020)

N/N

GENRL Fatigue/
fatigue

1 28AUG2020 3/2 1 Yes NA R 
(29AUG2020)

N/N

>55/
C459100
1 1039 
10391032

3^ GENRL Injection site swelling/
swelling at injection site

1 27AUG2020 2/2 1 Yes NA R 
(28AUG2020)

N/N

MUSC Pain in extremity/
left arm pain

1 27AUG2020 2/2 1 Yes NA R 
(28AUG2020)

N/N

>55/
C459100
1 1039 
10391041

3^ GENRL Injection site pain/
left arm soreness at injection site

1 27AUG2020 1/4 1 Yes NA R 
(30AUG2020)

N/N

>55/
C459100
1 1039 
10391046

3^ GENRL Chills/
mild chills

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

Fatigue/
fatigue

2 22SEP2020 1/3 1 Yes NA R 
(24SEP2020)

N/N

Pyrexia/
fever

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

MUSC Muscle spasms/
leg muscle cramping

2 22SEP2020 1/2 1 Yes NA/TC R 
(23SEP2020)

N/N

Pain in extremity/
Left upper arm soreness

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
mild headache

2 22SEP2020 1/2 1 Yes NA/TC R 
(23SEP2020)

N/N

PSYCH Insomnia/
difficulty sleeping

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

>55/
C459100
1 1039 
10391047

3^ GENRL Injection site pain/
Injection site, left upper arm pain

1 28AUG2020 1/2 1 Yes NA R 
(29AUG2020)

N/N

EYE Vitreous detachment/
detached Left vitreous

2 07OCT2020 20/C 2 No O NA RG N/N

>55/
C459100
1 1039 
10391055

3^ INV Body temperature increased/
temperature elevation

2 22SEP2020 2/1 1 Yes NA/TC R 
(22SEP2020)

N/N

>55/
C459100
1 1039 
10391056

3^ MUSC Pain in extremity/
bilateral upper arm pain

2 24SEP2020 4/1 1 No O NA R 
(24SEP2020)

N/N

>55/
C459100
1 1039 
10391061

3^ GENRL Injection site pain/
INJECTION SITE SORENESS

1 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/N

GENRL Injection site pain/
INJECTION SITE SORENESS

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

>55/
C459100
1 1039 
10391077

3^ GENRL Injection site pain/
injection site soreness

1 02SEP2020 1/2 1 Yes NA/TC R 
(03SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
chills

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

Pain/
body aches

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

NERV Headache/
headache

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

>55/
C459100
1 1039 
10391078

3^ SKIN Pseudofolliculitis/
Pseudofolliculitis Barbae left 

axilla

1 23SEP2020 22/12 1 No O NA R 
(04OCT2020)

N/N

>55/
C459100
1 1039 
10391079

3^ GASTR Nausea/
nausea

2 24SEP2020 1/3 1 Yes NA R 
(26SEP2020)

N/N

GENRL Chills/
chills

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

MUSC Arthralgia/
arthlagias

2 24SEP2020 1/3 1 Yes NA/TC R 
(26SEP2020)

N/N

NERV Headache/
headache

2 24SEP2020 1/4 1 Yes NA R 
(27SEP2020)

N/N

>55/
C459100
1 1039 
10391089

3^ GASTR Nausea/
nausea

2 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/N

GENRL Pain/
generalized aches

2 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/N

Pyrexia/
fever

2 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1039 
10391092

3^ GENRL Injection site pain/
injection site pain

1 04SEP2020 1/2 1 Yes NA R 
(05SEP2020)

N/N

Pyrexia/
fever

1 04SEP2020 1/2 1 Yes NA R 
(05SEP2020)

N/N

GENRL Injection site pain/
injection site soreness

2 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/N

Pyrexia/
fever

2 25SEP2020 1/2 1 Yes NA/TC R 
(26SEP2020)

N/N

GENRL Chills/
chills

2 26SEP2020 2/1 1 Yes NA R 
(26SEP2020)

N/N

Pain/
generalized aching

2 26SEP2020 2/1 1 Yes NA R 
(26SEP2020)

N/N

>55/
C459100
1 1039 
10391095

3^ MUSC Pain in extremity/
right big toe pain

1 13SEP2020 10/7 1 No O NA R 
(19SEP2020)

N/N

>55/
C459100
1 1039 
10391107

3^ GENRL Pain/
generalized aching

1 08SEP2020 1/3 1 Yes NA R 
(10SEP2020)

N/N

NERV Headache/
headache

1 08SEP2020 1/3 1 Yes NA R 
(10SEP2020)

N/N

GENRL Pain/
generalized aching

2 29SEP2020 1/4 1 Yes NA R 
(02OCT2020)

N/N

NERV Headache/
headache

2 29SEP2020 1/3 1 Yes NA R 
(01OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INJ&P Fall/
Fell on left arm while biking

2 13OCT2020 15/14 1 No CD NA/TC R 
(26OCT2020)

N/N

INJ&P Skin abrasion/
abrasions left arm (upper arm 

and forearm)

2 26OCT2020 28/1 1 No O NA R 
(26OCT2020)

N/N

SKIN Dermatitis contact/
contact dermatitis left forearm 

arm

2 27OCT2020 29/C 1 No O NA/TC N N/N

>55/
C459100
1 1039 
10391122

3^ GENRL Chills/
chills

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

Injection site pain/
injection site pain

1 10SEP2020 1/4 1 Yes NA R 
(13SEP2020)

N/N

MUSC Myalgia/
myalgias

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

GENRL Fatigue/
fatigue

1 11SEP2020 2/3 1 Yes NA R 
(13SEP2020)

N/N

NERV Headache/
headache

1 11SEP2020 2/2 1 Yes NA/TC R 
(12SEP2020)

N/N

>55/
C459100
1 1039 
10391123

3^ GENRL Chills/
chills

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

MUSC Myalgia/
myalgias

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

GENRL Chills/
chills

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pain/
aches

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

Pyrexia/
fever

2 01OCT2020 1/2 1 Yes NA/TC R 
(02OCT2020)

N/N

NERV Headache/
headache

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

GENRL Fatigue/
fatigue

2 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N

>55/
C459100
1 1039 
10391129

3^ GENRL Injection site pain/
injection site pain

2 14OCT2020 2/C 1 Yes NA RG N/N

GENRL Chills/
chills

2 15OCT2020 3/1 1 Yes NA R 
(15OCT2020)

N/N

Pyrexia/
fever

2 15OCT2020 3/1 1 Yes NA R 
(15OCT2020)

N/N

MUSC Myalgia/
myalgias

2 15OCT2020 3/C 1 Yes NA/TCN RG N/N

>55/
C459100
1 1039 
10391131

3^ GENRL Pain/
generalized aching

1 12SEP2020 2/2 2 Yes NA/TC R 
(13SEP2020)

N/N

GENRL Pain/
generalized aching

2 02OCT2020 1/2 1 Yes NA/TC R 
(03OCT2020)

N/N

NERV Headache/
headache

2 03OCT2020 2/8 1 Yes NA/TC R 
(10OCT2020)

N/N

>55/
C459100

3^ GENRL Injection site pain/
injection site pain

2 07OCT2020 1/3 1 Yes NA R 
(09OCT2020)

N/Y
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1039 
10391141

>55/
C459100
1 1039 
10391148

3^ GENRL Injection site pain/
injection site pain

1 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

MUSC Pain in extremity/
bilateral thigh pain

2 16OCT2020 9/C 1 No O NA RG N/N

Plantar fasciitis/
recurrence of plantar fascitis

2 16OCT2020 9/C 1 No O NA RG N/N

>55/
C459100
1 1039 
10391155

3^ GENRL Injection site pain/
injection site aching

1 24SEP2020 1/3 1 Yes NA R 
(26SEP2020)

N/N

GENRL Injection site pain/
inject site soreness

2 15OCT2020 1/3 1 Yes NA/TC R
(17OCT2020)

N/N

>55/
C459100
1 1039 
10391158

3^ NERV Headache/
headaches

1 28SEP2020 4/2 1 Yes NA R 
(29SEP2020)

N/N

>55/
C459100
1 1039 
10391184

3^ GENRL Injection site bruising/
injection site bruising

2 29OCT2020 1/C 1 Yes NA RG N/Y

INJ&P Muscle strain/
muscle strain, upper back

2 30OCT2020 2/3 1 No O NA/TC R 
(01NOV2020)

N/N

GENRL Injection site pain/
injection site pain

2 31OCT2020 3/C 1 Yes NA RG N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1042 
10421018

3^ SKIN Urticaria/
HIVES (Back and Inner thighs)

1 02AUG2020 3/6 1 Yes NA/TC R 
(07AUG2020)

N/N

>55/
C459100
1 1042 
10421127

3^ INJ&P Arthropod sting/
wasp sting

2 14SEP2020 6/1 1 No O NA/TC R 
(14SEP2020)

N/N

>55/
C459100
1 1042 
10421160

3^ GASTR Diarrhoea/
Diarrhea

1 28AUG2020 3/1 1 Yes NA R 
(28AUG2020)

N/N

GENRL Chills/
Chills

2 16SEP2020 1/1 1 Yes NA R 
(16SEP2020)

N/N

>55/
C459100
1 1042 
10421166

3^ INJ&P Brain contusion/
Left frontal lobe contusion

1 03SEP2020 9/30 1 No O NA R 
(02OCT2020)

N/N

Fall/
FALL

1 03SEP2020 9/1 1 No O NA/TC R 
(03SEP2020)

N/N

Pelvic fracture/
Closed Fracture of Rt Interior 

Pubic Ramus

1 03SEP2020 9/30 2 No O NA R 
(02OCT2020)

N/N

Rib fracture/
Closed Fracture of Four Ribs

1 03SEP2020 9/30 2 No O NA R 
(02OCT2020)

N/N

Scapula fracture/
Closed Displaced Fracture of 

body Right Scapula

1 03SEP2020 9/48 2 No O NA R 
(20OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Arthralgia/
Acute Pain hip right side

1 03SEP2020 9/30 1 No O NA/TC R 
(02OCT2020)

N/N

Arthralgia/
Right Shoulder Pain

1 03SEP2020 9/48 1 No O NA/TC R 
(20OCT2020)

N/N

Mobility decreased/
Decreased Mobility

1 03SEP2020 9/48 1 No O NA R 
(20OCT2020)

N/N

Muscle spasms/
Muscle Spasm

1 03SEP2020 9/30 2 No O NA R 
(02OCT2020)

N/N

NERV Subarachnoid haemorrhage/
SUBARACHNOID 

HEMORRAGE

1 03SEP2020 9/C 3 No O NA/TC RG Y/N

>55/
C459100
1 1042 
10421171

3^ BLOOD Iron deficiency anaemia/
iron deficient anemia worsening

2 07OCT2020 17/C 3 No O NA N N/N

>55/
C459100
1 1042 
10421202

3^ GENRL Pyrexia/
Fever

2 29SEP2020 2/1 2 Yes NA/TC R 
(29SEP2020)

N/N

>55/
C459100
1 1042 
10421208

3^ RESP Oropharyngeal pain/
Sore Throat

2 29SEP2020 2/2 1 Yes NA R 
(30SEP2020)

N/N

Rhinorrhoea/
Nasal Discharge

2 29SEP2020 2/2 1 Yes NA R 
(30SEP2020)

N/N

>55/
C459100
1 1042 
10421212

3^ GENRL Fatigue/
Fatigue

2 28SEP2020 1/2 1 Yes NA R 
(29SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

RESP Cough/
New or Increased Cough

2 28SEP2020 1/2 1 Yes NA R 
(29SEP2020)

N/N

>55/
C459100
1 1042 
10421215

3^ GENRL Chills/
Chills

2 29SEP2020 2/1 1 Yes NA R 
(29SEP2020)

N/N

Fatigue/
Fatigue

2 29SEP2020 2/2 1 Yes NA R 
(30SEP2020)

N/N

Pyrexia/
Low Grade Fever

2 29SEP2020 2/2 1 Yes NA/TC R 
(30SEP2020)

N/N

>55/
C459100
1 1044 
10441003

3^ INFEC Acute sinusitis/
Acute Sinusitis

2 13OCT2020 20/C 1 No O NA/TC RG N/N

>55/
C459100
1 1044 
10441013

3^ INFEC Urinary tract infection/
UTI

1 03SEP2020 16/6 1 No O NA/TC R 
(08SEP2020)

N/N

>55/
C459100
1 1044 
10441014

3^ INV Blood pressure increased/
Elevated Blood Pressure

1 08SEP2020 21/1 2 No O NA/TC R 
(08SEP2020)

N/N

>55/
C459100
1 1044 
10441016

3^ RESP Upper-airway cough syndrome/
post nasal drip

2 08OCT2020 31/C 1 No O NA RG N/N

>55/
C459100
1 1044 
10441017

3^ MUSC Myalgia/
generalized Myalgia

2 12SEP2020 2/3 1 Yes NA R 
(14SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1044 
10441025

3^ GENRL Fatigue/
fatigue

2 15SEP2020 2/2 2 Yes NA/TC R 
(16SEP2020)

N/N

NERV Headache/
headache

2 15SEP2020 2/2 1 Yes NA/TC R 
(16SEP2020)

N/N

>55/
C459100
1 1044 
10441062

3^ GENRL Chills/
chills

2 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

Injection site pain/
Injection site pain

2 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

>55/
C459100
1 1044 
10441066

3^ GENRL Injection site haematoma/
injection site hematoma

1 01SEP2020 1/3 1 Yes NA R 
(03SEP2020)

N/N

>55/
C459100
1 1044 
10441067

3^ GENRL Pyrexia/
fever

1 02SEP2020 2/2 1 Yes NA R 
(03SEP2020)

N/N

>55/
C459100
1 1044 
10441073

3^ GENRL Fatigue/
Fatigue

2 23SEP2020 2/1 2 Yes NA R 
(23SEP2020)

N/N

Pyrexia/
fever

2 23SEP2020 2/1 1 Yes NA/TC R 
(23SEP2020)

N/N

MUSC Myalgia/
generalized Myalgia

2 23SEP2020 2/3 1 Yes NA R 
(25SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1044 
10441078

3^ GENRL Injection site haematoma/
INJECTION SITE 

HEMATOMA

1 04SEP2020 1/4 1 Yes NA R 
(07SEP2020)

N/Y

>55/
C459100
1 1044 
10441080

3^ INJ&P Ligament sprain/
left ankle sprain

1 17SEP2020 14/24 1 No O NA/TC R 
(10OCT2020)

N/N

>55/
C459100
1 1044 
10441082

3^ GENRL Fatigue/
fatigue

2 02OCT2020 10/2 1 No O NA R 
(03OCT2020)

N/N

MUSC Myalgia/
myalgia

2 02OCT2020 10/2 1 No O NA/TC R 
(03OCT2020)

N/N

>55/
C459100
1 1044 
10441090

3^ GASTR Constipation/
constipation

1 09SEP2020 4/6 1 No O NA/TC R 
(14SEP2020)

N/N

INFEC Cystitis/
Bladder Infection

1 24SEP2020 19/9 1 No O NA/TC R 
(02OCT2020)

N/N

>55/
C459100
1 1044 
10441093

3^ INJ&P Muscle injury/
Muscle Sprain (Right Leg)

1 23SEP2020 16/C 1 No O NA/TC RG N/N

INJ&P Overdose/
Heroin Overdose

2 23OCT2020 26/2 4 No O NA/TC R 
(24OCT2020)

Y/N

METAB Hypokalaemia/
Hypokalemia

2 23OCT2020 26/2 2 No O NA/TC R 
(24OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Hypomagnesaemia/
Hypomagnesemia

2 23OCT2020 26/2 2 No O NA/TC R 
(24OCT2020)

N/N

>55/
C459100
1 1044 
10441104

3^ GASTR Diarrhoea/
Diarrhea

1 20SEP2020 11/1 1 Yes NA R 
(20SEP2020)

N/N

>55/
C459100
1 1044 
10441106

3^ INV Low density lipoprotein 
increased/

elevated ldl

2 09OCT2020 4/C 1 No O NA RG N/N

>55/
C459100
1 1044 
10441110

3^ INFEC Urinary tract infection/
Urinary Tract Infection

2 01OCT2020 2/10 1 No O NA/TC R 
(10OCT2020)

N/N

>55/
C459100
1 1044 
10441116

3^ MUSC Arthralgia/
Worsening of Shoulder Pain 

(Left)

1 23SEP2020 10/9 2 No O NA/TC R 
(01OCT2020)

N/N

>55/
C459100
1 1044 
10441120

3^ GENRL Chills/
chills

2 14OCT2020 2/2 1 Yes NA R 
(15OCT2020)

N/N

Injection site pain/
injection site pain

2 14OCT2020 2/2 1 Yes NA R 
(15OCT2020)

N/N

Pyrexia/
fever

2 14OCT2020 2/2 1 Yes NA/TC R 
(15OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 14OCT2020 2/2 1 Yes NA R 
(15OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1044 
10441128

3^ GENRL Fatigue/
fatigue

2 14OCT2020 2/4 1 Yes NA R 
(17OCT2020)

N/N

>55/
C459100
1 1044 
10441131

3^ GASTR Diarrhoea/
Diarrhea

2 15OCT2020 2/2 1 Yes NA R 
(16OCT2020)

N/N

GENRL Fatigue/
Fatigue

2 15OCT2020 2/5 1 Yes NA R 
(19OCT2020)

N/N

NERV Headache/
Headache

2 15OCT2020 2/4 1 Yes NA/TC R 
(18OCT2020)

N/N

SKIN Rash/
Rash (hands & feet)

2 16OCT2020 3/4 1 No O NA R 
(19OCT2020)

N/N

GENRL Chest discomfort/
Pressure in Chest

2 18OCT2020 5/1 2 No O NA R 
(18OCT2020)

N/N

GASTR Nausea/
Nausea

2 19OCT2020 6/2 1 No O NA R 
(20OCT2020)

N/N

>55/
C459100
1 1044 
10441134

3^ GENRL Injection site pain/
injection site pain

2 14OCT2020 1/6 1 Yes NA R 
(19OCT2020)

N/N

NERV Headache/
headache

2 14OCT2020 1/2 1 Yes NA/TC R 
(15OCT2020)

N/N

GENRL Fatigue/
fatigue

2 15OCT2020 2/2 1 Yes NA R 
(16OCT2020)

N/N

>55/
C459100

3^ GENRL Fatigue/
fatigue

2 14OCT2020 1/C 1 Yes NA RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1044 
10441135

Injection site pain/
injection site pain

2 14OCT2020 1/C 1 Yes NA RG N/N

GENRL Pyrexia/
fever

2 15OCT2020 2/2 2 Yes NA/TC R 
(16OCT2020)

N/N

>55/
C459100
1 1044 
10441138

3^ VASC Hypertension/
Hypertension

2 06NOV2020 25/C 1 No O NA/TC RG N/N

>55/
C459100
1 1044 
10441145

3^ GENRL Chills/
chills

2 14OCT2020 1/2 1 Yes NA/TC R 
(15OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 14OCT2020 1/2 1 Yes NA R 
(15OCT2020)

N/N

NERV Headache/
headache

2 14OCT2020 1/2 1 Yes NA R 
(15OCT2020)

N/N

>55/
C459100
1 1044 
10441149

3^ GENRL Chills/
chills

2 16OCT2020 2/1 1 Yes NA R 
(16OCT2020)

N/N

Fatigue/
Fatigue

2 16OCT2020 2/2 1 Yes NA R 
(17OCT2020)

N/N

Injection site pain/
Injection Site Pain

2 16OCT2020 2/C 1 Yes NA N N/N

Pyrexia/
Fever

2 16OCT2020 2/2 2 Yes NA/TC R 
(17OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1044 
10441150

3^ INFEC Cystitis/
bladder infection

1 30SEP2020 6/12 1 No O NA/TC R 
(11OCT2020)

N/N

NERV Dizziness/
dizzines

2 15OCT2020 1/1 1 Yes NA R 
(15OCT2020)

N/N

>55/
C459100
1 1044 
10441169

3^ MUSC Myalgia/
muscle aches

1 07OCT2020 1/2 1 Yes NA R 
(08OCT2020)

N/N

NERV Headache/
headache

1 07OCT2020 1/2 1 Yes NA R 
(08OCT2020)

N/N

MUSC Myalgia/
myalgia

2 26OCT2020 1/2 1 Yes NA/TC R 
(27OCT2020)

N/N

>55/
C459100
1 1046 
10461059

3^ GASTR Diarrhoea/
Diarrhea

2 22SEP2020 14/2 2 No O NA R 
(23SEP2020)

N/N

>55/
C459100
1 1046 
10461138

3^ GENRL Fatigue/
Fatigue

2 06OCT2020 18/4 1 No O NA R 
(09OCT2020)

N/N

Pyrexia/
Fever

2 06OCT2020 18/4 1 No O NA R 
(09OCT2020)

N/N

INFEC Sinusitis/
Sinus Infection

2 06OCT2020 18/4 1 No O NA R 
(09OCT2020)

N/N

RESP Sinus congestion/
SINUS CONGESTION

2 06OCT2020 18/4 1 No O NA R 
(09OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1046 
10461245

3^ MUSC Arthralgia/
Left Shoulder Pain

1 01OCT2020 22/C 2 No O NA/TC N N/N

>55/
C459100
1 1046 
10461259

3^ NERV Dizziness/
Dizziness

1 16SEP2020 3/2 1 No O NA R 
(17SEP2020)

N/N

>55/
C459100
1 1047 
10471032

3^ RESP Productive cough/
wet cough

1 06SEP2020 16/5 1 No O NA R 
(10SEP2020)

N/N

>55/
C459100
1 1047 
10471060

3^ GENRL Injection site discolouration/
Discoloration at injection site*

26AUG2020 1/2 1 Yes NA R 
(27AUG2020)

N/N

Injection site pain/
Soreness at injection site*

26AUG2020 1/1 1 Yes NA R 
(26AUG2020)

N/N

Pain/
Bodyaches*

26AUG2020 1/2 1 Yes NA R 
(27AUG2020)

N/N

NERV Headache/
Headache*

26AUG2020 1/2 1 Yes NA R 
(27AUG2020)

N/N

GENRL Pain/
Bodyaches

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

>55/
C459100
1 1047 
10471063

3^ GASTR Abdominal pain upper/
Stomach Cramps

1 09SEP2020 14/4 1 No O NA R 
(12SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Diarrhoea/
Diarrhea

1 09SEP2020 14/4 1 No O NA R 
(12SEP2020)

N/N

GASTR Diarrhoea/
Diarrhea

2 16SEP2020 2/4 1 Yes NA R 
(19SEP2020)

N/N

GENRL Chills/
Chills

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

Pain/
Body Aches

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

Pyrexia/
Fever 100.8

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1047 
10471090

3^ GENRL Injection site pain/
Pain at injection site

1 01SEP2020 2/1 2 Yes NA R 
(01SEP2020)

N/N

GENRL Chills/
Chills

2 22SEP2020 2/2 2 Yes NA R 
(23SEP2020)

N/N

Pain/
Bodyaches

2 22SEP2020 2/2 2 Yes NA R 
(23SEP2020)

N/N

>55/
C459100
1 1047 
10471092

3^ GENRL Chills/
chills

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

Injection site pain/
soreness at injection site.

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

INV Body temperature increased/
increased body temperature 

100.1

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

>55/
C459100

3^ GENRL Injection site pain/
injection site soreness

1 02SEP2020 2/1 1 Yes NA R 
(02SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1047 
10471097

GENRL Chills/
Chills

2 22SEP2020 2/2 2 Yes NA R 
(23SEP2020)

N/N

Pyrexia/
Fever 102

2 22SEP2020 2/2 2 Yes NA R 
(23SEP2020)

N/N

>55/
C459100
1 1047 
10471099

3^ GENRL Chills/
chills

2 23SEP2020 2/1 1 Yes NA R 
(23SEP2020)

N/N

MUSC Myalgia/
muscle aches

2 23SEP2020 2/1 1 Yes NA R 
(23SEP2020)

N/N

>55/
C459100
1 1047 
10471101

3^ GENRL Fatigue/
Fatigue

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1047 
10471110

3^ GASTR Diarrhoea/
Diarrhea

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N

GENRL Chills/
Chills

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N

>55/
C459100
1 1047 
10471114

3^ GASTR Diarrhoea/
diarrhea

2 24SEP2020 2/1 1 Yes NA R 
(24SEP2020)

N/N

Nausea/
nausea

2 24SEP2020 2/1 1 Yes NA R 
(24SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Vomiting/
vomiting

2 24SEP2020 2/1 1 Yes NA R 
(24SEP2020)

N/N

NERV Cerebrovascular accident/
Stroke

2 18OCT2020 26/C 3 No O NA RG Y/N

>55/
C459100
1 1047 
10471123

3^ MUSC Pain in extremity/
bilateral hand pain

1 04SEP2020 2/C 2 No O NA N N/N

>55/
C459100
1 1047 
10471130

3^ NERV Headache/
headache

2 23SEP2020 1/1 1 Yes NA R 
(23SEP2020)

N/N

RESP Paranasal sinus discomfort/
Sinus Pressure

2 25SEP2020 3/3 1 Yes NA R 
(27SEP2020)

N/N

>55/
C459100
1 1047 
10471132

3^ RESP Productive cough/
Wet cough

1 06SEP2020 3/5 1 No O NA R 
(10SEP2020)

N/N

SKIN Rash/
Rash left upper leg

1 19SEP2020 16/4 1 No O NA R 
(22SEP2020)

N/N

GENRL Chills/
Chills

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

Fatigue/
Fatigue

1 23SEP2020 20/2 1 Yes NA R 
(24SEP2020)

N/N

Pain/
Body Aches

2 23SEP2020 1/C 1 Yes NA RG N/N

NERV Headache/
Headaches

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

SKIN Night sweats/
Night Sweats

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1047 
10471136

3^ GENRL Pyrexia/
Temp 101.8

2 26SEP2020 2/1 2 Yes NA R 
(26SEP2020)

N/N

NERV Headache/
headache

2 26SEP2020 2/1 1 Yes NA R 
(26SEP2020)

N/N

>55/
C459100
1 1047 
10471139

3^ GASTR Diarrhoea/
Diarrhea

2 26SEP2020 3/1 1 Yes NA R 
(26SEP2020)

N/N

>55/
C459100
1 1047 
10471170

3^ GENRL Injection site pain/
injection site Left deltoid

Soreness*

09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

>55/
C459100
1 1047 
10471175

3^ GENRL Fatigue/
Fatigue

2 01OCT2020 1/4 1 Yes NA R 
(04OCT2020)

N/N

>55/
C459100
1 1047 
10471183

3^ GENRL Injection site pain/
Soreness at injection site Left 

Deltoid

1 11SEP2020 1/3 1 Yes NA R 
(13SEP2020)

N/N

>55/
C459100
1 1047 
10471184

3^ GASTR Diarrhoea/
Diarrhea

1 02OCT2020 22/2 1 Yes NA R 
(03OCT2020)

N/N

NERV Presyncope/
Vagal Response/fainted

2 02OCT2020 1/1 2 Yes NA R 
(02OCT2020)

N/Y
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1047 
10471185

3^ GENRL Fatigue/
Fatigue

2 03OCT2020 2/3 1 Yes NA R 
(05OCT2020)

N/N

Pain/
Bodyaches

2 03OCT2020 2/2 1 Yes NA R 
(04OCT2020)

N/N

>55/
C459100
1 1047 
10471191

3^ NERV Headache/
Headache

1 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

>55/
C459100
1 1047 
10471194

3^ UNC FRACTURED LEFT 
ELBOW@@/

Fractured Left Elbow

2 06NOV2020 19/C 2 No O NA RG N/N

>55/
C459100
1 1047 
10471206

3^ NERV Headache/
Headache

1 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

GASTR Diarrhoea/
diarrhea

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/Y

Nausea/
nausea

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/Y

GENRL Chills/
chills

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/Y

Injection site pain/
injection site soreness

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/Y

>55/
C459100

3^ MUSC Arthralgia/
JOINT PAIN (ELBOW)

2 30OCT2020 23/C 2 No O NA N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1047 
10471208

Arthralgia/
joint pain (hand)

2 30OCT2020 23/C 2 No O NA N N/N

>55/
C459100
1 1047 
10471216

3^ GENRL Fatigue/
Fatigue*

15SEP2020 1/2 2 Yes NA R 
(16SEP2020)

N/N

>55/
C459100
1 1047 
10471224

3^ GASTR Constipation/
constipation

2 02NOV2020 26/C 2 No O NA N N/N

INFEC Vulvovaginal mycotic infection/
yeast infection vaginal infection

2 04NOV2020 28/C 2 No O NA N N/N

>55/
C459100
1 1047 
10471249

3^ GASTR Nausea/
Nausea

1 23SEP2020 3/1 1 Yes NA R 
(23SEP2020)

N/N

MUSC Pain in extremity/
Bilateral Leg Pain

1 23SEP2020 3/5 1 Yes NA R 
(27SEP2020)

N/N

>55/
C459100
1 1047 
10471250

3^ GASTR Nausea/
nausea

2 12OCT2020 1/2 1 Yes NA R 
(13OCT2020)

N/N

GENRL Pyrexia/
low grade fever 100.7

2 12OCT2020 1/2 1 Yes NA R 
(13OCT2020)

N/N

>55/
C459100

3^ GENRL Chills/
Chills

1 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1047 
10471268

Injection site pain/
Right Arm Soreness at injection 

site

1 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

MUSC Musculoskeletal stiffness/
Stiff Neck

1 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

NERV Headache/
Headache

1 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

MUSC Muscle spasms/
Muscle Spasms Bilateral Legs

1 05OCT2020 14/1 2 No O NA R 
(05OCT2020)

N/N

>55/
C459100
1 1047 
10471274

3^ GENRL Fatigue/
fatigue

2 15OCT2020 2/2 2 Yes NA R 
(16OCT2020)

N/N

Pyrexia/
fever 100.8

2 15OCT2020 2/2 2 Yes NA R 
(16OCT2020)

N/N

>55/
C459100
1 1047 
10471276

3^ INJ&P Contusion/
Stone Bruise right Foot

1 01OCT2020 9/C 1 No O NA RG N/N

GASTR Nausea/
intermittent nausea

2 16OCT2020 2/2 1 Yes NA R 
(17OCT2020)

N/N

NERV Headache/
headache

2 16OCT2020 2/2 1 Yes NA R 
(17OCT2020)

N/N

>55/
C459100
1 1048 
10481015

3^ GENRL Pain/
BODY ACHES

2 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Dizziness/
LIGHTHEADEDNESS

2 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N

Headache/
HEADACHE

2 10SEP2020 1/8 2 Yes NA/TC R 
(17SEP2020)

N/N

RESP Rhinorrhoea/
RHINORRHEA

2 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N

RESP Rhinorrhoea/
RHINORRHEA

2 15SEP2020 6/1 1 Yes NA R 
(15SEP2020)

N/N

>55/
C459100
1 1048 
10481016

3^ GASTR Nausea/
nausea

2 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

GENRL Pyrexia/
fever

2 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

>55/
C459100
1 1048 
10481028

3^ GENRL Injection site pain/
PAIN AT INJECTION SITE

1 26AUG2020 2/5 1 Yes NA R 
(30AUG2020)

N/N

>55/
C459100
1 1048 
10481033

3^ INFEC Tooth infection/
MOLAR #31 INFECTION

1 29AUG2020 5/C 2 No O NA/TC N N/N

>55/
C459100
1 1048 
10481041

3^ GENRL Injection site irritation/
SKIN IRRITATION AT 

INJECTION SITE

2 18SEP2020 2/5 1 Yes NA R 
(22SEP2020)

N/N

Pain/
BODY ACHES

2 18SEP2020 2/2 2 Yes NA/TC R 
(19SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1048 
10481042

3^ GASTR Diarrhoea/
diarrhea

1 02SEP2020 7/1 1 Yes NA R 
(02SEP2020)

N/N

>55/
C459100
1 1048 
10481049

3^ INFEC Herpes zoster/
SHINGLES

1 16SEP2020 20/16 2 No O NA/TC R 
(01OCT2020)

N/N

NERV Post herpetic neuralgia/
POST HERPATIC 

NEURALGIA

1 17SEP2020 21/C 2 No O NA/TC RG N/N

>55/
C459100
1 1048 
10481051

3^ GENRL Fatigue/
Fatigue

2 19SEP2020 3/6 1 Yes NA R 
(24SEP2020)

N/N

NERV Headache/
headache

2 19SEP2020 3/5 1 No O NA/TC R 
(23SEP2020)

N/N

>55/
C459100
1 1048 
10481058

3^ GENRL Chills/
Chills

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

NERV Headache/
HEADACHE

2 22SEP2020 2/1 2 Yes NA/TC R 
(22SEP2020)

N/N

>55/
C459100
1 1048 
10481060

3^ GASTR Nausea/
Nausea

1 01SEP2020 2/1 1 Yes NA R 
(01SEP2020)

N/N

GENRL Pain/
Body Aches

1 01SEP2020 2/1 1 Yes NA R 
(01SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1048 
10481066

3^ NERV Dizziness/
dizziness

1 20SEP2020 20/2 1 No O NA R 
(21SEP2020)

N/N

>55/
C459100
1 1048 
10481067

3^ GENRL Influenza like illness/
flu like symptoms

2 22SEP2020 2/2 1 Yes NA/TC R 
(23SEP2020)

N/N

>55/
C459100
1 1048 
10481084

3^ GENRL Pain/
BODY ACHES

2 30SEP2020 9/2 2 Yes NA/TC R 
(01OCT2020)

N/N

>55/
C459100
1 1048 
10481087

3^ VASC Hypertension/
worsening of hypertension

2 07OCT2020 13/C 1 No O NA N N/N

>55/
C459100
1 1048 
10481090

3^ VASC Hypertension/
WORSENING OF 
HYPERTENSION

1 16SEP2020 13/C 1 No O NA/TC N N/N

>55/
C459100
1 1048 
10481096

3^ GENRL Malaise/
general malaise

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

NERV Headache/
HEADACHE

1 08SEP2020 1/8 2 Yes NA/TC R 
(15SEP2020)

N/N

GENRL Injection site pain/
PAIN AT INJECTION SITE

1 09SEP2020 2/8 1 Yes NA R 
(16SEP2020)

N/N

GENRL Injection site pain/
PAIN AT INJECTION

2 01OCT2020 2/6 1 Yes NA R 
(06OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
HEADACHE

2 01OCT2020 2/21 2 Yes NA R 
(21OCT2020)

N/N

>55/
C459100
1 1048 
10481104

3^ GENRL Fatigue/
FATIGUE

1 11SEP2020 3/2 1 Yes NA R 
(12SEP2020)

N/N

>55/
C459100
1 1048 
10481105

3^ GENRL Fatigue/
FATIGUE

1 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

GENRL Fatigue/
FATIGUE

2 30SEP2020 1/33 1 Yes NA R 
(01NOV2020)

N/N

GENRL Injection site erythema/
REDNESS AT INJECTION 

SITE

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1048 
10481117

3^ GENRL Influenza like illness/
FLU LIKE SYMPTOMS

2 02OCT2020 2/1 1 Yes NA/TC R 
(02OCT2020)

N/N

>55/
C459100
1 1048 
10481121

3^ GENRL Injection site pain/
RIGHT ARM PAIN AT 

INJECTION SITE

1 10SEP2020 1/3 2 Yes NA R 
(12SEP2020)

N/N

GENRL Fatigue/
FATIGUE

1 11SEP2020 2/3 2 Yes NA R 
(13SEP2020)

N/N

INV Body temperature increased/
INCREASED TEMPERATURE 

99.4 F

1 11SEP2020 2/2 1 Yes NA R 
(12SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
RIGHT ARM PAIN AT 

INJECTION SITE

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

GENRL Fatigue/
FATIGUE

2 03OCT2020 2/2 1 Yes NA R 
(04OCT2020)

N/N

>55/
C459100
1 1048 
10481122

3^ MUSC Back pain/
back pain

2 26OCT2020 28/C 2 No O NA/TC N N/N

>55/
C459100
1 1048 
10481123

3^ GENRL Influenza like illness/
FLU LIKE SYMPTOMS

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1048 
10481124

3^ INJ&P Procedural pain/
MOUTH PAIN SECONDARY 
TO TOOTH EXTRACTION

2 18OCT2020 19/3 1 No O NA/TC R 
(20OCT2020)

N/N

>55/
C459100
1 1048 
10481129

3^ GENRL Fatigue/
FATIGUE

2 02OCT2020 2/2 1 Yes NA/TC R 
(03OCT2020)

N/N

>55/
C459100
1 1054 
10541021

3^ MUSC Arthralgia/
worsening of right hip pain

1 24AUG2020 4/C 2 No O NA/TC/TCN N N/N

GASTR Abdominal discomfort/
abdominal discomfort

2 11SEP2020 2/1 1 Yes NA R 
(11SEP2020)

N/N

Diarrhoea/
diarrhea

2 11SEP2020 2/1 2 Yes NA R 
(11SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Nausea/
nausea

2 11SEP2020 2/2 1 Yes NA R 
(12SEP2020)

N/N

GENRL Fatigue/
general tiredness

2 11SEP2020 2/3 1 Yes NA R 
(13SEP2020)

N/N

Pyrexia/
fever

2 11SEP2020 2/1 1 Yes NA R 
(11SEP2020)

N/N

MUSC Myalgia/
muscle aches

2 11SEP2020 2/1 1 Yes NA R 
(11SEP2020)

N/N

>55/
C459100
1 1054 
10541045

3^ GASTR Gastrointestinal disorder/
colonic lesion

2 13OCT2020 30/1 1 No O NA R 
(13OCT2020)

N/N

Large intestine polyp/
colonic polyp

2 13OCT2020 30/1 1 No O NA R 
(13OCT2020)

N/N

>55/
C459100
1 1054 
10541059

3^ GENRL Injection site pain/
injection site soreness

1 26AUG2020 1/2 1 Yes NA/TC R 
(27AUG2020)

N/N

Pyrexia/
low grade fever of 99.4 degF

1 26AUG2020 1/2 1 Yes NA/TC R 
(27AUG2020)

N/N

>55/
C459100
1 1054 
10541062

3^ GENRL Chills/
chills

2 17SEP2020 1/1 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1054 
10541063

3^ GENRL Injection site pain/
site injection pain

1 27AUG2020 1/2 1 Yes NA/TC R 
(28AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
headache

1 27AUG2020 1/2 1 Yes NA/TC R 
(28AUG2020)

N/N

GASTR Nausea/
nausea

2 17SEP2020 1/1 1 Yes NA R 
(17SEP2020)

N/N

GENRL Chills/
chills

2 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

Pain/
body aches

2 17SEP2020 1/3 1 Yes NA/TC R 
(19SEP2020)

N/N

Pyrexia/
subjective fever

2 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

NERV Headache/
headache

2 17SEP2020 1/3 1 Yes NA/TC R 
(19SEP2020)

N/N

>55/
C459100
1 1054 
10541075

3^ NERV Dizziness/
intermittent dizziness

1 10SEP2020 14/2 2 No O NA R 
(11SEP2020)

N/N

>55/
C459100
1 1054 
10541077

3^ MUSC Myalgia/
myalgia - generalized

1 31AUG2020 1/3 1 Yes NA R 
(02SEP2020)

N/N

GENRL Injection site pain/
soreness at injection site

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

NERV Headache/
headache

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

GENRL Chills/
chills

2 22SEP2020 2/1 1 Yes NA/TC R 
(22SEP2020)

N/N

Pyrexia/
fever (99.6 degree F), subjective

2 22SEP2020 2/1 1 Yes NA/TC R 
(22SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
muscle soreness

2 22SEP2020 2/1 1 Yes NA/TC R 
(22SEP2020)

N/N

>55/
C459100
1 1054 
10541093

3^ GENRL Injection site pain/
pain at injection site

1 02SEP2020 2/2 1 Yes NA/TC R 
(03SEP2020)

N/N

NERV Headache/
headache

1 02SEP2020 2/2 1 Yes NA R 
(03SEP2020)

N/N

GENRL Fatigue/
fatigue

1 03SEP2020 3/1 1 Yes NA R 
(03SEP2020)

N/N

GENRL Fatigue/
fatigue

2 24SEP2020 1/2 2 Yes NA R 
(25SEP2020)

N/N

Injection site pain/
pain at injection site L arm

2 24SEP2020 1/2 2 Yes NA R 
(25SEP2020)

N/N

Pain/
body aches

2 24SEP2020 1/2 2 Yes NA R 
(25SEP2020)

N/N

NERV Headache/
headache

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

>55/
C459100
1 1054 
10541095

3^ GENRL Injection site pain/
pain L arm injection site

1 02SEP2020 1/1 1 Yes NA R 
(02SEP2020)

N/Y

>55/
C459100
1 1054 
10541103

3^ GENRL Injection site pain/
muscle soreness at injection site

1 03SEP2020 2/1 1 Yes NA/TC R 
(03SEP2020)

N/N

NERV Headache/
headache

1 03SEP2020 2/1 1 Yes NA R 
(03SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
muscle soreness R arm injection 

site

2 23SEP2020 1/3 1 Yes NA/TC R 
(25SEP2020)

N/N

NERV Headache/
headache

2 23SEP2020 1/2 1 Yes NA/TC R 
(24SEP2020)

N/N

NERV Lethargy/
lethargy

2 24SEP2020 2/3 1 Yes NA R 
(26SEP2020)

N/N

>55/
C459100
1 1054 
10541112

3^ NERV Dyskinesia/
LUE - mild involuntary 

movement of muscle

1 03SEP2020 1/1 1 Yes NA R 
(03SEP2020)

N/Y

GASTR Nausea/
nausea

1 04SEP2020 2/2 1 Yes NA R 
(05SEP2020)

N/N

GENRL Fatigue/
fatigue

1 04SEP2020 2/2 1 Yes NA R 
(05SEP2020)

N/N

INJ&P Arthropod sting/
bee sting

1 19SEP2020 17/9 1 No O NA/TC R 
(27SEP2020)

N/N

VASC Hot flush/
hot flash

1 21SEP2020 19/1 1 No O NA R 
(21SEP2020)

N/N

GASTR Toothache/
toothache L lower tooth

2 24SEP2020 1/1 1 Yes NA R 
(24SEP2020)

N/N

GENRL Sluggishness/
sluggish

2 24SEP2020 1/1 1 Yes NA R 
(24SEP2020)

N/N

NERV Dizziness/
lightheadedness

2 24SEP2020 1/1 1 Yes NA R 
(24SEP2020)

N/N

Headache/
headache

2 24SEP2020 1/1 1 Yes NA R 
(24SEP2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1783

FDA-CBER-2021-5683-0127809



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Asthenia/
generalized weakness

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

VASC Hot flush/
hot flashes

2 25SEP2020 2/1 1 Yes NA R 
(25SEP2020)

N/N

MUSC Muscle twitching/
intermittent migratory muscle 

twitches

2 26SEP2020 3/34 1 Yes NA R 
(29OCT2020)

N/N

VASC Hot flush/
hot flashes

2 26SEP2020 3/1 1 Yes NA R 
(26SEP2020)

N/N

>55/
C459100
1 1054 
10541116

3^ GENRL Injection site pain/
soreness L arm injection site

1 04SEP2020 1/3 1 Yes NA R 
(06SEP2020)

N/N

MUSC Myalgia/
muscle aches

1 04SEP2020 1/2 1 Yes NA R 
(05SEP2020)

N/N

GENRL Injection site pain/
soreness at L arm injection site

2 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/N

MUSC Myalgia/
generalized muscle aches

2 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/N

>55/
C459100
1 1054 
10541129

3^ GENRL Injection site pain/
pain at injection site, L arm

1 09SEP2020 1/3 1 Yes NA/TC R 
(11SEP2020)

N/Y

GENRL Fatigue/
fatigue

1 10SEP2020 2/1 1 Yes NA R 
(10SEP2020)

N/N

EYE Vision blurred/
blurred vision

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

GENRL Chills/
chills

2 29SEP2020 1/2 2 Yes NA R 
(30SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
injection site soreness

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

Pyrexia/
fever

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

MUSC Myalgia/
diffuse muscle aches

2 29SEP2020 1/2 1 Yes NA/TC R 
(30SEP2020)

N/N

GENRL Fatigue/
fatigue

2 30SEP2020 2/2 2 Yes NA R 
(01OCT2020)

N/N

Injection site pain/
injection site soreness

2 30SEP2020 2/4 2 Yes NA R 
(03OCT2020)

N/N

MUSC Myalgia/
diffuse muscle aches

2 30SEP2020 2/4 2 Yes NA/TC R 
(03OCT2020)

N/N

NERV Headache/
headaches

2 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N

PSYCH Insomnia/
insomnia

2 30SEP2020 2/1 2 Yes NA R 
(30SEP2020)

N/N

Paranoia/
paranoia

2 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N

>55/
C459100
1 1054 
10541134

3^ GENRL Injection site pain/
injection site muscle ache

2 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N

>55/
C459100
1 1054 
10541136

3^ INV Blood pressure increased/
elevated blood pressure

1 09SEP2020 1/2 1 No O NA R 
(10SEP2020)

N/N

NERV Dizziness/
lightheadedness

1 09SEP2020 1/1 1 No O NA R 
(09SEP2020)

N/Y
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1054 
10541149

3^ GASTR Dyspepsia/
intermittent heartburn

1 30SEP2020 20/C 1 No O NA/TC N N/N

GASTR Tongue discolouration/
black discoloration of tongue

2 05OCT2020 4/26 1 No CD NA R 
(30OCT2020)

N/N

>55/
C459100
1 1054 
10541151

3^ GENRL Injection site pain/
pain at injection site

1 15SEP2020 2/3 1 Yes NA/TC R 
(17SEP2020)

N/N

GENRL Injection site pain/
soreness L arm injection site

2 05OCT2020 1/2 1 Yes NA R 
(06OCT2020)

N/N

GENRL Chills/
chills

2 06OCT2020 2/1 1 Yes NA R 
(06OCT2020)

N/N

Injection site pain/
soreness L arm injection site

2 06OCT2020 2/4 2 Yes NA/TC R 
(09OCT2020)

N/N

Injection site swelling/
swelling L arm injection site

2 06OCT2020 2/12 1 Yes NA R 
(17OCT2020)

N/N

Pain/
body aches

2 06OCT2020 2/2 2 Yes NA/TC R 
(07OCT2020)

N/N

Pyrexia/
fever

2 06OCT2020 2/1 1 Yes NA/TC R 
(06OCT2020)

N/N

NERV Headache/
headache

2 06OCT2020 2/1 1 Yes NA/TC R 
(06OCT2020)

N/N

2 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N

>55/
C459100

3^ NERV Dizziness/
lightheadedness

2 08OCT2020 1/1 1 Yes NA R 
(08OCT2020)

N/Y
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1054 
10541163

>55/
C459100
1 1054 
10541164

3^ GENRL Injection site pain/
muscle pain L arm injection site

1 17SEP2020 1/2 2 Yes NA R 
(18SEP2020)

N/N

>55/
C459100
1 1054 
10541167

3^ GENRL Injection site pain/
soreness at R arm injection site

1 17SEP2020 1/5 1 Yes NA R 
(21SEP2020)

N/N

Injection site swelling/
swelling at R arm injection site

1 17SEP2020 1/3 2 Yes NA R 
(19SEP2020)

N/N

GENRL Chills/
chills

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

Injection site pain/
pain at injection site

2 08OCT2020 1/6 1 Yes NA/TC R 
(13OCT2020)

N/N

Pyrexia/
fever - 101 degrees Fahrenheit

2 08OCT2020 1/2 1 Yes NA/TC R 
(09OCT2020)

N/N

SKIN Hyperhidrosis/
diaphoresis (mild)

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

>55/
C459100
1 1054 
10541169

3^ GASTR Nausea/
nausea

1 18SEP2020 1/1 1 Yes NA R 
(18SEP2020)

N/Y

GENRL Injection site pain/
injection site pain

1 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

GENRL Injection site pain/
burning at L arm injection site

2 08OCT2020 1/1 1 Yes NA R 
(08OCT2020)

N/Y
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Non-cardiac chest pain/
L chest discomfort (noncardiac)

2 08OCT2020 1/1 1 Yes NA R 
(08OCT2020)

N/Y

>55/
C459100
1 1054 
10541173

3^ CARD Aortic valve incompetence/
acute severe aortic insufficiency

2 28OCT2020 20/C 4 No O NA/TC/TCN N Y/N

INFEC Endocarditis bacterial/
bacterial endocarditis

2 28OCT2020 20/C 2 No O NA/TC RG N/N

MUSC Myalgia/
pain L hamstring muscles

2 28OCT2020 20/C 2 No O NA/TC N N/N

NERV Subarachnoid haemorrhage/
subarachnoid hemorrhage

2 05NOV2020 28/C 3 No O NA/TC/TCN N Y/N

CARD Atrial fibrillation/
intermittent atrial fibrillation

2 06NOV2020 29/C 2 No O NA/TC RG N/N

>55/
C459100
1 1054 
10541186

3^ GASTR Nausea/
nausea

1 23SEP2020 1/1 1 Yes P R 
(23SEP2020)

N/Y

NERV Dizziness/
lightheadedness

1 23SEP2020 1/1 1 Yes P R 
(23SEP2020)

N/Y

>55/
C459100
1 1054 
10541187

3^ GASTR Abdominal pain upper/
intermittent upper abdominal 

pain

2 15OCT2020 2/3 1 Yes NA R 
(17OCT2020)

N/N

Nausea/
nausea

2 15OCT2020 2/1 1 Yes NA R 
(15OCT2020)

N/N

GENRL Chills/
chills

2 15OCT2020 2/1 1 Yes NA R 
(15OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Fatigue/
tiredness

2 15OCT2020 2/1 1 Yes NA R 
(15OCT2020)

N/N

Pyrexia/
fever

2 15OCT2020 2/2 1 Yes NA R 
(16OCT2020)

N/N

MUSC Myalgia/
muscle aches

2 15OCT2020 2/1 1 Yes NA R 
(15OCT2020)

N/N

NERV Headache/
headache

2 15OCT2020 2/1 1 Yes NA R 
(15OCT2020)

N/N

>55/
C459100
1 1055 
10551006

3^ INFEC Urinary tract infection/
Urinary Tract Infection

2 01SEP2020 7/6 1 No O NA/TC R 
(06SEP2020)

N/N

>55/
C459100
1 1055 
10551011

3^ EAR Vertigo positional/
Worsening of recurrent benign 

positional vertigo

2 07SEP2020 8/36 3 No O NA/TC R 
(12OCT2020)

N/N

>55/
C459100
1 1055 
10551018

3^ EYE Retinal detachment/
Detached retina

2 10SEP2020 11/8 3 No O NA/TC/TCN R 
(17SEP2020)

N/N

>55/
C459100
1 1055 
10551024

3^ NEOPL Basal cell carcinoma/
Basal cell cancer

1 11AUG2020 1/81 2 No O NA R 
(30OCT2020)

N/N

>55/
C459100
1 1055 
10551039

3^ GASTR Hypoaesthesia oral/
Tongue numbness

1 13AUG2020 1/1 1 Yes NA/TC R 
(13AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

RESP Asthma/
Asthma exacerbation

1 19AUG2020 7/35 2 No O NA/TC R 
(22SEP2020)

N/N

>55/
C459100
1 1055 
10551052

3^ GENRL Injection site pain/
Injection site tenderness

1 17AUG2020 1/2 1 Yes NA R 
(18AUG2020)

N/N

>55/
C459100
1 1055 
10551055

3^ IMMU
N

Seasonal allergy/
Seasonal Allergies

2 29SEP2020 22/C 1 No O NA/TC N N/N

>55/
C459100
1 1055 
10551059

3^ GENRL Injection site pain/
Injection site pain

1 17AUG2020 1/4 1 Yes NA R 
(20AUG2020)

N/N

GASTR Nausea/
Nausea

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 09SEP2020 1/3 1 Yes NA R 
(11SEP2020)

N/N

GENRL Injection site pruritus/
Injection site itching

2 10SEP2020 2/15 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1055 
10551060

3^ GENRL Injection site pain/
Injection site pain

1 18AUG2020 1/4 1 Yes NA R 
(21AUG2020)

N/N

>55/
C459100
1 1055 
10551064

3^ GENRL Injection site pain/
Left arm injection site pain

1 19AUG2020 2/1 1 Yes NA R 
(19AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
Injection site pain

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

>55/
C459100
1 1055 
10551068

3^ GENRL Injection site pain/
Injection site pain

1 18AUG2020 1/3 1 Yes NA R 
(20AUG2020)

N/N

GENRL Chills/
Chills

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

Fatigue/
Fatigue

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

>55/
C459100
1 1055 
10551081

3^ GASTR Diarrhoea/
Diarrhea

1 21AUG2020 2/2 1 Yes NA R 
(22AUG2020)

N/N

GENRL Fatigue/
Fatigue

1 21AUG2020 2/2 1 Yes NA R 
(22AUG2020)

N/N

>55/
C459100
1 1055 
10551083

3^ GENRL Fatigue/
Fatigue

2 11SEP2020 2/4 2 Yes NA R 
(14SEP2020)

N/N

Pyrexia/
Fever

2 11SEP2020 2/1 2 Yes NA/TC R 
(11SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 11SEP2020 2/3 2 Yes NA/TC R 
(13SEP2020)

N/N

NERV Headache/
Headache

2 11SEP2020 2/3 2 Yes NA/TC R 
(13SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

RENAL Bladder spasm/
Bladder spasm

2 11SEP2020 2/1 2 Yes NA R 
(11SEP2020)

N/N

>55/
C459100
1 1055 
10551091

3^ GENRL Injection site pain/
Injection Site Pain

1 24AUG2020 1/4 2 Yes NA R 
(27AUG2020)

N/N

EAR Vertigo/
Vertigo

1 26AUG2020 3/5 1 Yes NA R 
(30AUG2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 14SEP2020 1/4 1 Yes NA R 
(17SEP2020)

N/N

EAR Vertigo/
Vertigo

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

GENRL Chills/
Chills

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

Fatigue/
Fatigue

2 15SEP2020 2/3 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1055 
10551093

3^ GENRL Injection site pain/
Injection Site Pain

1 25AUG2020 2/1 2 Yes NA/TC R 
(25AUG2020)

N/N

MUSC Myalgia/
Myalgia

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

MUSC Arthralgia/
Arthralgia generalized

2 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)

N/N

>55/
C459100
1 1055 
10551094

3^ GENRL Injection site pain/
Injection Site Pain

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

>55/
C459100
1 1055 
10551095

3^ GENRL Pyrexia/
Fever

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

NERV Headache/
Headache

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

>55/
C459100
1 1055 
10551096

3^ GENRL Injection site pain/
Injection site pain

1 25AUG2020 2/5 2 Yes NA R 
(29AUG2020)

N/N

GENRL Chills/
Chills

2 15SEP2020 2/3 1 Yes NA R 
(17SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 15SEP2020 2/3 1 Yes NA/TC R 
(17SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 17SEP2020 4/2 1 Yes NA R 
(18SEP2020)

N/N

>55/
C459100
1 1055 
10551100

3^ GENRL Injection site pain/
Injection Site Pain

1 25AUG2020 2/5 1 Yes NA R 
(29AUG2020)

N/N

>55/
C459100
1 1055 
10551102

3^ GENRL Fatigue/
Fatigue

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1055 
10551106

3^ GENRL Injection site pain/
Injection site pain

1 26AUG2020 2/2 2 Yes NA/TC R 
(27AUG2020)

N/N

GENRL Fatigue/
Fatigue

2 16SEP2020 2/1 2 Yes NA R 
(16SEP2020)

N/N

Injection site pain/
Injection Site Pain

2 16SEP2020 2/2 1 Yes NA/TC R 
(17SEP2020)

N/N

>55/
C459100
1 1055 
10551107

3^ GENRL Injection site pain/
Injection Site Pain

1 26AUG2020 2/4 1 Yes NA R 
(29AUG2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

NERV Headache/
Headache

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

>55/
C459100
1 1055 
10551110

3^ PSYCH Nightmare/
Nightmares

1 25AUG2020 1/2 1 Yes NA R 
(26AUG2020)

N/N

GASTR Nausea/
Nausea

1 26AUG2020 2/2 1 Yes NA R 
(27AUG2020)

N/N

GENRL Fatigue/
Fatigue

1 26AUG2020 2/2 1 Yes NA R 
(27AUG2020)

N/N

GASTR Nausea/
Nausea

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
Fatigue

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

PSYCH Insomnia/
Insomnia

2 16SEP2020 2/2 1 Yes NA R
(17SEP2020)

N/N

>55/
C459100
1 1055 
10551112

3^ GENRL Chills/
Chills

1 25AUG2020 1/1 1 Yes NA R 
(25AUG2020)

N/N

Injection site pain/
Injection site pain

1 25AUG2020 1/5 1 Yes NA R 
(29AUG2020)

N/N

GENRL Injection site pain/
Injection site pain

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

>55/
C459100
1 1055 
10551113

3^ GENRL Injection site pain/
Injection site pain

2 15SEP2020 1/2 2 Yes NA R 
(16SEP2020)

N/N

GENRL Chills/
Chills

2 16SEP2020 2/1 1 Yes NA/TC R 
(16SEP2020)

N/N

Pyrexia/
Fever

2 16SEP2020 2/1 1 Yes NA/TC R 
(16SEP2020)

N/N

>55/
C459100
1 1055 
10551114

3^ GASTR Nausea/
Nausea

1 26AUG2020 1/2 1 Yes NA R 
(27AUG2020)

N/N

GASTR Nausea/
Nausea

2 18SEP2020 3/1 1 Yes NA R 
(18SEP2020)

N/N

>55/
C459100

3^ GENRL Injection site pain/
Injection site pain

1 26AUG2020 1/2 1 Yes NA R 
(27AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1055 
10551119

GENRL Chills/
Chills

1 27AUG2020 2/1 1 Yes NA/TC R 
(27AUG2020)

N/N

Fatigue/
Fatigue

1 27AUG2020 2/1 2 Yes NA R 
(27AUG2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 16SEP2020 1/6 2 Yes NA R 
(21SEP2020)

N/N

GASTR Nausea/
Nausea

2 17SEP2020 2/1 2 Yes NA R 
(17SEP2020)

N/N

GENRL Chills/
Chills

2 17SEP2020 2/1 2 Yes NA/TC R 
(17SEP2020)

N/N

Fatigue/
Fatigue

2 17SEP2020 2/1 2 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1055 
10551122

3^ MUSC Arthritis/
Arthritis of hands

2 28SEP2020 12/C 1 No O NA N N/N

>55/
C459100
1 1055 
10551124

3^ GENRL Injection site pain/
Injection site pain

1 27AUG2020 1/2 1 Yes NA R 
(28AUG2020)

N/N

>55/
C459100
1 1055 
10551126

3^ GENRL Injection site pain/
Injection Site Pain

1 27AUG2020 1/3 1 Yes NA R 
(29AUG2020)

N/N

GENRL Injection site pain/
Injection site pain

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1055 
10551127

3^ GENRL Injection site pain/
Injection Site Pain

1 27AUG2020 1/2 1 Yes NA R 
(28AUG2020)

N/N

>55/
C459100
1 1055 
10551132

3^ GENRL Injection site pain/
Left arm injection site tenderness

1 27AUG2020 1/3 1 Yes NA R 
(29AUG2020)

N/N

GENRL Injection site pain/
Injection site pain

2 15SEP2020 1/4 2 Yes NA/TC R 
(18SEP2020)

N/N

GENRL Pyrexia/
Fever

2 16SEP2020 2/2 1 Yes NA/TC R 
(17SEP2020)

N/N

>55/
C459100
1 1055 
10551137

3^ GENRL Fatigue/
Fatigue

1 28AUG2020 1/2 1 Yes NA R 
(29AUG2020)

N/N

>55/
C459100
1 1055 
10551140

3^ GENRL Fatigue/
Fatigue

1 28AUG2020 1/3 1 Yes NA R 
(30AUG2020)

N/N

Injection site pain/
Injection site pain

1 28AUG2020 1/8 1 Yes NA R 
(04SEP2020)

N/N

Injection site pruritus/
Injection site itching

1 28AUG2020 1/8 1 Yes NA R 
(04SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 16SEP2020 1/6 2 Yes NA R 
(21SEP2020)

N/N

Injection site swelling/
Injection Site Swelling

2 16SEP2020 1/6 2 Yes NA R 
(21SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1055 
10551147

3^ GENRL Injection site pain/
Injection Site Pain

1 31AUG2020 1/3 1 Yes NA R 
(02SEP2020)

N/N

NERV Headache/
Headache

1 31AUG2020 1/2 1 Yes NA/TC R 
(01SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 21SEP2020 1/3 1 Yes NA R 
(23SEP2020)

N/N

GASTR Nausea/
Nausea

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

>55/
C459100
1 1055 
10551148

3^ GENRL Fatigue/
Fatigue

2 21SEP2020 1/3 1 Yes NA R 
(23SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 22SEP2020 2/3 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1055 
10551150

3^ GENRL Injection site pain/
Injection site pain

1 01SEP2020 2/2 1 Yes NA R 
(02SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 22SEP2020 1/3 2 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1055 
10551153

3^ GENRL Injection site pain/
Injection Site Pain

1 31AUG2020 1/4 1 Yes NA R 
(03SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INFEC Appendicitis perforated/
Perforated appendicitis

1 31AUG2020 1/17 3 No O NA/TC/TCN R 
(16SEP2020)

Y/N

GENRL Fatigue/
Fatigue

2 21SEP2020 1/1 1 Yes NA R 
(21SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 22SEP2020 2/3 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1055 
10551155

3^ GASTR Food poisoning/
Food poisoning

1 20SEP2020 21/2 1 No O NA R 
(21SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 24SEP2020 2/3 1 Yes NA R 
(26SEP2020)

N/N

>55/
C459100
1 1055 
10551158

3^ GENRL Injection site pain/
Left injection site pain

1 01SEP2020 1/6 1 Yes NA/TC R 
(06SEP2020)

N/N

GENRL Injection site erythema/
Left injection site erythema

1 02SEP2020 2/5 1 Yes NA R 
(06SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 22SEP2020 1/15 2 Yes NA/TC R 
(06OCT2020)

N/N

>55/
C459100
1 1055 
10551159

3^ GENRL Injection site pain/
Pain at injection site left arm

1 02SEP2020 2/2 1 Yes NA R 
(03SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 22SEP2020 1/2 2 Yes NA R 
(23SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 24SEP2020 3/3 1 Yes NA/TC R 
(26SEP2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1799

FDA-CBER-2021-5683-0127825



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1055 
10551167

3^ GENRL Injection site pain/
Injection Site Pain

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1055 
10551170

3^ GENRL Fatigue/
Fatigue

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

REPRO Prostatitis/
Prostatitis

2 19OCT2020 27/C 2 No O NA/TC N N/N

>55/
C459100
1 1055 
10551178

3^ GENRL Injection site pain/
Injection site pain

1 04SEP2020 2/3 1 Yes NA R 
(06SEP2020)

N/N

GASTR Diarrhoea/
Diarrhea

1 05SEP2020 3/1 1 Yes NA R 
(05SEP2020)

N/N

GENRL Chills/
Chills

1 05SEP2020 3/1 1 Yes NA R 
(05SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 23SEP2020 1/2 1 Yes NA/TCN R 
(24SEP2020)

N/N

GENRL Chills/
Chills

2 24SEP2020 2/1 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100

3^ NEOPL Basal cell carcinoma/
Basal Cell Cancer

1 25SEP2020 23/C 1 No O NA N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1055 
10551182

>55/
C459100
1 1055 
10551189

3^ GENRL Injection site pain/
Injection Site Pain

1 04SEP2020 1/3 2 Yes NA/TC R 
(06SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 26SEP2020 2/2 2 Yes NA/TC R 
(27SEP2020)

N/N

>55/
C459100
1 1055 
10551192

3^ GASTR Nausea/
Nausea

1 05SEP2020 2/3 1 Yes NA R 
(07SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

1 05SEP2020 2/3 1 Yes NA R 
(07SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 24SEP2020 1/4 2 Yes NA/TC R 
(27SEP2020)

N/N

GASTR Nausea/
Nausea

2 25SEP2020 2/3 1 Yes NA R 
(27SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 25SEP2020 2/3 1 Yes NA R 
(27SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 25SEP2020 2/3 2 Yes NA/TC R 
(27SEP2020)

N/N

>55/
C459100
1 1055 
10551194

3^ GENRL Injection site pain/
Injection Site Pain

1 04SEP2020 1/3 2 Yes NA R 
(06SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 23SEP2020 1/4 2 Yes NA R 
(26SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

CARD Tachycardia/
Tachycardia

2 24SEP2020 2/1 2 Yes NA/TC R 
(24SEP2020)

N/N

GASTR Nausea/
Nausea

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

GENRL Chills/
Chills

2 24SEP2020 2/1 3 Yes NA R 
(24SEP2020)

N/N

Malaise/
Malaise

2 24SEP2020 2/3 3 Yes NA R 
(26SEP2020)

N/N

NERV Headache/
Headache

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

>55/
C459100
1 1055 
10551197

3^ GENRL Injection site pain/
Injection site pain

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

INJ&P Corneal abrasion/
Corneal abrasion

1 24SEP2020 17/6 2 No O NA/TC/TCN R 
(29SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 29SEP2020 1/45 2 Yes NA R 
(12NOV2020)

N/N

>55/
C459100
1 1055 
10551201

3^ GENRL Fatigue/
Fatigue

1 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

Injection site pain/
Injection Site Pain

1 11SEP2020 1/3 1 Yes NA R 
(13SEP2020)

N/N

GENRL Chills/
Chills

2 30SEP2020 1/2 2 Yes NA R 
(01OCT2020)

N/N

Pyrexia/
Fever

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1055 
10551205

3^ MUSC Myalgia/
Generalized myalgias

1 11SEP2020 3/1 1 Yes NA R 
(11SEP2020)

N/N

NERV Headache/
Headache

1 11SEP2020 3/1 1 Yes NA R 
(11SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 04OCT2020 5/3 1 Yes NA R 
(06OCT2020)

N/N

NERV Headache/
Headache

2 04OCT2020 5/3 1 Yes NA R 
(06OCT2020)

N/N

>55/
C459100
1 1055 
10551212

3^ GENRL Injection site pain/
Pain at injection site

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

Malaise/
Malaise

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

NERV Headache/
Headache

2 30SEP2020 1/2 1 Yes NA/TC R 
(01OCT2020)

N/N

GENRL Fatigue/
Fatigue

2 01OCT2020 2/6 1 Yes NA/TC R 
(06OCT2020)

N/N

>55/
C459100
1 1055 
10551214

3^ GENRL Injection site pain/
Injection site pain

1 13SEP2020 4/3 1 Yes NA R 
(15SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

GENRL Fatigue/
Fatigue

2 01OCT2020 2/1 1 Yes NA R 
(01OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Myalgias

2 01OCT2020 2/1 1 Yes NA/TC R 
(01OCT2020)

N/N

NERV Headache/
Headache

2 01OCT2020 2/1 2 Yes NA/TC R 
(01OCT2020)

N/N

BLOOD Iron deficiency anaemia/
Iron deficiency anemia

2 18OCT2020 19/C 2 No O NA/TC N N/N

>55/
C459100
1 1055 
10551217

3^ GENRL Injection site pain/
Injection site pain

1 10SEP2020 1/1 2 Yes NA/TC R 
(10SEP2020)

N/N

>55/
C459100
1 1055 
10551218

3^ GENRL Fatigue/
Fatigue

1 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 01OCT2020 2/15 1 Yes NA R 
(15OCT2020)

N/N

>55/
C459100
1 1055 
10551236

3^ GENRL Injection site pain/
Injection site pain

1 15SEP2020 1/5 2 Yes NA/TC R 
(19SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

MUSC Myalgia/
Myalgias

1 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 05OCT2020 1/3 2 Yes NA R 
(07OCT2020)

N/N

Injection site pain/
Injection site pain

2 05OCT2020 1/5 2 Yes NA/TC R 
(09OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Myalgias

2 05OCT2020 1/3 2 Yes NA/TC R 
(07OCT2020)

N/N

SKIN Night sweats/
Night sweats

2 07OCT2020 3/1 2 Yes NA R 
(07OCT2020)

N/N

>55/
C459100
1 1056 
10561030

3^ GENRL Pyrexia/
FEVER

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

>55/
C459100
1 1056 
10561040

3^ GENRL Pyrexia/
FEVER

2 29OCT2020 46/4 1 No O NA R 
(01NOV2020)

N/N

MUSC Myalgia/
GENERALIZED MUSCLE 

PAIN

2 29OCT2020 46/4 1 No O NA R 
(01NOV2020)

N/N

NERV Headache/
HEADACHE

2 29OCT2020 46/4 1 No O NA R 
(01NOV2020)

N/N

>55/
C459100
1 1056 
10561064

3^ GENRL Injection site pain/
PAIN IN INJECTION SITE

1 30AUG2020 4/4 1 Yes NA R 
(02SEP2020)

N/N

>55/
C459100
1 1056 
10561083

3^ GENRL Injection site pain/
PAIN AT INJECTION SITE 

LEFT

1 29AUG2020 2/2 1 Yes NA R 
(30AUG2020)

N/N

>55/
C459100
1 1056 
10561086

3^ GENRL Injection site pain/
TENDERNESS AT INJECTION 

SITE

1 30AUG2020 2/5 1 Yes NA R 
(03SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1056 
10561120

3^ EAR Tinnitus/
HEARS A NOISE IN HIS 

RIGHT EAR

1 1/ /N

>55/
C459100
1 1056 
10561180

3^ GENRL Injection site pain/
LEFT ARM INJECTION SITE 

MUSCLE PAIN

2 28SEP2020 1/4 1 Yes NA R 
(01OCT2020)

N/N

>55/
C459100
1 1056 
10561257

3^ GENRL Injection site pain/
INJECTION SITE PAIN

2 05OCT2020 1/2 1 Yes NA R 
(06OCT2020)

N/N

>55/
C459100
1 1056 
10561324

3^ GENRL Pyrexia/
FEVER

2 12OCT2020 1/2 1 Yes NA R 
(13OCT2020)

N/N

>55/
C459100
1 1056 
10561362

3^ INFEC Rhinitis/
RHINITIS

1 07OCT2020 9/4 1 No O NA R 
(10OCT2020)

N/N

>55/
C459100
1 1056 
10561416

3^ EAR Vertigo/
VERTIGO

1 07OCT2020 2/6 1 No O NA R 
(12OCT2020)

N/N

GENRL Chills/
CHILLS

2 26OCT2020 1/6 1 Yes NA R 
(31OCT2020)

N/N

PSYCH Anxiety/
ACUTE ANXIETY ATTACK

2 09NOV2020 15/1 1 No O NA R 
(09NOV2020)

N/N

>55/
C459100

3^ GASTR Stomatitis/
ORAL STOMATITIS

1 11OCT2020 4/4 1 No O NA R 
(14OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1056 
10561449

>55/
C459100
1 1056 
10561454

3^ GASTR Diarrhoea/
DIARRHEA

2 28OCT2020 1/9 1 Yes NA R 
(05NOV2020)

N/N

NERV Headache/
HEADACHE

2 28OCT2020 1/9 1 Yes NA R 
(05NOV2020)

N/N

>55/
C459100
1 1057 
10571004

3^ GENRL Chills/
Chills

2 31AUG2020 1/3 1 Yes NA R 
(02SEP2020)

N/N

Injection site pain/
Injection Site Soreness

2 31AUG2020 1/3 1 Yes NA R 
(02SEP2020)

N/N

Pain/
Body Aches

2 31AUG2020 1/3 1 Yes NA R 
(02SEP2020)

N/N

Pyrexia/
Fever

2 31AUG2020 1/3 1 Yes NA R 
(02SEP2020)

N/N

SKIN Rash/
RASH ON TRUNK

2 29SEP2020 30/33 1 Yes NA R 
(31OCT2020)

N/N

>55/
C459100
1 1057 
10571052

3^ INFEC Pneumonia/
PNEUMONIA

2 20SEP2020 12/15 2 No O NA/TC R 
(04OCT2020)

Y/N

>55/
C459100
1 1057 
10571107

3^ GASTR Diarrhoea/
DIARRHEA

2 17SEP2020 3/2 1 Yes NA R 
(18SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1057 
10571133

3^ SKIN Skin mass/
ENLARGEMENT OF 

SUBCUTANEOUS MASS 
OVER RIGHT SHOULDER 

BLADE

2 01OCT2020 11/C 1 No O NA N N/N

>55/
C459100
1 1057 
10571150

3^ GENRL Chills/
CHILLS

2 24SEP2020 1/3 1 Yes NA R 
(26SEP2020)

N/N

Fatigue/
FATIGUE

2 24SEP2020 1/3 1 Yes NA R 
(26SEP2020)

N/N

Injection site pain/
PAIN AT INJECTION SITE

2 24SEP2020 1/3 1 Yes NA R 
(26SEP2020)

N/N

>55/
C459100
1 1057 
10571181

3^ GENRL Pyrexia/
Fever

1 11SEP2020 1/1 1 Yes NA R 
(11SEP2020)

N/N

>55/
C459100
1 1057 
10571190

3^ GASTR Diarrhoea/
LOOSE STOOLS

1 16SEP2020 2/4 1 Yes NA R 
(19SEP2020)

N/N

GENRL Sluggishness/
SLUGGISHNESS

1 16SEP2020 2/4 1 Yes NA R 
(19SEP2020)

N/N

MUSC Myalgia/
MUSCLE ACHES

1 16SEP2020 2/4 1 Yes NA R 
(19SEP2020)

N/N

>55/
C459100
1 1057 
10571290

3^ GENRL Chills/
Chills

2 29OCT2020 2/3 1 Yes NA R 
(31OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1066 
10661005

3^ RESP Cough/
dry cough due to air quality

1 30AUG2020 20/2 1 No O NA R 
(31AUG2020)

N/N

>55/
C459100
1 1066 
10661007

3^ GENRL Fatigue/
Fatigue

1 11AUG2020 1/23 1 Yes NA R 
(02SEP2020)

N/N

>55/
C459100
1 1066 
10661009

3^ GENRL Fatigue/
fatigue

1 12AUG2020 1/3 1 Yes NA R 
(14AUG2020)

N/N

Injection site pain/
injection site pain

1 12AUG2020 1/4 1 Yes NA R 
(15AUG2020)

N/N

GENRL Injection site erythema/
injection site redness

1 13AUG2020 2/2 1 Yes NA R 
(14AUG2020)

N/N

>55/
C459100
1 1066 
10661012

3^ GENRL Injection site pain/
Injection site pain

1 13AUG2020 2/2 1 Yes NA R 
(14AUG2020)

N/N

GASTR Diarrhoea/
diarrhea

1 16AUG2020 5/2 1 Yes NA R 
(17AUG2020)

N/N

GENRL Fatigue/
fatigue

1 16AUG2020 5/2 1 Yes NA R 
(17AUG2020)

N/N

NERV Headache/
headache

1 18AUG2020 7/2 1 Yes NA R 
(19AUG2020)

N/N

>55/
C459100

3^ GENRL Injection site pain/
injection site pain

1 13AUG2020 2/2 1 Yes NA R 
(14AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1066 
10661016

>55/
C459100
1 1066 
10661046

3^ NERV Migraine/
migraine

2 06OCT2020 28/2 2 No O NA/TC R 
(07OCT2020)

N/N

>55/
C459100
1 1066 
10661066

3^ NERV Dizziness/
dizziness

1 22AUG2020 3/2 1 Yes NA R 
(23AUG2020)

N/N

RESP Epistaxis/
epistaxis

1 22AUG2020 3/2 1 Yes NA R 
(23AUG2020)

N/N

GASTR Vomiting/
vomiting

1 23AUG2020 4/2 1 Yes NA R 
(24AUG2020)

N/N

GENRL Fatigue/
fatigue

1 23AUG2020 4/2 1 Yes NA R 
(24AUG2020)

N/N

INFEC Ear infection/
ear infection

1 22SEP2020 34/6 1 No O NA/TC R 
(27SEP2020)

N/N

>55/
C459100
1 1066 
10661074

3^ GENRL Fatigue/
fatigue

1 21AUG2020 2/7 1 Yes NA R 
(27AUG2020)

N/N

Pain/
body aches

1 21AUG2020 2/7 1 Yes NA R 
(27AUG2020)

N/N

NERV Headache/
headache

1 21AUG2020 2/7 1 Yes NA R 
(27AUG2020)

N/N

>55/
C459100

3^ NERV Dizziness/
dizziness

2 24SEP2020 16/2 1 No O NA R 
(25SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1066 
10661080

>55/
C459100
1 1066 
10661091

3^ NERV Dizziness/
dizziness

1 27AUG2020 3/2 1 Yes NA R 
(28AUG2020)

N/N

NERV Dizziness/
dizziness

2 19SEP2020 2/2 1 No O NA R 
(20SEP2020)

N/N

>55/
C459100
1 1066 
10661109

3^ GENRL Injection site pain/
injection site pain

1 27AUG2020 2/2 1 Yes NA R 
(28AUG2020)

N/N

>55/
C459100
1 1066 
10661114

3^ MUSC Bursitis/
bursitis left knee

1 03SEP2020 9/7 1 No O NA/TC R 
(09SEP2020)

N/N

>55/
C459100
1 1066 
10661128

3^ MUSC Arthralgia/
right shoulder pain

1 01SEP2020 6/C 1 No O NA N N/N

NERV Headache/
intermittent headaches

1 01SEP2020 6/C 1 No O NA N N/N

>55/
C459100
1 1066 
10661134

3^ INFEC Localised infection/
infected right index finger

2 10OCT2020 24/C 1 No O NA/TC RG N/N

>55/
C459100

3^ GENRL Pain/
body aches

2 07OCT2020 2/2 1 Yes NA R 
(08OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1066 
10661153

Pyrexia/
fever

2 07OCT2020 2/2 1 Yes NA R 
(08OCT2020)

N/N

>55/
C459100
1 1066 
10661175

3^ GENRL Chills/
chills

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

Pain/
body aches

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

GENRL Fatigue/
fatigue

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1066 
10661227

3^ GENRL Injection site pain/
pain at injection site

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

GENRL Fatigue/
fatigue

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

>55/
C459100
1 1066 
10661231

3^ GENRL Injection site erythema/
redness at injection site

2 01OCT2020 2/3 1 Yes NA R 
(03OCT2020)

N/N

>55/
C459100
1 1066 
10661234

3^ GENRL Chills/
chills

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

Fatigue/
fatigue

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1066 
10661240

3^ GENRL Pain/
body aches

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

>55/
C459100
1 1066 
10661255

3^ GENRL Pyrexia/
fever

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N

GENRL Injection site pain/
pain at injection site

2 07OCT2020 2/3 1 Yes NA R 
(09OCT2020)

N/N

Pain/
body aches

2 07OCT2020 2/2 1 Yes NA R 
(08OCT2020)

N/N

>55/
C459100
1 1066 
10661292

3^ GENRL Pain/
body aches

2 15OCT2020 2/4 1 Yes NA R 
(18OCT2020)

N/N

>55/
C459100
1 1066 
10661298

3^ SKIN Hyperhidrosis/
sweating

1 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

GENRL Injection site pain/
pain at injection site

1 01OCT2020 2/3 1 Yes NA R 
(03OCT2020)

N/N

>55/
C459100
1 1066 
10661303

3^ GENRL Pain/
body aches

2 16OCT2020 1/3 1 Yes NA R 
(18OCT2020)

N/N

Pyrexia/
fever

2 16OCT2020 1/2 1 Yes NA R 
(17OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
headache

2 17OCT2020 2/2 1 Yes NA R 
(18OCT2020)

N/N

>55/
C459100
1 1068 
10681004

3^ GENRL Injection site pain/
Pain at the injection site

1 19AUG2020 1/4 1 Yes NA/TC/TCN R 
(22AUG2020)

N/N

Pyrexia/
Fever

1 19AUG2020 1/2 1 Yes NA/TC/TCN R 
(20AUG2020)

N/N

NERV Headache/
Headache

1 19AUG2020 1/4 1 Yes NA/TC/TCN R 
(22AUG2020)

N/N

GENRL Injection site pain/
Pain at the injection site

2 09SEP2020 1/6 1 Yes NA/TC R 
(14SEP2020)

N/N

GASTR Nausea/
Nausea

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

GENRL Pyrexia/
Fever

2 10SEP2020 2/3 1 Yes NA/TC/TCN R 
(12SEP2020)

N/N

MUSC Myalgia/
Muscle Aches

2 10SEP2020 2/2 1 Yes NA/TC R 
(11SEP2020)

N/N

NERV Headache/
Headache

2 10SEP2020 2/3 1 Yes NA/TC R 
(12SEP2020)

N/N

>55/
C459100
1 1068 
10681008

3^ GENRL Injection site pain/
Injection site pain

1 19AUG2020 1/2 1 Yes NA/TC R 
(20AUG2020)

N/N

MUSC Myalgia/
Generalized Muscle Aches

1 20AUG2020 2/1 1 Yes NA/TC/TCN R 
(20AUG2020)

N/N

GENRL Chills/
Chills

2 10SEP2020 2/1 2 Yes NA/TC R 
(10SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Injection site pain

2 10SEP2020 2/1 2 Yes NA R 
(10SEP2020)

N/N

Pyrexia/
Fever

2 10SEP2020 2/1 2 Yes NA R 
(10SEP2020)

N/N

MUSC Myalgia/
Muscle Aches

2 10SEP2020 2/1 2 Yes NA R 
(10SEP2020)

N/N

NERV Headache/
Headache

2 10SEP2020 2/1 2 Yes NA R 
(10SEP2020)

N/N

>55/
C459100
1 1068 
10681009

3^ GENRL Injection site pain/
Injection site pain

1 19AUG2020 1/2 1 Yes NA/TC R 
(20AUG2020)

N/N

MUSC Myalgia/
Muscle Aches

1 20AUG2020 2/1 1 Yes NA/TC R 
(20AUG2020)

N/N

>55/
C459100
1 1068 
10681019

3^ GENRL Injection site pain/
Injection Site Pain

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

GENRL Chills/
Chills

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

Pyrexia/
Fever

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

NERV Headache/
Headache

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

>55/
C459100
1 1068 
10681020

3^ MUSC Myalgia/
Myalgia

1 23AUG2020 3/5 1 Yes NA/TC R 
(27AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1068 
10681023

3^ GENRL Injection site pain/
Pain at injection site

1 21AUG2020 1/3 1 Yes NA R 
(23AUG2020)

N/N

SKIN Rash/
Rash on legs

1 24AUG2020 4/2 1 Yes NA R 
(25AUG2020)

N/N

GENRL Fatigue/
Fatigue

2 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

SKIN Rash/
Rash on arms and trunk

2 13SEP2020 3/3 1 Yes NA R 
(15SEP2020)

N/N

>55/
C459100
1 1068 
10681030

3^ MUSC Myalgia/
generalized muscle pain

1 24AUG2020 1/4 1 Yes NA R 
(27AUG2020)

N/N

>55/
C459100
1 1068 
10681033

3^ SKIN Skin induration/
Firm swelling induration on left 

arm

1 29AUG2020 6/C 1 Yes NA RG N/N

>55/
C459100
1 1068 
10681041

3^ GENRL Fatigue/
Fatigue

1 26AUG2020 1/3 2 Yes NA R 
(28AUG2020)

N/N

Injection site pain/
Injection site pain

1 26AUG2020 1/3 2 Yes NA R 
(28AUG2020)

N/N

NERV Headache/
Headache

1 26AUG2020 1/2 1 Yes NA R 
(27AUG2020)

N/N

RESP Asthma/
Asthma exacerbation

1 26AUG2020 1/1 1 Yes NA R 
(26AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Arthralgia/
Joint pain

1 27AUG2020 2/2 1 Yes NA R 
(28AUG2020)

N/N

GENRL Injection site pain/
injection site pain

2 18SEP2020 1/3 1 Yes NA/TC R 
(20SEP2020)

N/N

NERV Headache/
Headache

2 18SEP2020 1/3 1 Yes NA R 
(20SEP2020)

N/N

GENRL Chills/
Chills

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

Fatigue/
Fatigue

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

Pyrexia/
Fever

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

MUSC Arthralgia/
Joint Aches

2 19SEP2020 2/2 2 Yes NA R 
(20SEP2020)

N/N

Myalgia/
Muscle Aches

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

>55/
C459100
1 1068 
10681045

3^ INJ&P Respiratory fume inhalation 
disorder/

cough from wildfire smoke per 
provider and air quality index

1 13SEP2020 19/6 1 No O NA R 
(18SEP2020)

N/N

>55/
C459100
1 1068 
10681050

3^ GENRL Pyrexia/
Fever

1 27AUG2020 1/4 1 Yes NA R 
(30AUG2020)

N/N

MUSC Pain in extremity/
Sore left arm

1 27AUG2020 1/3 1 Yes NA R 
(29AUG2020)

N/N

GENRL Chills/
Chills

2 18SEP2020 1/2 2 Yes NA R 
(19SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever

2 18SEP2020 1/2 2 Yes NA R 
(19SEP2020)

N/N

>55/
C459100
1 1068
10681056

3^ GENRL Injection site pain/
Pain at injection site

1 27AUG2020 1/2 1 Yes NA R 
(28AUG2020)

N/N

GASTR Diarrhoea/
Diarrhea

1 29AUG2020 3/1 1 No O NA R 
(29AUG2020)

N/N

GENRL Chills/
Chills

2 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

Injection site pain/
Injection Site Pain

2 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

>55/
C459100
1 1068 
10681057

3^ GENRL Injection site pain/
Injection site pain

1 27AUG2020 1/5 1 Yes NA/TC/TCN R 
(31AUG2020)

N/N

>55/
C459100
1 1068 
10681059

3^ GENRL Injection site erythema/
Redness at injection site (2 inch 

diameter)

1 27AUG2020 1/3 1 Yes NA R 
(29AUG2020)

N/N

Injection site pain/
Injection Site Pain

1 27AUG2020 1/3 1 Yes NA R 
(29AUG2020)

N/N

>55/
C459100
1 1068 
10681062

3^ INV Glomerular filtration rate 
decreased/

Decreased GFR

1 03SEP2020 7/C 1 No O NA N N/N

>55/
C459100

3^ ENDO Hypothyroidism/
hypothyroidism

2 09OCT2020 19/C 2 No O NA/TC N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1068 
10681075

>55/
C459100
1 1068 
10681078

3^ GENRL Injection site pain/
Injection Site Pain

1 31AUG2020 1/6 1 Yes NA R 
(05SEP2020)

N/N

MUSC Myalgia/
Muscle Pain Left Back

1 31AUG2020 1/3 1 Yes NA R 
(02SEP2020)

N/N

GENRL Chills/
Chills

2 22SEP2020 2/2 2 Yes NA R 
(23SEP2020)

N/N

>55/
C459100
1 1068 
10681079

3^ MUSC Myalgia/
Muscle aches

2 21SEP2020 1/2 1 Yes NA/TC R 
(22SEP2020)

N/N

NERV Headache/
Headache

2 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

>55/
C459100
1 1068 
10681082

3^ GENRL Fatigue/
Fatigue

1 31AUG2020 1/2 1 Yes NA R 
(01SEP2020)

N/N

NERV Headache/
Head Ache

1 31AUG2020 1/2 1 Yes NA/TC/TCN R 
(01SEP2020)

N/Y

MUSC Arthralgia/
Left shoulder pain

1 01SEP2020 2/1 1 No O NA/TC/TCN R 
(01SEP2020)

N/N

Neck pain/
Left neck pain

1 01SEP2020 2/7 1 No O NA/TC/TCN R 
(07SEP2020)

N/N

>55/
C459100

3^ GENRL Injection site pain/
Pain at injection site

1 01SEP2020 1/3 1 Yes NA R 
(03SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1068 
10681084

NERV Headache/
Headache

1 01SEP2020 1/3 1 Yes NA/TC R 
(03SEP2020)

N/N

>55/
C459100
1 1068 
10681088

3^ GENRL Injection site pain/
Pain at injection site

1 02SEP2020 1/4 1 Yes NA R 
(05SEP2020)

N/N

>55/
C459100
1 1068 
10681090

3^ GENRL Injection site pain/
Pain at the injection site

1 02SEP2020 1/3 1 Yes NA R 
(04SEP2020)

N/N

NERV Headache/
Headache

1 02SEP2020 1/3 1 Yes NA R 
(04SEP2020)

N/N

MUSC Myalgia/
Muscle Aches

2 23SEP2020 1/2 1 Yes NA/TC R 
(24SEP2020)

N/N

NERV Headache/
Headache

2 23SEP2020 1/2 1 Yes NA/TC R 
(24SEP2020)

N/N

>55/
C459100
1 1068 
10681092

3^ INV Emergency care examination/
ED visit nephrolithiasis

1 04SEP2020 3/1 2 No O NA/TC R 
(04SEP2020)

N/N

>55/
C459100
1 1068 
10681095

3^ GENRL Injection site pain/
Pain at the injection site

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/Y

GENRL Vessel puncture site bruise/
Bruising of arm from blood draw

1 03SEP2020 2/8 1 No O NA R 
(10SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
fatigue

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

Pyrexia/
Fever

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

NERV Headache/
Headache

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

>55/
C459100
1 1068 
10681096

3^ GASTR Nausea/
Nausea

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

MUSC Myalgia/
Mynlgia

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

NERV Headache/
Headache

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1068 
10681104

3^ GASTR Diarrhoea/
Diarrhea

2 25SEP2020 1/7 1 Yes NA R 
(01OCT2020)

N/N

Nausea/
Nausea

2 25SEP2020 1/3 1 Yes NA R 
(27SEP2020)

N/N

GENRL Chills/
Chills

2 25SEP2020 1/5 1 Yes NA R 
(29SEP2020)

N/N

Fatigue/
Fatigue

2 25SEP2020 1/3 1 Yes NA R 
(27SEP2020)

N/N

MUSC Myalgia/
Muscle Aches

2 25SEP2020 1/3 1 Yes NA R 
(27SEP2020)

N/N

NERV Headache/
Headache

2 28SEP2020 4/22 1 Yes NA/TC R 
(19OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1068 
10681111

3^ BLOOD Lymphadenopathy/
Swollen Cervical Lymph Nodes 

bilateral

1 05SEP2020 2/3 1 Yes NA R 
(07SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

1 05SEP2020 2/3 1 Yes NA R 
(07SEP2020)

N/N

RESP Rhinorrhoea/
Rhinorrhea

1 05SEP2020 2/3 1 Yes NA R 
(07SEP2020)

N/N

Sneezing/
Sneezing

1 05SEP2020 2/3 1 Yes NA R 
(07SEP2020)

N/N

>55/
C459100
1 1068 
10681118

3^ GENRL Chills/
Chills

1 10SEP2020 1/5 1 Yes NA R 
(14SEP2020)

N/N

NERV Headache/
Headache

1 10SEP2020 1/5 1 Yes NA/TC R 
(14SEP2020)

N/N

NERV Headache/
Mild Headache

2 30SEP2020 1/3 1 Yes NA/TC R 
(02OCT2020)

N/N

GENRL Chills/
Chills

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1068 
10681122

3^ GENRL Fatigue/
Fatigue

1 25SEP2020 1/3 1 Yes NA R 
(27SEP2020)

N/N

Injection site pain/
Injection Site Pain

1 25SEP2020 1/3 1 Yes NA/TC R 
(27SEP2020)

N/N

MUSC Myalgia/
Myalgia

1 25SEP2020 1/3 1 Yes NA R 
(27SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1071 
10711023

3^ CARD Coronary artery disease/
WORSENING coronary artery 

disease

1 23AUG2020 12/C 2 No O P/TCN/W N Y/N

>55/
C459100
1 1071 
10711033

3^ GENRL Fatigue/
FATIGUE

1 18AUG2020 6/15 2 No O NA R 
(01SEP2020)

N/N

>55/
C459100
1 1071 
10711035

3^ GENRL Injection site bruising/
SMALL BRUISE AT 

INJECTION SITE

1 13AUG2020 1/2 1 Yes NA R 
(14AUG2020)

N/N

MUSC Limb discomfort/
LEG DISCOMFORT

2 09SEP2020 9/3 1 No O NA R 
(11SEP2020)

N/N

>55/
C459100
1 1071 
10711051

3^ NERV Tremor/
LEFT ARM TREMOR

1 30AUG2020 14/1 1 No O NA R 
(30AUG2020)

N/N

>55/
C459100
1 1071 
10711052

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 17AUG2020 1/2 1 Yes NA R 
(18AUG2020)

N/N

>55/
C459100
1 1071 
10711053

3^ GENRL Injection site pain/
PAIN AT INJECTION SITE

2 09SEP2020 2/1 1 Yes NA R 
(09SEP2020)

N/N

Injection site swelling/
SWELLING AT INJECTION 

SITE

2 09SEP2020 2/1 1 Yes NA R 
(09SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1071 
10711060

3^ GENRL Injection site pain/
INJECTION SITE PAIN

2 09SEP2020 2/1 1 Yes NA R 
(09SEP2020)

N/N

>55/
C459100
1 1071 
10711067

3^ MUSC Musculoskeletal stiffness/
MUSCLE STIFFNESS

1 07SEP2020 20/3 1 No O NA R 
(09SEP2020)

N/N

>55/
C459100
1 1071 
10711069

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 20AUG2020 1/2 1 Yes NA R 
(21AUG2020)

N/N

>55/
C459100
1 1071 
10711070

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 20AUG2020 1/3 2 Yes NA R 
(22AUG2020)

N/N

>55/
C459100
1 1071 
10711071

3^ RESP Rhinorrhoea/
INTERMITTENT RUNNY 

NOSE

1 20AUG2020 1/21 1 No O NA R 
(09SEP2020)

N/N

>55/
C459100
1 1071 
10711076

3^ GENRL Injection site pain/
PAIN AT INJECTION SITE

2 11SEP2020 2/2 1 Yes NA R 
(12SEP2020)

N/N

>55/
C459100
1 1071 
10711077

3^ GENRL Injection site bruising/
INJECTION SITE BRUISING

1 22AUG2020 2/26 1 Yes NA R 
(16SEP2020)

N/N

NERV Headache/
HEADACHE

1 22AUG2020 2/2 1 Yes NA R 
(23AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1071 
10711078

3^ MUSC Arthralgia/
JOINT PAIN IN KNEES

2 09SEP2020 1/3 1 Yes NA/TC R 
(11SEP2020)

N/N

>55/
C459100
1 1071 
10711084

3^ GENRL Fatigue/
FATIGUE

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

Injection site erythema/
REDNESS AT INJECTION 

SITE

2 14SEP2020 1/12 2 Yes NA R 
(25SEP2020)

N/N

>55/
C459100
1 1071 
10711088

3^ GENRL Injection site pain/
PAIN AT INJECTION SITE

1 25AUG2020 1/3 1 Yes NA R 
(27AUG2020)

N/N

GENRL Fatigue/
FATIGUE

2 16SEP2020 2/3 1 Yes NA R 
(18SEP2020)

N/N

INFEC Injection site abscess/
ABSCESS AROUND 

INJECTION SITE LEFT ARM

2 21SEP2020 7/24 2 Yes NA R 
(14OCT2020)

N/N

>55/
C459100
1 1071 
10711112

3^ GASTR Diarrhoea/
DIARRHEA

1 13SEP2020 17/1 1 No O NA R 
(13SEP2020)

N/N

>55/
C459100
1 1071 
10711120

3^ INJ&P Arthropod bite/
INSECT BITES

1 16SEP2020 15/15 1 No O NA R 
(30SEP2020)

N/N

GENRL Pyrexia/
FEVER

1 18SEP2020 17/2 1 No O NA R 
(19SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1071 
10711121

3^ GENRL Chills/
CHILLS

2 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

>55/
C459100
1 1071 
10711126

3^ RESP Nasal congestion/
NASAL CONGESTION

1 21SEP2020 19/2 1 No O NA R 
(22SEP2020)

N/N

Wheezing/
WHEEZING

1 21SEP2020 19/2 1 No O NA R 
(22SEP2020)

N/N

>55/
C459100
1 1071 
10711134

3^ GASTR Vomiting/
VOMITING

2 10OCT2020 16/1 1 No O NA R 
(10OCT2020)

N/N

>55/
C459100
1 1071 
10711139

3^ GASTR Nausea/
NAUSEA

1 19SEP2020 12/2 1 No O NA R 
(20SEP2020)

N/N

RESP Cough/
COUGH

1 19SEP2020 12/2 1 No O NA R 
(20SEP2020)

N/N

>55/
C459100
1 1071 
10711144

3^ GENRL Injection site erythema/
REDNESS AT INJECTION 

SITE

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

Injection site pain/
PAIN AT INJECTION SITE

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

Injection site swelling/
SWELLING AT INJECTION 

SITE

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1071 
10711169

3^ INJ&P Alcohol poisoning/
ACUTE ALCOHOL 

INTOXICATION

1 02OCT2020 18/14 2 No O P/W R 
(15OCT2020)

Y/N

>55/
C459100
1 1071 
10711178

3^ GENRL Injection site pain/
PAIN AT INJECTION SITE

1 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

NERV Headache/
HEADACHE

1 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

GENRL Chills/
CHILLS

2 05OCT2020 1/2 1 Yes NA R 
(06OCT2020)

N/N

Pyrexia/
FEVER

2 05OCT2020 1/2 1 Yes NA R 
(06OCT2020)

N/N

NERV Headache/
HEADACHE

2 05OCT2020 1/2 1 Yes NA R 
(06OCT2020)

N/N

GENRL Injection site swelling/
SWELLING ST INJECTION 

SITE

2 06OCT2020 2/2 1 Yes NA/TC R 
(07OCT2020)

N/N

>55/
C459100
1 1071 
10711180

3^ GENRL Injection site pain/
PAIN AT INJECTION SITE

1 18SEP2020 2/3 1 Yes NA R 
(20SEP2020)

N/N

GENRL Injection site pain/
PAIN AT INJECTION SITE

2 08OCT2020 2/2 1 Yes NA R 
(09OCT2020)

N/N

>55/
C459100
1 1071 
10711181

3^ GENRL Injection site erythema/
REDNESS AT INJECTION 

SITE

1 17SEP2020 1/4 1 Yes NA R 
(20SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
PAIN AT THE INJECTION 

SITE

1 17SEP2020 1/4 1 Yes NA R 
(20SEP2020)

N/N

GENRL Injection site pain/
PAIN AT INJECTION SITE

2 08OCT2020 2/2 1 Yes NA R 
(09OCT2020)

N/N

>55/
C459100
1 1071 
10711207

3^ GENRL Pyrexia/
LOW GRADE FEVER

1 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

>55/
C459100
1 1072 
10721005

3^ GASTR Tongue pruritus/
Sides of tongue itching

2 08SEP2020 1/1 1 Yes NA/TC R 
(08SEP2020)

N/Y

>55/
C459100
1 1072 
10721007

3^ NERV Transient ischaemic attack/
Transient Ischaemic Attack

1 04SEP2020 19/6 2 No O NA/TC/TCN R 
(09SEP2020)

Y/N

>55/
C459100
1 1072 
10721014

3^ INJ&P Burn oral cavity/
Burn in mouth

1 06SEP2020 19/6 1 No O NA/TC R 
(11SEP2020)

N/N

>55/
C459100
1 1072 
10721018

3^ NERV Dizziness/
DIZZINESS

2 06OCT2020 28/2 1 No O NA R 
(07OCT2020)

N/N

>55/
C459100
1 1077 
10771006

3^ INJ&P Fall/
FALL

1 27AUG2020 18/1 2 No O NA R 
(27AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Rib fracture/
TWO FRACTURED RIBS

1 27AUG2020 18/75 2 No O NA/TC R 
(09NOV2020)

N/N

>55/
C459100
1 1077 
10771039

3^ PSYCH Anxiety/
WORSENING ANXIETY

1 20AUG2020 9/C 1 No O NA/TC N N/N

>55/
C459100
1 1077 
10771047

3^ INFEC Acute sinusitis/
ACUTE SINUSITIS

2 25SEP2020 18/14 2 No O NA/TC R 
(08OCT2020)

N/N

>55/
C459100
1 1077 
10771049

3^ NERV Facial paralysis/
BELL'S PALSY

2 25OCT2020 48/C 2 No O NA/TC N N/N

>55/
C459100
1 1077 
10771064

3^ INJ&P Skin abrasion/
RIGHT FOREARM 

ABRASIONS

2 16SEP2020 8/3 1 No O NA/TC R 
(18SEP2020)

N/N

>55/
C459100
1 1077 
10771090

3^ NERV Neuralgia/
ACUTE NEURALGIA

2 17OCT2020 34/C 1 No O NA N N/N

>55/
C459100
1 1077 
10771099

3^ VASC Hot flush/
INTERMITTENT HOT 

FLASHES

1 25AUG2020 1/C 1 No O NA N N/N

>55/
C459100
1 1077 
10771111

3^ INJ&P Wound/
PUNCTURE WOUNDS, 
BILATERAL HANDS

1 25AUG2020 1/11 2 No O NA/TC R 
(04SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1077 
10771112

3^ RENAL Nephrolithiasis/
KIDNEY STONES, RIGHT 

KIDNEY

2 18OCT2020 33/C 1 No O NA/TC N N/N

>55/
C459100
1 1077 
10771164

3^ INJ&P Animal bite/
DOG BITE

1 16SEP2020 15/1 1 No O NA/TC R 
(16SEP2020)

N/N

Skin abrasion/
RIGHT FOREARM 

ABRASIONS

1 16SEP2020 15/C 1 No O NA/TC N N/N

>55/
C459100
1 1077 
10771179

3^ MUSC Muscle spasms/
WORSENING BACK SPASMS

2 07OCT2020 16/C 1 No O NA N N/N

>55/
C459100
1 1077 
10771180

3^ IMMU
N

Seasonal allergy/
WORSENING SEASONAL 

ALLERGIES

2 29SEP2020 8/C 1 No O NA/TC N N/N

>55/
C459100
1 1077 
10771194

3^ GASTR Aphthous ulcer/
RECURRENT ORAL APTHAE

1 12SEP2020 9/C 1 No O NA/TC N N/N

Stomatitis/
ORAL MUCOSITIS

1 12SEP2020 9/C 1 No O NA/TC N N/N

INFEC Cellulitis/
CELLULITIS RIGHT 5TH 

FINGER

2 08OCT2020 14/12 1 No O NA/TC R 
(19OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1077 
10771205

3^ SKIN Urticaria/
URTICARTIA, LEFT 

DELTOID

2 25OCT2020 28/6 1 No O NA R 
(30OCT2020)

N/N

>55/
C459100
1 1077 
10771223

3^ EAR Vertigo/
VERTIGO

2 01OCT2020 2/34 1 Yes NA/TC R 
(03NOV2020)

N/N

MUSC Spinal osteoarthritis/
WORSENING 

OSTEOARTHRITIS, NECK

2 10OCT2020 11/32 2 No O NA/TC R 
(10NOV2020)

N/N

>55/
C459100
1 1079 
10791020

3^ INJ&P Fall/
Fall (patient tripped over shoe 

and hit the ground)*

31JUL2020 1/1 1 No O NA R 
(31JUL2020)

N/N

>55/
C459100
1 1079 
10791078

3^ INFEC Skin bacterial infection/
BACTERIAL SKIN 

INFECTION RIGHT BREAST

1 17AUG2020 11/12 1 No O NA/TC/TCN R 
(28AUG2020)

N/N

>55/
C459100
1 1079 
10791111

3^ RESP Chronic obstructive pulmonary 
disease/

COPD Exacerbation

1 19AUG2020 8/C 1 No O NA/TC N N/N

>55/
C459100
1 1079 
10791228

3^ EYE Retinal artery occlusion/
Central Retinal Artery Occlusion

2 29SEP2020 1/C 1 No O NA N Y/N

>55/
C459100

3^ NERV Aphasia/
Expressive Aphasia

2 22OCT2020 28/5 2 No O NA R 
(26OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1079 
10791246

Cerebrovascular accident/
CVA

2 22OCT2020 28/5 2 No O NA R 
(26OCT2020)

Y/N

>55/
C459100
1 1079 
10791264

3^ MUSC Back pain/
Worsening of Low Back Pain

1 27SEP2020 19/5 2 No O NA/TC R 
(01OCT2020)

N/N

>55/
C459100
1 1080 
10801006

3^ GASTR Nausea/
Nausea

1 10AUG2020 1/1 1 Yes NA R 
(10AUG2020)

N/Y

GENRL Injection site erythema/
Redness at injection site

1 10AUG2020 1/1 1 Yes NA R 
(10AUG2020)

N/Y

Injection site swelling/
Swelling at injection site

1 10AUG2020 1/1 1 Yes NA R 
(10AUG2020)

N/Y

GASTR Diarrhoea/
Intermittent Diarrhea

1 12AUG2020 3/8 1 No O NA R 
(19AUG2020)

N/N

GENRL Chills/
Chills

1 13AUG2020 4/2 1 No O NA R 
(14AUG2020)

N/N

MUSC Back pain/
Lower Back Pain

1 14AUG2020 5/4 1 No O NA R 
(17AUG2020)

N/N

NERV Headache/
Headache

2 08SEP2020 9/21 1 Yes NA R 
(28SEP2020)

N/N

>55/
C459100
1 1080 
10801008

3^ GASTR Nausea/
Nausea

2 31AUG2020 1/6 1 Yes NA R 
(05SEP2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1832

FDA-CBER-2021-5683-0127858



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Vomiting/
Vomiting

2 31AUG2020 1/1 1 Yes NA R 
(31AUG2020)

N/N

NERV Dizziness/
Light Headed

2 31AUG2020 1/1 1 No O NA R 
(31AUG2020)

N/Y

Headache/
Headaches worsening

2 31AUG2020 1/3 3 Yes NA R 
(02SEP2020)

N/N

GENRL Chills/
Chills

2 01SEP2020 2/1 1 Yes NA R 
(01SEP2020)

N/N

Pyrexia/
Fever of 101.7

2 01SEP2020 2/1 2 Yes NA R 
(01SEP2020)

N/N

>55/
C459100
1 1080 
10801012

3^ INFEC Tooth abscess/
Tooth Abscess

2 20OCT2020 50/1 2 No O NA R 
(20OCT2020)

N/N

>55/
C459100
1 1080 
10801013

3^ MUSC Osteoarthritis/
Osteoarthritis of the knee

2 26OCT2020 56/1 3 No O NA/TC/TCN R 
(26OCT2020)

Y/N

GASTR Gastrointestinal disorder/
Bowel Problems

2 31OCT2020 61/C 3 No O NA/TC/TCN N Y/N

>55/
C459100
1 1080 
10801030

3^ INFEC Kidney infection/
Kidney infection

1 24AUG2020 12/16 1 No O NA R 
(08SEP2020)

N/N

>55/
C459100
1 1080 
10801064

3^ EAR Vertigo/
Vertigo

1 19AUG2020 1/27 3 No O NA/TC R 
(14SEP2020)

N/Y
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1080 
10801066

3^ INJ&P Ear injury/
Cut in Right Ear

2 26SEP2020 17/7 2 No O NA R 
(02OCT2020)

N/N

>55/
C459100
1 1080 
10801071

3^ GENRL Chills/
CHILLS

1 21AUG2020 2/2 2 Yes NA R 
(22AUG2020)

N/N

Injection site pain/
PAIN AT INJECTION SIGHT

1 21AUG2020 2/2 2 Yes NA R 
(22AUG2020)

N/N

NERV Lethargy/
LETHARGY

1 21AUG2020 2/2 2 Yes NA R 
(22AUG2020)

N/N

GENRL Chills/
Chills

2 10SEP2020 1/2 2 Yes NA R 
(11SEP2020)

N/N

Injection site erythema/
Redness at injection site

2 10SEP2020 1/4 2 Yes NA R 
(13SEP2020)

N/N

Injection site pain/
Pain at injection site

2 10SEP2020 1/4 2 Yes NA R 
(13SEP2020)

N/N

Pyrexia/
Fever

2 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

MUSC Myalgia/
Muscle Aches

2 10SEP2020 1/2 2 Yes NA R 
(11SEP2020)

N/N

>55/
C459100
1 1080 
10801083

3^ GENRL Chills/
Chills

2 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)

N/N

NERV Headache/
Headache

2 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

SKIN Pain of skin/
Sore Skin, Whole Body

2 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)

N/N

>55/
C459100
1 1080 
10801086

3^ GENRL Fatigue/
Fatigue

2 15SEP2020 2/2 2 Yes NA R 
(16SEP2020)

N/N

NERV Dizziness/
Lightheadedness

2 15SEP2020 2/2 2 Yes NA R 
(16SEP2020)

N/N

GASTR Diarrhoea/
Sporadic Diarrhea

2 17SEP2020 4/3 2 Yes NA R 
(19SEP2020)

N/N

>55/
C459100
1 1080 
10801094

3^ MUSC Myalgia/
Generalized Muscle Pain

2 16SEP2020 2/3 2 Yes NA R 
(18SEP2020)

N/N

Pain in extremity/
Sore L arm

2 16SEP2020 2/3 2 Yes NA R 
(18SEP2020)

N/N

NERV Headache/
headache

2 16SEP2020 2/3 2 Yes NA R 
(18SEP2020)

N/N

>55/
C459100
1 1080 
10801121

3^ MUSC Back pain/
Lower backpain

1 30AUG2020 3/15 2 No O NA/TC R 
(13SEP2020)

N/N

>55/
C459100
1 1080 
10801134

3^ GENRL Pain/
Generalized body aches

1 02SEP2020 1/3 2 Yes NA R 
(04SEP2020)

N/N

GASTR Nausea/
Nausea

1 03SEP2020 2/6 1 Yes NA R 
(08SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Oral discomfort/
Mouth hotness

1 03SEP2020 2/4 1 Yes NA R 
(06SEP2020)

N/N

GENRL Injection site erythema/
Redness at injection site (R)

1 03SEP2020 2/5 1 Yes NA R 
(07SEP2020)

N/N

Injection site swelling/
Arm swelling at injection site (R)

1 03SEP2020 2/5 2 Yes NA R 
(07SEP2020)

N/N

Pyrexia/
Low grade fever (101 F)

1 03SEP2020 2/6 2 Yes NA R 
(08SEP2020)

N/N

GENRL Chills/
Chills

2 24SEP2020 2/2 2 Yes NA R 
(25SEP2020)

N/N

Pain/
Generalised Body Aches

2 24SEP2020 2/2 2 Yes NA R 
(25SEP2020)

N/N

Pyrexia/
Fever

2 24SEP2020 2/2 2 Yes NA R 
(25SEP2020)

N/N

>55/
C459100
1 1080 
10801152

3^ METAB Fluid retention/
Worsening of WATER 
RETENTION in lower 

extremities

1 16SEP2020 13/3 3 No O NA/TC R 
(18SEP2020)

Y/N

VASC Hypertension/
Worsening of HYPERTENSION

1 16SEP2020 13/3 3 No O NA/TC R 
(18SEP2020)

Y/N

>55/
C459100
1 1080 
10801176

3^ GENRL Chills/
Chills

1 11SEP2020 2/1 1 Yes NA R 
(11SEP2020)

N/N

Fatigue/
Fatigue

1 11SEP2020 2/1 1 Yes NA R 
(11SEP2020)

N/N

>55/
C459100

3^ GENRL Fatigue/
Tiredness

1 12SEP2020 3/1 1 Yes NA R 
(12SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1080 
10801177

MUSC Myalgia/
MUSCLE ACHES

1 12SEP2020 3/2 2 Yes NA/TC R 
(13SEP2020)

N/N

UNC BODY ACHES@@/
Body aches

1 15SEP2020 6/3 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1080 
10801191

3^ UNC BODY ACHE@@/
Body ache

2 20OCT2020 7/2 1 Yes NA R 
(21OCT2020)

N/N

FEVER@@/
Fever

2 20OCT2020 7/2 1 Yes NA R 
(21OCT2020)

N/N

>55/
C459100
1 1081 
10811024

3^ MUSC Rotator cuff syndrome/
Right Rotator Cuff Tear

2 28OCT2020 57/1 2 No O NA/TCN R 
(28OCT2020)

N/N

>55/
C459100
1 1081 
10811026

3^ GASTR Diarrhoea/
Diarrhea

1 13AUG2020 2/5 1 No O NA R 
(17AUG2020)

N/N

INFEC Urinary tract infection/
Urinary Tract Infection

2 05OCT2020 34/12 1 No O NA/TC R 
(16OCT2020)

N/N

BLOOD Anaemia/
Worsening of Anemia

2 11OCT2020 40/19 3 No O NA R 
(29OCT2020)

N/N

GASTR Abdominal pain lower/
lower abdominal pain

2 11OCT2020 40/6 3 No O NA/TC/TCN R 
(16OCT2020)

N/N

NEOPL Borderline serous tumour of 
ovary/

2 11OCT2020 40/6 3 No O NA/TC/TCN R 
(16OCT2020)

Y/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Serous borderline tumor of left 
ovary

>55/
C459100
1 1081 
10811037

3^ MUSC Arthralgia/
Right Knee pain

2 28SEP2020 26/8 2 No O NA/TC R 
(05OCT2020)

N/N

Osteoarthritis/
Osteoarthritis right knee (new 

onset)

2 28SEP2020 26/C 1 No O NA/TC N N/N

>55/
C459100
1 1081 
10811043

3^ EAR Ear disorder/
Fluid in Lt ear

2 28SEP2020 21/5 1 No O NA/TC R 
(02OCT2020)

N/N

>55/
C459100
1 1081 
10811059

3^ NEOPL Lipoma/
Lipoma on neck

1 28AUG2020 11/1 1 No O NA/TCN R 
(28AUG2020)

N/N

>55/
C459100
1 1081 
10811061

3^ BLOOD Lymphadenopathy/
Lymphadenopathy Under left ear

2 10SEP2020 8/15 2 No O NA/TC R 
(24SEP2020)

N/N

SKIN Dermatitis contact/
Contact Dermatitis on lower 

extremities

2 11SEP2020 9/12 2 No O NA/TC R 
(22SEP2020)

N/N

>55/
C459100
1 1081 
10811107

3^ GENRL Chest pain/
Idiopathic chest pain

2 07OCT2020 22/2 2 No O NA R 
(08OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1081 
10811110

3^ INFEC Empyema/
loculated empyema

2 11OCT2020 26/C 3 No O NA/TC RG Y/N

Pneumonia/
Right lower lobe pneumonia

2 11OCT2020 26/C 3 No O NA/TC RG Y/N

>55/
C459100
1 1081 
10811139

3^ INFEC Bronchitis/
Worsening Bronchitis

1 12SEP2020 13/7 1 No O NA/TC R 
(18SEP2020)

N/N

>55/
C459100
1 1081 
10811150

3^ SKIN Rash pruritic/
Pruritic rash, generalized

1 06SEP2020 6/15 2 No O NA/TC R 
(20SEP2020)

N/N

>55/
C459100
1 1081 
10811159

3^ INJ&P Fall/
Fall while walking

1 03SEP2020 2/1 2 No O NA/TCN R 
(03SEP2020)

N/N

Foot fracture/
Broke Toes 2,3,& 4 on Lt Foot

1 03SEP2020 2/49 2 No O NA/TCN R 
(21OCT2020)

N/N

Ligament sprain/
Sprained Rt Ankle

1 03SEP2020 2/49 2 No O NA/TCN R 
(21OCT2020)

N/N

>55/
C459100
1 1081 
10811162

3^ INFEC Cellulitis/
Cellulitis of great toe on RT foot

1 11SEP2020 10/11 1 No O NA/TC R 
(21SEP2020)

N/N

>55/
C459100
1 1081 
10811170

3^ INV Prostatic specific antigen 
increased/

elevate prostate specific antigen

2 OCT2020 9/C 2 No O NA/TCN N N/N09
01
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1081 
10811179

3^ MUSC Osteoarthritis/
worsening-Left Big Toe 

Osteoarthritis

2 14OCT2020 21/1 2 No O NA/TCN R 
(14OCT2020)

N/N

>55/
C459100
1 1081 
10811211

3^ MUSC Arthritis/
Arthritis L knee

1 01OCT2020 15/5 2 No O NA/TC R 
(05OCT2020)

N/N

>55/
C459100
1 1082 
10821017

3^ INFEC Upper respiratory tract infection/
upper respiratory infection

2 14OCT2020 51/17 2 No O NA/TC R 
(30OCT2020)

N/N

>55/
C459100
1 1082 
10821055

3^ GENRL Swelling face/
facial swelling

2 10OCT2020 45/6 1 No O NA/TC R 
(15OCT2020)

N/N

SKIN Rash/
rash to trunk

2 10OCT2020 45/6 1 No O NA/TC R 
(15OCT2020)

N/N

SKIN Rash/
rash/skin irritation (dorsal side 

above sacrum, bilaterally below 
cervical vertebrae)

2 28OCT2020 63/8 1 No O NA/TC R 
(04NOV2020)

N/N

>55/
C459100
1 1082 
10821076

3^ HEPAT Cholelithiasis/
cholelithiasis

1 13AUG2020 7/3 3 No O NA/TCN R 
(15AUG2020)

Y/N

>55/
C459100
1 1082 
10821094

3^ METAB Diabetes mellitus/
diabetes

2 05NOV2020 66/C 1 No O NA/TC N Y/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1082 
10821167

3^ MUSC Muscle spasms/
muscle spasms

2 20OCT2020 9/C 2 No O NA/TC N N/N

>55/
C459100
1 1083 
10831003

2^ SKIN Hyperhidrosis/
Intermittent Profuse Sweating

2 28AUG2020 8/7 1 Yes NA R 
(03SEP2020)

N/N

>55/
C459100
1 1083 
10831014

3^ INJ&P Fall/
Fall

1 01AUG2020 2/1 1 No O NA/TC R 
(01AUG2020)

N/N

MUSC Arthralgia/
Right Knee Pain

1 01AUG2020 2/2 1 No O NA/TC R 
(02AUG2020)

N/N

>55/
C459100
1 1083 
10831016

3^ INJ&P Ligament sprain/
Sprained Left Knee

2 14SEP2020 25/C 2 No O NA N N/N

MUSC Osteoarthritis/
Osteoarthritis-Left knee

2 16SEP2020 27/C 2 No O NA/TC N N/N

>55/
C459100
1 1083 
10831027

3^ MUSC Muscle spasms/
Leg cramps

1 11AUG2020 8/13 1 No O NA R 
(23AUG2020)

N/N

MUSC Muscle spasms/
Leg Cramps

1 24AUG2020 21/32 1 No O NA R 
(24SEP2020)

N/N

>55/
C459100
1 1083 
10831031

3^ RESP Cough/
Intermittent Cough

1 20AUG2020 17/2 1 No O NA R 
(21AUG2020)

N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NEOPL Lipoma/
Lipoma-Behind the Right Elbow

2 27SEP2020 35/C 1 No O NA N N/N

>55/
C459100
1 1083 
10831050

3^ MUSC Musculoskeletal stiffness/
Neck Stiffness

1 29AUG2020 25/4 1 No O NA R 
(01SEP2020)

N/N

INJ&P Fall/
Fall

1 01SEP2020 28/1 2 No O NA R 
(01SEP2020)

N/N

MUSC Rotator cuff syndrome/
Rotator Cuff Seperation-Right

1 01SEP2020 28/C 2 No O NA RG N/N

INJ&P Contusion/
Brusing-Bilateral Legs

2 30SEP2020 28/C 1 No O NA RG N/N

Fall/
Fall

2 30SEP2020 28/1 1 No O NA R 
(30SEP2020)

N/N

Skin abrasion/
Scrapping -Bilateral Legs

2 30SEP2020 28/C 1 No O NA RG N/N

>55/
C459100
1 1083 
10831075

3^ INJ&P Muscle strain/
Intermittent Muscle Strain-Under 

Left Armpit

2 26OCT2020 57/C 1 No O NA RG N/N

>55/
C459100
1 1083 
10831077

3^ SKIN Dermatitis contact/
Contact Dermatitis-Chest

1 01SEP2020 23/23 2 No CD NA/TC R 
(23SEP2020)

N/N

>55/
C459100
1 1083 
10831103

3^ METAB Hypercholesterolaemia/
Hypercholesterolemia

1 27AUG2020 14/C 1 No CD NA/TC N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1083 
10831104

3^ MUSC Back pain/
Low back Pain

1 23AUG2020 10/C 1 No O NA/TC N N/N

MUSC Pain in extremity/
Bilateral Thumb Pain

1 26AUG2020 13/C 1 No O NA N N/N

>55/
C459100
1 1083 
10831134

3^ GENRL Injection site pain/
Intermittent Pain at injection site-

Right*

20AUG2020 1/C 1 Yes NA RG N/N

>55/
C459100
1 1083 
10831144

3^ INFEC Urinary tract infection/
Urinary tract infection

1 31AUG2020 8/16 1 No O NA/TC R 
(15SEP2020)

N/N

>55/
C459100
1 1083 
10831149

3^ SKIN Rash/
Rash-Upper 

thighs,chest,axillary-Bilateral

1 28AUG2020 5/3 1 Yes NA/TC R 
(30AUG2020)

N/N

>55/
C459100
1 1083 
10831173

3^ INFEC Tooth infection/
Tooth Infection

1 12OCT2020 47/23 2 No O NA R 
(03NOV2020)

N/N

NEOPL Prostate cancer/
Prostate Cancer

1 02NOV2020 68/C 2 No O NA/TCN N N/N

>55/
C459100
1 1083 
10831218

3^ GENRL Injection site pain/
Injection Site Pain-Left Deltoid

1 30SEP2020 21/2 1 Yes NA/TC R 
(01OCT2020)

N/N

GENRL Pain/
Body Aches

2 01OCT2020 2/1 1 Yes NA/TC R 
(01OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1083 
10831224

3^ GASTR Large intestine polyp/
Colon Polyps-Benign

1 21SEP2020 11/C 1 No O NA N N/N

>55/
C459100
1 1083 
10831229

3^ MUSC Arthralgia/
Joint Pain-Wrist and Shoulder

1 12SEP2020 2/C 1 No O NA RG N/N

>55/
C459100
1 1083 
10831234

3^ INJ&P Fall/
Traumatic fall

2 08OCT2020 8/1 1 No O NA R 
(08OCT2020)

N/N

Joint dislocation/
Open wound dislocation Left 5th 

Finger

2 08OCT2020 8/C 2 No O NA/TC RG N/N

>55/
C459100
1 1083 
10831236

3^ GASTR Flatulence/
Gas Pain Gastrointestinal 

Discomfort

1 23SEP2020 13/C 1 No O NA/TC N N/N

>55/
C459100
1 1083 
10831237

3^ INV Blood testosterone increased/
High Testosterone

2 07OCT2020 8/C 1 No O NA/TC N N/N

>55/
C459100
1 1083 
10831257

3^ INJ&P Epicondylitis/
Tennis Elbow-Left

1 29SEP2020 7/23 1 No O NA/TC R 
(21OCT2020)

N/N

GENRL Injection site pain/
Right Arm Pain at Injection Site

1 13OCT2020 21/2 1 Yes NA/TC R 
(14OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site swelling/
2cm swelling at Injection Site 

Right Arm

2 14OCT2020 2/1 1 Yes NA R 
(14OCT2020)

N/N

MUSC Arthralgia/
Joint Pain-

Knees,Hips,Toes,Fingers

2 14OCT2020 2/1 2 Yes NA/TC R 
(14OCT2020)

N/N

Myalgia/
Muscle Body Aches

2 14OCT2020 2/1 2 Yes NA/TC R 
(14OCT2020)

N/N

>55/
C459100
1 1084 
10841011

3^ INJ&P Muscle strain/
LEFT CALF STRAIN

2 24AUG2020 7/32 2 No O NA/TC R 
(24SEP2020)

N/N

>55/
C459100
1 1084 
10841032

3^ EYE Vitreous detachment/
posterior vitreous detachment 

left eye

2 16SEP2020 24/C 1 No O NA N N/N

>55/
C459100
1 1084 
10841049

3^ SKIN Pruritus/
Pruritus

2 21SEP2020 27/C 2 No O NA/TC N N/N

>55/
C459100
1 1084 
10841077

3^ IMMU
N

Seasonal allergy/
seasonal allergies

1 14AUG2020 8/C 1 No O NA/TC N N/N

>55/
C459100
1 1084 
10841093

3^ MUSC Joint noise/
Clicking in the Left forearm*

07AUG2020 1/C 1 No O NA RG N/N

>55/
C459100

3^ MUSC Pain in jaw/
Jaw pain

2 14SEP2020 15/8 1 No O NA R 
(21SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1084 
10841103

NERV Headache/
Headache

2 14SEP2020 15/1 1 No O NA R 
(14SEP2020)

N/N

>55/
C459100
1 1084 
10841108

3^ GASTR Constipation/
CONSTIPATION

1 17AUG2020 8/16 2 No O NA R 
(01SEP2020)

N/N

>55/
C459100
1 1084 
10841135

3^ INFEC Localised infection/
Right Greater Toe Infection

1 22AUG2020 11/C 3 No O NA/TCN N N/N

>55/
C459100
1 1084 
10841147

3^ SKIN Rash pruritic/
Pruitic/Burning Rash to Left and 

Right First and Second 
Interphalangeal Spaces

1 19AUG2020 8/C 2 No O NA/TC N N/N

>55/
C459100
1 1084 
10841158

3^ INFEC Fungal skin infection/
worsening skin fungal infection 

to groin area

2 SEP2020 1/C 2 No O NA/TC N N/N

>55/
C459100
1 1084 
10841162

3^ NERV Syncope/
Syncope

2 05SEP2020 2/1 1 No O NA R 
(05SEP2020)

N/N

INV Blood glucose increased/
Elevated Blood Glucose

2 14SEP2020 11/3 2 No O NA/TC R 
(16SEP2020)

N/N

>55/
C459100

3^ METAB Diabetes mellitus inadequate 
control/

1 22AUG2020 9/12 2 No O NA/TC R 
(02SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1084 
10841173

UNCONTROLLED DIABETES 
MELLITUS TYPE II

>55/
C459100
1 1084 
10841180

3^ METAB Vitamin D deficiency/
Vitamin D deficiency

1 31AUG2020 18/C 1 No O NA/TC RG N/N

>55/
C459100
1 1084 
10841183

3^ GENRL Injection site pain/
Moderate Injection Site Pain

1 15AUG2020 2/2 1 Yes NA R 
(16AUG2020)

N/N

MUSC Myalgia/
muscle pain to lower extremities

2 05SEP2020 2/4 2 Yes NA RS 
(08SEP2020)

N/N

>55/
C459100
1 1084 
10841196

3^ RESP Dyspnoea/
shortness of breath

2 04OCT2020 26/1 1 No O NA R 
(04OCT2020)

N/N

>55/
C459100
1 1084 
10841219

3^ REPRO Ovarian cyst/
Left ovarian cyst, benign tumor

1 24AUG2020 8/27 2 No O NA/TC/TCN R 
(19SEP2020)

Y/N

Uterine prolapse/
Prolapsed uterus

1 24AUG2020 8/27 2 No O NA/TC/TCN R 
(19SEP2020)

Y/N

>55/
C459100
1 1084 
10841221

3^ INFEC Sinusitis/
Sinus Infection

2 23OCT2020 45/C 3 No CD NA RG N/N

>55/
C459100

3^ EYE Diabetic retinopathy/
Right Eye Diabetic Retinopathy

2 21SEP2020 11/C 2 No O NA/TC/TCN N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1084 
10841235

>55/
C459100
1 1084 
10841246

3^ INFEC Tooth infection/
Upper Left Tooth Infection

2 28SEP2020 20/16 1 No O NA R 
(13OCT2020)

N/N

>55/
C459100
1 1084 
10841258

3^ INFEC Eye infection/
Right Eye Infection

1 29AUG2020 8/C 2 No O NA/TC N N/N

>55/
C459100
1 1084 
10841293

3^ INFEC Hordeolum/
Right Eye Stye

1 13SEP2020 19/26 1 No O NA/TC R 
(08OCT2020)

N/N

>55/
C459100
1 1084 
10841297

3^ NERV Headache/
Headache

1 05SEP2020 11/1 1 No O NA/TC R 
(05SEP2020)

N/N

>55/
C459100
1 1084 
10841329

3^ INV Hepatic enzyme increased/
Elevated liver enzymes

1 16SEP2020 17/C 1 No O NA N N/N

>55/
C459100
1 1084 
10841367

3^ MUSC Back pain/
Sharp Pain in Lower Right Back

1 15SEP2020 7/C 2 No O NA N N/N

>55/
C459100
1 1084 
10841377

3^ INJ&P Stoma site rash/
Rash to Abdomen Around 

Ostomy Bag

1 15SEP2020 5/10 2 No CD NA/TC R 
(24SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1084 
10841380

3^ SKIN Rash/
Rash on cheek

2 21OCT2020 20/7 2 No O NA/TC R 
(27OCT2020)

N/N

>55/
C459100
1 1084 
10841397

3^ INJ&P Ankle fracture/
broken ankle

1 01OCT2020 18/C 2 No O NA/TCN N N/N

Fall/
Fall

1 01OCT2020 18/1 2 No O NA R 
(01OCT2020)

N/N

>55/
C459100
1 1084 
10841398

3^ NERV Syncope/
Fainted

2 28OCT2020 24/1 1 No O NA R 
(28OCT2020)

N/N

>55/
C459100
1 1084 
10841440

3^ INFEC Urinary tract infection/
Urinary Tract Infection

2 15OCT2020 2/C 2 No O NA/TC RG N/N

>55/
C459100
1 1084 
10841471

3^ INJ&P Contusion/
Left Bruised Heel

1 05OCT2020 6/C 1 No O NA/TC/TCN N N/N

>55/
C459100
1 1085 
10851073

3^ INFEC Respiratory tract infection viral/
Viral Respiratory Infection

2 08SEP2020 13/11 1 No O NA R 
(18SEP2020)

N/N

>55/
C459100
1 1085 
10851168

3^ GENRL Chills/
CHILLS

2 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
FEVER

2 17SEP2020 1/2 1 Yes NA/TC R 
(18SEP2020)

N/N

>55/
C459100
1 1085 
10851183

3^ GASTR Diarrhoea/
Diarrhea

2 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

GENRL Pyrexia/
Fever

2 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

NERV Headache/
Headache

2 18SEP2020 1/2 1 Yes NA/TC R 
(19SEP2020)

N/N

RESP Oropharyngeal pain/
Sore throat

2 19SEP2020 2/1 1 Yes NA R 
(19SEP2020)

N/N

>55/
C459100
1 1085 
10851216

3^ INJ&P Fall/
Fall in hole

2 17OCT2020 25/1 1 No O NA R 
(17OCT2020)

N/N

Lower limb fracture/
Left leg fracture of tibia/fibula

2 17OCT2020 25/2 1 No O NA/TC/TCN R 
(18OCT2020)

Y/N

>55/
C459100
1 1085 
10851268

3^ GENRL Chills/
Chills

2 01OCT2020 1/2 2 Yes NA/TC R 
(02OCT2020)

N/N

Pyrexia/
Fever

2 01OCT2020 1/3 2 Yes NA/TC R 
(03OCT2020)

N/N

GENRL Injection site urticaria/
Localized Urticaria Injection Site

2 05OCT2020 5/2 1 Yes NA R 
(06OCT2020)

N/N

>55/
C459100

3^ GENRL Pain/
body aches

2 05OCT2020 4/2 1 Yes NA/TC R 
(06OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1085 
10851293

>55/
C459100
1 1085 
10851318

3^ GENRL Injection site pain/
injection site pain

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1085 
10851324

3^ GENRL Pyrexia/
Fever

2 06OCT2020 2/1 1 Yes NA R 
(06OCT2020)

N/N

>55/
C459100
1 1085 
10851326

3^ GASTR Diarrhoea/
Diarrhea

1 20SEP2020 7/1 1 Yes NA R 
(20SEP2020)

N/N

>55/
C459100
1 1087 
10871003

3^ INJ&P Arthropod bite/
ANT BITES

1 14AUG2020 9/2 1 No O NA/TC R 
(15AUG2020)

N/N

>55/
C459100
1 1087 
10871009

3^ EYE Cataract/
WORSENING OF 

CATARACTS (RIGHT EYE)

1 21AUG2020 15/1 1 No O NA/TC/TCN R 
(21AUG2020)

N/N

>55/
C459100
1 1087 
10871022

3^ GENRL Fatigue/
Fatigue

2 12OCT2020 42/C 2 No CD NA N N/N

>55/
C459100
1 1087 
10871023

3^ GASTR Diarrhoea/
Loose Bowel Movement

2 08SEP2020 14/1 1 No O NA R 
(08SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Arthralgia/
generalized joint pain

2 17OCT2020 53/2 1 No O NA R 
(18OCT2020)

N/N

>55/
C459100
1 1087 
10871024

3^ INFEC Cellulitis/
CELLULITIS R HAND 

MIDDLE FINGER

1 13AUG2020 7/58 2 No O NA/TC R 
(09OCT2020)

N/N

>55/
C459100
1 1087 
10871029

3^ GENRL Fatigue/
Fatigue

2 31AUG2020 6/2 1 Yes NA R 
(01SEP2020)

N/N

GASTR Abdominal pain/
Functional Abdominal Pain

2 28OCT2020 64/9 2 No O NA/TC R 
(05NOV2020)

N/N

Diverticulum/
Diverticulosis

2 28OCT2020 64/C 2 No O NA N N/N

Hiatus hernia/
Small Hiatal Hernia

2 28OCT2020 64/C 1 No O NA N N/N

HEPAT Gallbladder disorder/
Distended Gallbladder

2 28OCT2020 64/C 1 No O NA N N/N

INFEC Urinary tract infection/
Urinary Tract Infection

2 28OCT2020 64/9 2 No O NA R 
(05NOV2020)

N/N

NERV Toxic encephalopathy/
Acute Toxic Metabolic 

Encephalopathy

2 28OCT2020 64/9 3 No CD NA/TC R 
(05NOV2020)

Y/N

>55/
C459100
1 1087 
10871031

3^ MUSC Arthralgia/
RIGHT KNEE PAIN

2 08SEP2020 14/C 2 No O NA/TC RG N/N

>55/
C459100

3^ INFEC Ear infection/
EAR INFECTION (RIGHT)

2 13SEP2020 18/12 2 No O NA/TC R 
(24SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1087 
10871037

>55/
C459100
1 1087 
10871043

3^ SKIN Rosacea/
Worsening of Rosacea

2 07SEP2020 8/7 1 No O NA/TC R 
(13SEP2020)

N/N

>55/
C459100
1 1087 
10871048

3^ GASTR Diarrhoea/
DIARRHEAL EPISODE

1 30AUG2020 21/2 1 No O NA R 
(31AUG2020)

N/N

INFEC Sinusitis/
SINUS INFECTION

2 21SEP2020 22/7 1 No O NA/TC R 
(27SEP2020)

N/N

>55/
C459100
1 1087 
10871057

3^ GASTR Nausea/
NAUSEA

2 14SEP2020 15/22 1 No O NA/TC R 
(05OCT2020)

N/N

>55/
C459100
1 1087 
10871070

3^ CARD Acute coronary syndrome/
ACUTE CORONARY 

SYNDROME

2 08SEP2020 8/3 3 No O NA/TC/TCN R 
(10SEP2020)

Y/N

Angina unstable/
UNSTABLE ANGINA

2 08SEP2020 8/3 2 No O NA R 
(10SEP2020)

N/N

>55/
C459100
1 1087 
10871090

3^ GENRL Chills/
Chills

2 09SEP2020 2/1 1 Yes NA R 
(09SEP2020)

N/N

Pyrexia/
Fever

2 09SEP2020 2/1 1 Yes NA R 
(09SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1087 
10871121

3^ BLOOD Blood loss anaemia/
Acute blood loss anemia

1 07SEP2020 20/3 3 No O NA R 
(09SEP2020)

N/N

Thrombocytopenia/
Thrombocytopenia

1 07SEP2020 20/C 3 No O NA N N/N

GASTR Gastrointestinal haemorrhage/
GI Bleed

1 07SEP2020 20/3 3 No O P/TC/TCN/W R 
(09SEP2020)

Y/N

Haematochezia/
Hematochezia

1 07SEP2020 20/3 3 No O NA/TC R 
(09SEP2020)

N/N

Oesophageal ulcer/
Worsening of esophageal ulcers

1 07SEP2020 20/3 3 No O NA/TC/TCN R 
(09SEP2020)

N/N

Varices oesophageal/
Worsening of esophageal varices

1 07SEP2020 20/3 3 No O NA/TC/TCN R 
(09SEP2020)

N/N

HEPAT Cirrhosis alcoholic/
Worsening of alcoholic cirrhosis

1 07SEP2020 20/C 3 No O NA N N/N

METAB Hypernatraemia/
Hypernatremia

1 07SEP2020 20/3 2 No O NA R 
(09SEP2020)

N/N

>55/
C459100
1 1087 
10871124

3^ NEOPL Acrochordon/
WORSENING OF Skin Tag -

eye, bilateral

1 08SEP2020 21/1 1 No O NA/TCN R 
(08SEP2020)

N/N

NEOPL Glomus tumour/
WORSENING OF BENIGN 

GLOMUS TUMOR ON LEFT 
RING FINGER

2 15SEP2020 7/1 2 No O NA/TCN R 
(15SEP2020)

N/N

>55/
C459100

3^ GENRL Fatigue/
Fatigue

1 25AUG2020 7/10 2 No O NA R 
(03SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1087 
10871125

METAB Dehydration/
Dehydration

1 25AUG2020 7/10 1 No O NA R 
(03SEP2020)

N/N

GENRL Pyrexia/
Fever

2 08OCT2020 30/1 1 No O NA R 
(08OCT2020)

N/N

>55/
C459100
1 1087 
10871128

3^ GENRL Fatigue/
FATIGUE

2 11SEP2020 2/5 1 Yes NA R 
(15SEP2020)

N/N

RESP Cough/
COUGH

2 25SEP2020 16/14 1 No O NA R 
(08OCT2020)

N/N

>55/
C459100
1 1087 
10871150

3^ INFEC Pharyngitis streptococcal/
STREP THROAT

1 01SEP2020 12/5 3 No O NA/TC R 
(05SEP2020)

Y/N

>55/
C459100
1 1087 
10871156

3^ NEOPL Squamous cell carcinoma of 
skin/

SQUAMOUS CELL 
CARCINOMA (RIGHT, FACE)

1 01SEP2020 12/43 2 No O NA R 
(13OCT2020)

N/N

>55/
C459100
1 1087 
10871161

3^ RESP Oropharyngeal pain/
Sore Throat

1 28AUG2020 8/4 1 No O NA R 
(31AUG2020)

N/N

>55/
C459100
1 1087 
10871169

3^ GENRL Chills/
Chills

1 12SEP2020 20/1 1 No O NA R 
(12SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
Chills

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

Fatigue/
Fatigue

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

MUSC Myalgia/
generalized muscle Soreness

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

>55/
C459100
1 1087 
10871170

3^ NEOPL Malignant melanoma of eyelid/
MELANOMA OF RIGHT 

LOWER EYELID

2 21SEP2020 8/C 3 No O NA N N/N

>55/
C459100
1 1087 
10871183

3^ INFEC Urinary tract infection/
UTI

1 31AUG2020 7/8 1 No O NA/TC R 
(07SEP2020)

N/N

>55/
C459100
1 1087 
10871187

3^ MUSC Osteoarthritis/
OSTEOARTHRITIS RIGHT 

KNEE

1 02SEP2020 9/C 1 No O NA/TC RG N/N

>55/
C459100
1 1087 
10871190

3^ GENRL Chills/
CHILLS

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

MUSC Myalgia/
MUSCLE PAIN

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

NERV Headache/
HEADACHE

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100

3^ NERV Neuropathy peripheral/
WORSENING OF 
NEUROPATHY

1 08SEP2020 15/29 2 No O NA/TCN R 
(06OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1087 
10871200

INFEC Cystitis/
BLADDER INFECTION

2 10OCT2020 26/C 2 No O NA/TC RG N/N

RENAL Haematuria/
HEMATURIA

2 10OCT2020 26/C 2 No O NA/TC RG N/N

>55/
C459100
1 1087 
10871204

3^ RESP Rhinorrhoea/
RUNNY NOSE

2 27SEP2020 13/8 1 No O NA R 
(04OCT2020)

N/N

>55/
C459100
1 1087 
10871222

3^ EYE Vitreous detachment/
POSTERIOR VITREOUS 

DETACHMENT

1 03SEP2020 9/C 2 No O NA N N/N

GASTR Diarrhoea/
DIARRHEA

2 17SEP2020 4/1 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1087 
10871223

3^ VASC Flushing/
FACIAL FLUSHING

2 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

>55/
C459100
1 1087 
10871224

3^ INFEC Gingival abscess/
ABSCESS ON GUM

1 04SEP2020 10/14 2 No O NA/TC/TCN R 
(17SEP2020)

N/N

>55/
C459100
1 1087 
10871228

3^ CARD Atrial fibrillation/
PAROXYSMAL ATRIAL 

Fibrillation

1 03SEP2020 9/6 2 No O NA R 
(08SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Cardiac failure congestive/
Worsening of Chronic 

Congestive Heart Failure

1 03SEP2020 9/6 3 No O P/TC/W R 
(08SEP2020)

Y/N

INFEC Urinary tract infection/
Urinary Tract Infection

1 03SEP2020 9/6 2 No O NA/TC R 
(08SEP2020)

N/N

METAB Dehydration/
DEHYDRATION

1 03SEP2020 9/2 2 No O NA/TCN R 
(04SEP2020)

N/N

RENAL Acute kidney injury/
Acute Kidney Injury

1 03SEP2020 9/5 2 No O NA R 
(07SEP2020)

N/N

RESP Acute respiratory failure/
Acute Respiratory Failure

1 03SEP2020 9/2 3 No O NA/TC R 
(04SEP2020)

N/N

Dyspnoea/
SHORTNESS OF BREATH

1 03SEP2020 9/2 3 No O NA R 
(04SEP2020)

N/N

Pulmonary oedema/
BILATERAL PULMONARY 

EDEMA

1 03SEP2020 9/3 2 No O NA R 
(05SEP2020)

N/N

VASC Accelerated hypertension/
Accelerated Hypertension

1 03SEP2020 9/4 3 No O NA R 
(06SEP2020)

N/N

METAB Hypokalaemia/
HYPOKALEMIA

1 04SEP2020 10/3 2 No O NA/TC R 
(06SEP2020)

N/N

GENRL Pyrexia/
LOW-GRADE FEVER

1 05SEP2020 11/2 2 No O NA R 
(06SEP2020)

N/N

MUSC Pain in extremity/
WORSENING OF BILATERAL 

FOOT PAIN

1 05SEP2020 11/2 2 No O NA/TC R 
(06SEP2020)

N/N

NERV Dizziness/
Dizziness

1 05SEP2020 11/4 2 No O NA/TCN R 
(08SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

VASC Hypotension/
Hypotension

1 05SEP2020 11/3 2 No O NA R 
(07SEP2020)

N/N

>55/
C459100
1 1087 
10871232

3^ EAR Ear pain/
ear ache

2 01OCT2020 16/1 1 No O NA R 
(01OCT2020)

N/N

>55/
C459100
1 1087 
10871238

3^ RESP Asthma/
WORSENING OF ASTHMA

1 30AUG2020 5/C 1 No O NA RG N/N

>55/
C459100
1 1087 
10871256

3^ GASTR Diarrhoea/
DIARRHEAL EPISODE

1 06SEP2020 7/3 1 No O NA R 
(08SEP2020)

N/N

>55/
C459100
1 1087 
10871257

3^ GENRL Pyrexia/
FEVER

2 22SEP2020 1/1 1 Yes NA R 
(22SEP2020)

N/N

NERV Headache/
HEADACHE

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

>55/
C459100
1 1087 
10871275

3^ GASTR Paraesthesia oral/
TONGUE TINGLING

2 28SEP2020 1/3 1 Yes NA R 
(30SEP2020)

N/Y

>55/
C459100
1 1087 
10871284

3^ NEOPL Basal cell carcinoma/
BASAL CELL CARCINOMA 

OF LEFT EYE LID

1 08SEP2020 8/30 2 No O NA/TCN R 
(07OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1087 
10871291

3^ MUSC Arthralgia/
WORSENING OF RIGHT 

KNEE PAIN

1 14SEP2020 14/40 1 No O NA/TC R 
(23OCT2020)

N/N

>55/
C459100
1 1087 
10871304

3^ INJ&P Tooth fracture/
CRACKED TOOTH

2 28SEP2020 8/8 2 No O NA/TCN R 
(05OCT2020)

N/N

>55/
C459100
1 1087 
10871317

3^ GASTR Gastrooesophageal reflux 
disease/

new onset gastroesophageal 
reflux disease

2 24SEP2020 2/C 1 No O NA/TC N N/N

RESP Nasal polyps/
new onset nasal polyps

2 24SEP2020 2/C 1 No O NA/TC N N/N

>55/
C459100
1 1087 
10871331

3^ MUSC Pain in extremity/
Left Arm Soreness

1 04SEP2020 2/2 1 Yes NA R 
(05SEP2020)

N/N

GASTR Diarrhoea/
DIARRHEA

1 09SEP2020 7/1 1 No O NA R 
(09SEP2020)

N/N

GASTR Diarrhoea/
Diarrhea

1 22SEP2020 20/14 1 No O NA R 
(05OCT2020)

N/N

>55/
C459100
1 1087 
10871334

3^ MUSC Back pain/
WORSENING OF BACK PAIN

2 20OCT2020 29/C 2 No O NA/TC RG N/N

>55/
C459100
1 1087 
10871370

3^ INFEC Otitis media acute/
ACUTE OTITIS MEDIA 

(LEFT)

2 18OCT2020 19/7 2 No O NA/TC R 
(24OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1087 
10871371

3^ NERV Cervical radiculopathy/
cervical radiculopathy

2 19OCT2020 20/C 2 No O NA/TC N N/N

>55/
C459100
1 1087 
10871385

3^ REPRO Benign prostatic hyperplasia/
WORSENING OF BENIGN 

PROSTATIC HYPERPLASIA*

10SEP2020 -5/22 2 No O NA/TC R 
(01OCT2020)

N/N

RESP Rhinitis perennial/
WORSENING OF PERENNIAL 

ALLERGIC RHINITIS

1 28SEP2020 14/C 2 No O NA/TC RG N/N

>55/
C459100
1 1087 
10871392

3^ SKIN Actinic keratosis/
Actinic Keratosis

2 12OCT2020 13/C 2 No O NA/TC N N/N

>55/
C459100
1 1087 
10871396

3^ GENRL Fatigue/
Fatigue

2 03OCT2020 2/3 1 Yes NA R 
(05OCT2020)

N/N

Injection site pain/
Soreness at Injection Site

2 03OCT2020 2/3 1 Yes NA R 
(05OCT2020)

N/N

Pyrexia/
Fever

2 03OCT2020 2/3 1 Yes NA R 
(05OCT2020)

N/N

>55/
C459100
1 1087 
10871397

3^ INFEC Sinusitis/
Sinus Infection

2 07OCT2020 7/10 2 No O NA/TC R 
(16OCT2020)

N/N

>55/
C459100

3^ RESP Oropharyngeal pain/
Sore Throat

1 17SEP2020 8/2 1 No O NA R 
(18SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1087 
10871407

>55/
C459100
1 1087 
10871416

3^ GENRL Fatigue/
Fatigue

2 02OCT2020 2/1 1 Yes NA R 
(02OCT2020)

N/N

Pyrexia/
Fever

2 02OCT2020 2/1 1 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1087 
10871418

3^ RESP Asthma/
ASTHMA EXACERBATION

1 16SEP2020 7/10 2 No O NA/TC R 
(25SEP2020)

N/N

>55/
C459100
1 1087 
10871422

3^ MUSC Muscle spasms/
RIGHT ARM MUSCLE SPASM

1 12SEP2020 2/C 1 Yes NA/TC N N/N

Myalgia/
GENERALIZED RIGHT ARM 

MUSCLE PAIN

1 12SEP2020 2/C 1 Yes NA N N/N

>55/
C459100
1 1087
10871430

3^ GENRL Chills/
CHILLS

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1087 
10871431

3^ GENRL Fatigue/
Fatigue

1 11SEP2020 1/3 1 Yes NA R 
(13SEP2020)

N/N

NERV Headache/
Headache

1 11SEP2020 1/3 1 Yes NA R 
(13SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

RESP Rhinitis allergic/
Allergic Rhinitis

2 22OCT2020 22/C 2 No O NA/TC N N/N

>55/
C459100
1 1087 
10871432

3^ GENRL Chills/
CHILLS

2 02OCT2020 2/3 1 Yes NA R 
(04OCT2020)

N/N

Pyrexia/
FEVER

2 02OCT2020 2/3 1 Yes NA R 
(04OCT2020)

N/N

MUSC Myalgia/
MUSCLE ACHES

2 02OCT2020 2/3 1 Yes NA R 
(04OCT2020)

N/N

NERV Headache/
HEADACHE

2 02OCT2020 2/3 1 Yes NA R 
(04OCT2020)

N/N

>55/
C459100
1 1087 
10871442

3^ GENRL Pyrexia/
fever

1 14SEP2020 1/2 2 Yes NA R 
(15SEP2020)

N/N

GASTR Diarrhoea/
Diarrhea

2 06OCT2020 2/4 2 Yes NA R 
(09OCT2020)

N/N

Nausea/
Nausea

2 06OCT2020 2/4 2 Yes NA R 
(09OCT2020)

N/N

GENRL Pyrexia/
fever

2 06OCT2020 2/4 2 Yes NA R 
(09OCT2020)

N/N

NERV Dizziness/
lightheadedness

2 06OCT2020 2/4 2 Yes NA R 
(09OCT2020)

N/N

>55/
C459100
1 1087 
10871450

3^ GENRL Fatigue/
fatigue

2 06OCT2020 2/2 2 Yes NA R 
(07OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pain/
body aches

2 06OCT2020 2/2 2 Yes NA R 
(07OCT2020)

N/N

Pyrexia/
fever

2 06OCT2020 2/2 2 Yes NA R 
(07OCT2020)

N/N

>55/
C459100
1 1087 
10871463

3^ INFEC Cellulitis/
CELLULITIS RIGHT LEG

1 29SEP2020 14/7 2 No O NA/TC R 
(05OCT2020)

N/N

>55/
C459100
1 1087 
10871466

3^ INV Prostatic specific antigen 
increased/

PSA LEVELS ELEVATED

1 28SEP2020 13/C 1 No O NA/TC N N/N

>55/
C459100
1 1087 
10871478

3^ MUSC Spinal osteoarthritis/
Osteoarthritis - Spine

2 28OCT2020 20/C 2 No O NA/TC N N/N

>55/
C459100
1 1087 
10871495

3^ VASC Hypertension/
WORSENING OF 

HYTPERTENSION

2 19OCT2020 8/C 2 No O NA/TC N N/N

>55/
C459100
1 1087 
10871502

3^ REPRO Erectile dysfunction/
ERECTILE DYSFUNCTION

2 30OCT2020 19/C 1 No O NA/TC N N/N

>55/
C459100
1 1087 
10871524

3^ EAR Vertigo/
VERTIGO

1 02OCT2020 8/C 2 No O NA/TC RG N/N

>55/
C459100

3^ INJ&P Fall/
Subject fell

1 30AUG2020 4/1 1 No O NA/TCN R 
(30AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1088 
10881105

Humerus fracture/
Fractured Left Humerus

1 30AUG2020 4/1 2 No O NA/TCN R 
(30AUG2020)

N/N

INFEC Urinary tract infection/
Urinary Tract Infection

1 06SEP2020 11/14 2 No CD NA/TC R 
(19SEP2020)

N/N

>55/
C459100
1 1088 
10881106

3^ INFEC Herpes zoster/
Subject diagnosed with shingles 
on back of neck and side of face

2 06OCT2020 22/C 1 No O NA/TC RG N/N

>55/
C459100
1 1088 
10881164

3^ INFEC Sinusitis/
sinus infection

1 14SEP2020 7/16 2 No O NA/TC R 
(29SEP2020)

N/N

INFEC Sinusitis/
SINUS INFECTION

2 23OCT2020 25/C 1 No O NA/TC RG N/N

>55/
C459100
1 1088 
10881178

3^ INJ&P Wrist fracture/
Broken left wrist

1 23OCT2020 16/C 2 No O NA/TCN RG N/N

>55/
C459100
1 1088 
10881202

3^ MUSC Pain in extremity/
Soreness/arm pain in left arm

2 05OCT2020 1/3 1 Yes NA R 
(07OCT2020)

N/N

>55/
C459100
1 1089 
10891004

2^ INV White blood cell count increased/
elevated white count

1 10AUG2020 13/C 2 No O NA/TC N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1089 
10891026

3^ GASTR Nausea/
Nausea

2 14SEP2020 27/1 2 No O NA R 
(14SEP2020)

N/N

>55/
C459100
1 1089 
10891042

3^ INV Blood cholesterol increased/
Elevated Cholesterol

1 AUG2020 1/C 2 No O NA/TC N N/N

BLOOD Lymphadenopathy/
Left Para clavicular lymph node 

enlargement

2 28AUG2020 3/68 1 Yes NA R 
(03NOV2020)

N/N

>55/
C459100
1 1089 
10891093

3^ INJ&P Fall/
Fell out of Bed

1 15AUG2020 6/1 1 No O NA R 
(15AUG2020)

N/N

Muscle strain/
pulled muscle right arm

1 15AUG2020 6/ 2 No O NA/TC R N/N

>55/
C459100
1 1089 
10891110

3^ MUSC Back pain/
Back Pain

1 15AUG2020 4/6 1 No O NA/TC R 
(20AUG2020)

N/N

>55/
C459100
1 1089 
10891112

3^ INFEC Fungal infection/
fungal infection bilateral axilla

2 18SEP2020 18/9 2 No O NA/TC R 
(26SEP2020)

N/N

>55/
C459100
1 1089 
10891150

3^ CARD Atrial fibrillation/
Chronic atrial fibrillation with 

RVR'

2 04OCT2020 26/2 3 No O NA/TC/TCN R 
(05OCT2020)

Y/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1089 
10891160

3^ INJ&P Ankle fracture/
right ankle fracture

1 07SEP2020 19/C 2 No O NA N N/N

Fall/
fall

1 07SEP2020 19/1 2 No O NA R 
(07SEP2020)

N/N

>55/
C459100
1 1089 
10891169

3^ EAR Vertigo/
worsening of Vertigo

2 09SEP2020 1/3 1 No O NA R 
(11SEP2020)

N/N

>55/
C459100
1 1089 
10891190

3^ NERV Sciatica/
sciatic pain

2 17OCT2020 32/C 1 No O NA N N/N

>55/
C459100
1 1089 
10891242

3^ REPRO Benign prostatic hyperplasia/
BPH

2 20OCT2020 28/C 2 No O NA/TC N N/N

>55/
C459100
1 1089 
10891282

3^ NERV Nerve compression/
pinched nerve back

2 07OCT2020 7/7 2 No O NA/TC R 
(13OCT2020)

N/N

>55/
C459100
1 1089 
10891322

3^ INFEC Conjunctivitis/
left pink eye

1 30SEP2020 15/C 2 No O NA/TC N N/N

>55/
C459100
1 1090 
10901027

3^ RENAL Nephrolithiasis/
kidney stone

2 11SEP2020 19/4 3 No O NA/TC R 
(14SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1090 
10901060

3^ INJ&P Muscle strain/
pulled hamstring, left

2 23SEP2020 27/8 2 No O NA/TC R 
(30SEP2020)

N/N

MUSC Arthralgia/
right shoulder pain

2 26SEP2020 30/1 1 No O NA/TC R 
(26SEP2020)

N/N

>55/
C459100
1 1090 
10901078

3^ VASC Lymphorrhoea/
lymph fluid leakage, left groin 

area

2 31AUG2020 4/6 1 No O NA/TC R 
(05SEP2020)

N/N

>55/
C459100
1 1090 
10901080

3^ SKIN Drug eruption/
drug eruption rash

2 20SEP2020 24/23 2 No O NA/TC R 
(12OCT2020)

N/N

>55/
C459100
1 1090 
10901083

3^ INJ&P Ligament sprain/
left ankle, twisted

2 12SEP2020 16/26 1 No O NA/TC R 
(07OCT2020)

N/N

>55/
C459100
1 1090 
10901089

3^ RENAL Haematuria/
hematuria

2 18SEP2020 22/13 2 No O NA/TC R 
(30SEP2020)

N/N

>55/
C459100
1 1090 
10901113

3^ ENDO Goitre/
Goiter

1 08AUG2020 2/C 1 No O NA N N/N

>55/
C459100
1 1090 
10901153

3^ MUSC Arthralgia/
right thumb, joint pain

2 15SEP2020 16/C 1 No O NA N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1090 
10901158

3^ INFEC Urinary tract infection/
UTI

1 15AUG2020 4/18 1 No O NA/TC R 
(01SEP2020)

N/N

>55/
C459100
1 1090 
10901162

3^ INJ&P Contusion/
bruised right torso

2 23SEP2020 21/C 1 No O NA RG N/N

Fall/
fall

2 23SEP2020 21/1 1 No O NA R 
(23SEP2020)

N/N

>55/
C459100
1 1090 
10901186

3^ EAR Ear pain/
Earache

1 28AUG2020 15/5 1 No O NA R 
(01SEP2020)

N/N

>55/
C459100
1 1090 
10901189

3^ METAB Type 2 diabetes mellitus/
diabetes type II

1 30AUG2020 17/C 1 No O NA/TC N N/N

>55/
C459100
1 1090 
10901196

3^ SKIN Eczema/
worsening eczema, right elbow

2 25SEP2020 18/25 1 No O NA/TC R 
(19OCT2020)

N/N

>55/
C459100
1 1090 
10901202

3^ GENRL Fatigue/
Fatigue

2 11SEP2020 2/3 2 Yes NA R 
(13SEP2020)

N/N

Injection site pain/
Injection site pain-left arm

2 11SEP2020 2/3 2 Yes NA R 
(13SEP2020)

N/N

Pain/
Body aches-generalized

2 11SEP2020 2/3 2 Yes NA R 
(13SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1090 
10901209

3^ MUSC Musculoskeletal stiffness/
stiffness in left arm

1 17AUG2020 1/4 2 Yes NA/TC R 
(20AUG2020)

N/N

>55/
C459100
1 1090 
10901217

3^ GENRL Injection site pain/
injection pain, left arm

1 17AUG2020 1/4 2 Yes NA R 
(20AUG2020)

N/N

>55/
C459100
1 1090 
10901218

3^ GASTR Dyspepsia/
Heart burn

2 22SEP2020 15/3 1 No O NA R 
(24SEP2020)

N/N

>55/
C459100
1 1090 
10901229

3^ CARD Arrhythmia/
abnormal heart rhythm, 

idiopathic

2 14SEP2020 7/C 1 No O NA RG N/N

>55/
C459100
1 1090 
10901236

3^ INFEC Sinusitis/
sinus infection, head

2 08OCT2020 29/C 1 No O NA/TC N N/N

>55/
C459100
1 1090 
10901237

3^ GENRL Chills/
Chills

2 04SEP2020 1/2 2 Yes NA/TC R 
(05SEP2020)

N/N

SKIN Hyperhidrosis/
Sweats

2 04SEP2020 1/2 2 Yes NA/TC R 
(05SEP2020)

N/N

GENRL Pyrexia/
Fever

2 05SEP2020 2/1 1 Yes NA/TC R 
(05SEP2020)

N/N

MUSC Myalgia/
Muscle pain

2 05SEP2020 2/1 1 Yes NA/TC R 
(05SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

2 05SEP2020 2/2 1 Yes NA/TC R 
(06SEP2020)

N/N

>55/
C459100
1 1090 
10901247

3^ GENRL Chills/
Chills

2 11SEP2020 2/1 2 Yes NA R 
(11SEP2020)

N/N

Pain/
Body aches

2 11SEP2020 2/1 2 Yes NA/TC R 
(11SEP2020)

N/N

NERV Headache/
Headache

2 12SEP2020 3/1 2 Yes NA/TC R 
(12SEP2020)

N/N

>55/
C459100
1 1090 
10901255

3^ GENRL Injection site pain/
Injection site pain-Left arm

1 19AUG2020 1/3 2 Yes NA R 
(21AUG2020)

N/N

GENRL Injection site pain/
left arm injection site pain

2 08SEP2020 1/2 2 Yes NA R 
(09SEP2020)

N/N

MUSC Mobility decreased/
Decreased mobility of left arm

2 08SEP2020 1/2 2 Yes NA R 
(09SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 09SEP2020 2/1 1 Yes NA R 
(09SEP2020)

N/N

Pyrexia/
Low grade fever

2 09SEP2020 2/1 1 Yes NA R 
(09SEP2020)

N/N

>55/
C459100
1 1090 
10901259

3^ GENRL Chills/
Chills

2 05OCT2020 28/2 1 No O NA R 
(06OCT2020)

N/N

>55/
C459100

3^ GENRL Injection site pain/
injection site pain-left arm

1 19AUG2020 1/4 2 Yes NA/TC R 
(22AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1090 
10901272

Injection site swelling/
Swelling at injection site-left arm

1 19AUG2020 1/3 2 Yes NA R 
(21AUG2020)

N/N

GENRL Fatigue/
Fatigue

1 20AUG2020 2/2 1 Yes NA R 
(21AUG2020)

N/N

>55/
C459100
1 1090 
10901274

3^ GENRL Pyrexia/
Fever

1 01SEP2020 1/2 1 Yes NA/TC R 
(02SEP2020)

N/N

MUSC Myalgia/
Muscle aches

1 01SEP2020 1/2 1 Yes NA/TC R 
(02SEP2020)

N/N

GENRL Chills/
Chills

2 21SEP2020 1/1 1 Yes NA R 
(21SEP2020)

N/N

Pyrexia/
Fever

2 21SEP2020 1/1 1 Yes NA/TC R 
(21SEP2020)

N/N

>55/
C459100
1 1090 
10901282

3^ GENRL Chills/
Chills

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

Injection site pain/
Injection site pain

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

Pyrexia/
Low grade fever

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

MUSC Myalgia/
Generalized muscle aches

2 22SEP2020 2/2 1 Yes NA/TC R 
(23SEP2020)

N/N

>55/
C459100

3^ SKIN Pruritus/
pruritus, generalized

2 21SEP2020 1/5 1 Yes NA R 
(25SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1090 
10901284

>55/
C459100
1 1090 
10901292

3^ GENRL Chills/
Chills

2 21SEP2020 1/2 3 Yes NA R 
(22SEP2020)

N/N

Pain/
Body aches

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

NERV Headache/
Headache

2 21SEP2020 1/2 1 Yes NA/TC R 
(22SEP2020)

N/N

GENRL Pyrexia/
Fever

2 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

>55/
C459100
1 1090 
10901296

3^ GENRL Chills/
Chills

2 21SEP2020 1/2 3 Yes NA R 
(22SEP2020)

N/N

Injection site pain/
Injection site pain-Left arm

2 21SEP2020 1/2 2 Yes NA R 
(22SEP2020)

N/N

Pain/
Body aches

2 21SEP2020 1/2 2 Yes NA R 
(22SEP2020)

N/N

Pyrexia/
Fever

2 21SEP2020 1/2 2 Yes NA/TC R 
(22SEP2020)

N/N

>55/
C459100
1 1090 
10901299

3^ GENRL Pyrexia/
Low grade fever

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N

>55/
C459100

3^ INJ&P Arthropod bite/
ant bite, left ankle

1 09SEP2020 8/2 1 No O NA RS 
(10SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1090 
10901300

IMMU
N

Anaphylactic shock/
anaphylactic shock

2 09OCT2020 19/1 4 No O NA/TC R 
(09OCT2020)

Y/N

>55/
C459100
1 1090 
10901306

3^ NERV Headache/
Headache

2 21SEP2020 1/2 1 Yes NA/TC R 
(22SEP2020)

N/N

GASTR Nausea/
Nausea

2 22SEP2020 2/1 2 Yes NA R 
(22SEP2020)

N/N

>55/
C459100
1 1090 
10901307

3^ EAR Tinnitus/
tinnitus, pulsatile

1 05SEP2020 4/18 1 No O NA R 
(22SEP2020)

N/N

>55/
C459100
1 1090 
10901310

3^ GENRL Injection site pain/
Injection site pain-Left arm

1 02SEP2020 1/3 2 Yes NA/TC R 
(04SEP2020)

N/N

GENRL Chills/
Chills

2 24SEP2020 2/1 1 Yes NA R 
(24SEP2020)

N/N

Pain/
Body aches

2 24SEP2020 2/2 1 Yes NA/TC R 
(25SEP2020)

N/N

Pyrexia/
Low grade fever

2 24SEP2020 2/1 1 Yes NA R 
(24SEP2020)

N/N

NERV Post herpetic neuralgia/
Post herpetic neuralgia, 

worsening

2 24SEP2020 2/4 2 Yes NA R 
(27SEP2020)

N/N

>55/
C459100

3^ GENRL Pyrexia/
Fever

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1090 
10901337

MUSC Musculoskeletal pain/
Left shoulder and neck muscle 

pain

1 09SEP2020 2/2 1 Yes NA/TC R 
(10SEP2020)

N/N

>55/
C459100
1 1090 
10901340

3^ GENRL Injection site pain/
Left injection site pain

2 30SEP2020 1/4 1 Yes NA R 
(03OCT2020)

N/Y

GENRL Chills/
Chills

2 01OCT2020 2/1 2 Yes NA R 
(01OCT2020)

N/N

Fatigue/
fatigue

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

Pyrexia/
fever

2 01OCT2020 2/1 1 Yes NA/TC R 
(01OCT2020)

N/N

>55/
C459100
1 1090 
10901342

3^ INJ&P Fall/
Fall

1 20SEP2020 13/1 2 No O NA/TC R 
(20SEP2020)

N/N

Ligament sprain/
Ankle sprain-left

1 20SEP2020 13/6 2 No O NA/TC R 
(25SEP2020)

N/N

Ligament sprain/
Arm sprain-right

1 20SEP2020 13/37 2 No O NA/TC R 
(26OCT2020)

N/N

>55/
C459100
1 1090 
10901354

3^ GENRL Chills/
Chills

2 28SEP2020 1/5 2 Yes NA R 
(02OCT2020)

N/N

Fatigue/
Fatigue

2 28SEP2020 1/5 2 Yes NA R 
(02OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Injection site pain-left arm

2 28SEP2020 1/7 2 Yes NA/TC R 
(04OCT2020)

N/N

NERV Headache/
Headache

2 28SEP2020 1/5 1 Yes NA/TC R 
(02OCT2020)

N/N

SKIN Night sweats/
Night sweats

2 28SEP2020 1/4 2 Yes NA R 
(01OCT2020)

N/Y

BLOOD Lymphadenopathy/
Swollen left axillary lymph node

2 29SEP2020 2/6 2 Yes NA R 
(04OCT2020)

N/N

GENRL Pyrexia/
Fever

2 29SEP2020 2/2 1 Yes NA/TC R 
(30SEP2020)

N/N

>55/
C459100
1 1090 
10901361

3^ GENRL Injection site pain/
Left injection site pain

2 29SEP2020 1/5 2 Yes NA/TC R 
(03OCT2020)

N/Y

CARD Tachycardia/
Tachycardia

2 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N

GENRL Pyrexia/
fever

2 30SEP2020 2/1 1 Yes NA/TC R 
(30SEP2020)

N/N

>55/
C459100
1 1090 
10901376

3^ GENRL Injection site pain/
injection site pain

2 30SEP2020 1/3 1 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1090 
10901396

3^ GENRL Injection site pain/
Injection site pain-left arm

2 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N

>55/
C459100

3^ GENRL Chills/
chills

2 08OCT2020 2/1 1 Yes NA R 
(08OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1090 
10901406

Pain/
Body aches

2 08OCT2020 2/1 1 Yes NA/TC R 
(08OCT2020)

N/N

>55/
C459100
1 1090 
10901412

3^ GENRL Fatigue/
Fatigue

2 09OCT2020 2/4 1 Yes NA R 
(12OCT2020)

N/N

>55/
C459100
1 1090 
10901415

3^ NERV Headache/
Headache

1 30SEP2020 14/21 2 No O P/TC R 
(20OCT2020)

N/N

>55/
C459100
1 1090 
10901420

3^ GENRL Injection site pain/
Injection site pain-left arm

2 08OCT2020 1/3 2 Yes NA R 
(10OCT2020)

N/N

GENRL Fatigue/
Fatigue

2 09OCT2020 2/6 3 Yes NA R 
(14OCT2020)

N/N

NERV Headache/
Headache

2 09OCT2020 2/1 1 Yes NA/TC R 
(09OCT2020)

N/N

>55/
C459100
1 1090 
10901430

3^ INFEC Herpes zoster/
shingles, on back (near bra 

hooks)

1 29SEP2020 9/C 1 No O NA RG N/N

>55/
C459100
1 1090 
10901434

3^ NERV Headache/
Headache

2 14OCT2020 1/2 1 Yes NA/TC R 
(15OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1090 
10901444

3^ GENRL Injection site pain/
Injection site soreness

1 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

MUSC Musculoskeletal stiffness/
Muscle stiffness-whole right arm

1 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

GENRL Injection site pain/
Injection site pain, right arm

2 13OCT2020 1/1 1 Yes NA R 
(13OCT2020)

N/Y

GENRL Chills/
chills

2 14OCT2020 2/1 1 Yes NA R 
(14OCT2020)

N/N

Pain/
body aches

2 14OCT2020 2/1 1 Yes NA/TC R 
(14OCT2020)

N/N

>55/
C459100
1 1090 
10901450

3^ MUSC Intervertebral disc protrusion/
Bulging disc-lumbar

2 15OCT2020 2/7 2 No O NA/TC R 
(21OCT2020)

N/N

>55/
C459100
1 1090 
10901460

3^ GENRL Chest pain/
Chest pain

2 15OCT2020 2/1 1 Yes NA R 
(15OCT2020)

N/N

Chills/
chills

2 15OCT2020 2/1 1 Yes NA R 
(15OCT2020)

N/N

Pyrexia/
fever

2 15OCT2020 2/1 1 Yes NA R 
(15OCT2020)

N/N

>55/
C459100
1 1090 
10901472

3^ GENRL Injection site pain/
Injection site pain-left arm

1 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1090 
10901488

3^ GENRL Injection site pain/
Injection site pain

1 07OCT2020 1/4 2 Yes NA/TC R 
(10OCT2020)

N/N

>55/
C459100
1 1090 
10901493

3^ GENRL Pain/
Body aches

2 07NOV2020 2/2 1 Yes NA R 
(08NOV2020)

N/N

Pyrexia/
Fever

2 07NOV2020 2/2 1 Yes NA/TC R 
(08NOV2020)

N/N

>55/
C459100
1 1091 
10911001

3^ INJ&P Arthropod bite/
INSECT BITE OF RIGHT ARM

1 14AUG2020 16/4 1 No O NA/TC R 
(17AUG2020)

N/N

>55/
C459100
1 1091 
10911002

3^ INFEC Otitis media/
BILATERAL SERIOUS OTITIS 

MEDIA

1 16AUG2020 18/C 1 No O NA/TC N N/N

>55/
C459100
1 1091 
10911026

3^ INFEC Urinary tract infection/
urinary tract infection

2 15SEP2020 1/4 1 No O NA/TC R 
(18SEP2020)

N/N

>55/
C459100
1 1091 
10911041

3^ INJ&P Arthropod bite/
insect bite

2 28AUG2020 3/21 1 No O NA/TC R 
(17SEP2020)

N/N

>55/
C459100
1 1091 
10911050

3^ INJ&P Fall/
Fall

1 21AUG2020 17/1 1 No O NA R 
(21AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Skin abrasion/
left knee abrasion

1 21AUG2020 17/8 1 No O NA R 
(28AUG2020)

N/N

MUSC Arthralgia/
left knee pain

1 21AUG2020 17/8 1 No O NA R 
(28AUG2020)

N/N

Flank pain/
left flank pain

1 21AUG2020 17/8 1 No O NA R 
(28AUG2020)

N/N

>55/
C459100
1 1091 
10911055

3^ INFEC Herpes zoster/
shingles

2 18SEP2020 26/C 2 No O NA/TC RG N/N

>55/
C459100
1 1091 
10911059

3^ INJ&P Muscle rupture/
Torn left hamstring

2 30AUG2020 4/19 2 No O NA/TC RS 
(17SEP2020)

N/N

VASC Hypotension/
hypotension

2 30AUG2020 4/1 2 No O NA/TCN R 
(30AUG2020)

N/N

>55/
C459100
1 1091 
10911081

3^ GASTR Diarrhoea/
diarrhea

2 27SEP2020 33/3 1 No O NA R 
(29SEP2020)

N/N

INFEC Otitis media/
otitis media, bilateral

2 30SEP2020 36/3 2 No O NA/TC R 
(02OCT2020)

N/N

Sinusitis/
sinusitis

2 30SEP2020 36/3 2 No O NA/TC R 
(02OCT2020)

N/N

>55/
C459100
1 1091 
10911112

3^ GENRL Injection site pain/
injection site pain

2 19SEP2020 19/C 1 Yes NA RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1091 
10911127

3^ MUSC Pain in extremity/
left arm pain

2 15SEP2020 2/5 1 Yes NA R 
(19SEP2020)

N/N

MUSC Myalgia/
myalgia

2 16SEP2020 3/1 1 Yes NA R 
(16SEP2020)

N/N

>55/
C459100
1 1091 
10911170

3^ BLOOD Lymphadenopathy/
enlarged left axillary lymph node

1 03SEP2020 10/28 1 Yes NA R 
(30SEP2020)

N/N

>55/
C459100
1 1091 
10911191

3^ MUSC Myalgia/
generalized myalgias

2 17SEP2020 2/2 1 Yes NA/TC R 
(18SEP2020)

N/N

>55/
C459100
1 1091 
10911193

3^ MUSC Pain in extremity/
left arm pain

1 28AUG2020 1/2 1 Yes NA R 
(29AUG2020)

N/N

>55/
C459100
1 1091 
10911195

3^ GENRL Pain/
generalized body aches

1 29AUG2020 2/7 1 Yes NA R 
(04SEP2020)

N/N

GENRL Fatigue/
fatigue

2 15SEP2020 1/6 1 Yes NA R 
(20SEP2020)

N/N

Injection site pain/
injection site pain

2 15SEP2020 1/3 1 Yes NA RS 
(17SEP2020)

N/N

Pain/
generalized body aches

2 15SEP2020 1/6 1 Yes NA R 
(20SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1091 
10911205

3^ GENRL Injection site pain/
soreness at injection

1 03SEP2020 4/3 1 Yes NA R 
(05SEP2020)

N/N

>55/
C459100
1 1091 
10911209

3^ GENRL Pyrexia/
fever

2 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

>55/
C459100
1 1091 
10911211

3^ GENRL Injection site pain/
injection site soreness

1 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/N

>55/
C459100
1 1091 
10911213

3^ GENRL Injection site pain/
injection site soreness

1 02SEP2020 2/8 1 Yes NA R 
(09SEP2020)

N/N

GENRL Injection site erythema/
injection site redness

2 22SEP2020 2/3 1 Yes NA R 
(24SEP2020)

N/N

Injection site pain/
injection site pain

2 22SEP2020 2/3 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1091 
10911222

3^ GENRL Injection site pain/
Soreness at injection site

1 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

Injection site pain/
Injection site pain

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Myalgia

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

NERV Headache/
Headache

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1091 
10911230

3^ GENRL Injection site pain/
Left arm pain at injection site

1 02SEP2020 1/3 1 Yes NA R 
(04SEP2020)

N/N

GENRL Chills/
Chills

2 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/N

Injection site pain/
Left arm pain at injection site

2 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/N

>55/
C459100
1 1091 
10911231

3^ MUSC Myalgia/
myalgia

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N

Pain in extremity/
left arm pain

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N

MUSC Myalgia/
generalized myalgia

2 22SEP2020 2/3 1 Yes NA/TC R 
(24SEP2020)

N/N

>55/
C459100
1 1091 
10911234

3^ MUSC Myalgia/
Myalgia

2 24SEP2020 1/3 1 Yes NA/TC R 
(26SEP2020)

N/N

GASTR Diarrhoea/
Diarrhea

2 26SEP2020 3/1 1 Yes NA R 
(26SEP2020)

N/N

>55/
C459100

3^ GENRL Chills/
chills (without fever)

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1091 
10911242

Fatigue/
fatigue

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

NERV Headache/
Headache

2 22SEP2020 1/2 1 Yes NA/TC R 
(23SEP2020)

N/N

>55/
C459100
1 1091 
10911243

3^ GENRL Chills/
chills (without fever)

1 06SEP2020 4/3 1 Yes NA R 
(08SEP2020)

N/N

>55/
C459100
1 1091 
10911247

3^ GASTR Dental caries/
dental cavity

1 17SEP2020 15/1 1 No O NA R 
(17SEP2020)

N/N

INJ&P Arthropod sting/
Itching due to Beestings

1 17SEP2020 15/5 2 No O NA/TC R 
(21SEP2020)

N/N

Arthropod sting/
Swelling due to Beestings

1 17SEP2020 15/5 1 No O NA/TC R 
(21SEP2020)

N/N

>55/
C459100
1 1091 
10911249

3^ GENRL Fatigue/
Fatigue

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

Injection site pain/
R arm injection site pain

2 22SEP2020 1/7 1 Yes NA R 
(28SEP2020)

N/N

GENRL Chills/
Chills

2 23SEP2020 2/1 1 Yes NA R 
(23SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 23SEP2020 2/1 1 Yes NA R 
(23SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

EAR Vertigo positional/
Benign Paroxysmal Positional 

Vertigo

2 17OCT2020 26/4 2 No O NA/TC R 
(20OCT2020)

N/N

>55/
C459100
1 1091 
10911258

3^ INFEC Otitis media bacterial/
L ear bacterial otitis media 

(medical history)

1 14SEP2020 6/C 2 No O NA/TC RG N/N

>55/
C459100
1 1091 
10911268

3^ GENRL Injection site pain/
Injection Site Pain

2 28SEP2020 1/5 1 Yes NA R 
(02OCT2020)

N/N

GENRL Malaise/
Malaise

2 29SEP2020 2/2 1 Yes NA R 
(30SEP2020)

N/N

>55/
C459100
1 1091 
10911269

3^ GENRL Fatigue/
fatigue

1 10SEP2020 2/8 1 Yes NA R 
(17SEP2020)

N/N

Injection site pain/
Pain at Injection site

1 10SEP2020 2/8 1 Yes NA R 
(17SEP2020)

N/N

NERV Headache/
headache

1 10SEP2020 2/8 1 No O NA/TC R 
(17SEP2020)

N/N

RESP Rhinalgia/
Right Nostril Pain

1 10SEP2020 2/8 1 No O NA R 
(17SEP2020)

N/N

RESP Throat irritation/
throat irritation

1 12SEP2020 4/6 1 No O NA R 
(17SEP2020)

N/N

GASTR Toothache/
Toothache, Unspecified Right 

Side

1 19SEP2020 11/8 1 No O NA/TC R 
(26SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INFEC Tooth infection/
Infection of tooth

1 19SEP2020 11/8 1 No O NA/TC R 
(26SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 29SEP2020 1/11 1 Yes NA R 
(09OCT2020)

N/N

GENRL Fatigue/
Fatigue

2 30SEP2020 2/8 1 Yes NA R 
(07OCT2020)

N/N

NERV Headache/
Headaches

2 30SEP2020 2/8 1 Yes NA/TC R 
(07OCT2020)

N/N

>55/
C459100
1 1091 
10911272

3^ GENRL Injection site pain/
Mild pain right arm at injection 

site

1 10SEP2020 1/8 1 Yes NA R 
(17SEP2020)

N/N

GENRL Injection site pain/
Mild Pain R Arm at Injection 

Site

2 29SEP2020 1/4 1 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1091 
10911274

3^ SKIN Angioedema/
periorbital angioedema

1 11SEP2020 2/3 1 No O NA/TC R 
(13SEP2020)

N/N

SKIN Angioedema/
periorbital angioedema

1 27SEP2020 18/2 1 No O NA/TC/TCN R 
(28SEP2020)

N/N

>55/
C459100
1 1091 
10911292

3^ GENRL Fatigue/
Fatigue

1 18SEP2020 8/C 2 No O NA RG N/N

Malaise/
malaise

1 18SEP2020 8/C 1 No O NA RG N/N

METAB Decreased appetite/
loss of appetite

1 18SEP2020 8/C 1 No O NA RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1091 
10911294

3^ NERV Headache/
headache

2 05OCT2020 1/C 1 Yes NA/TC N N/N

GENRL Fatigue/
fatigue

2 06OCT2020 2/C 1 Yes NA N N/N

Injection site pain/
injection site pain

2 06OCT2020 2/C 1 Yes NA N N/N

Pyrexia/
fever

2 06OCT2020 2/C 1 Yes NA N N/N

MUSC Arthralgia/
arthralgias

2 06OCT2020 2/C 1 Yes NA N N/N

>55/
C459100
1 1091 
10911318

3^ GENRL Injection site pain/
Injection Site Pain

2 06OCT2020 1/4 1 Yes NA R 
(09OCT2020)

N/N

>55/
C459100
1 1091 
10911335

3^ GENRL Chills/
chills

2 14OCT2020 1/1 1 Yes NA R 
(14OCT2020)

N/N

MUSC Myalgia/
myalgia

2 14OCT2020 1/1 1 Yes NA R 
(14OCT2020)

N/N

NERV Headache/
headache

2 14OCT2020 1/1 1 Yes NA R 
(14OCT2020)

N/N

>55/
C459100
1 1091 
10911337

3^ GENRL Fatigue/
fatigue

2 15OCT2020 2/2 1 Yes NA R 
(16OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
fever

2 15OCT2020 2/2 1 Yes NA/TC R 
(16OCT2020)

N/N

NERV Headache/
headache

2 15OCT2020 2/2 1 Yes NA/TC R 
(16OCT2020)

N/N

>55/
C459100
1 1091 
10911345

3^ GENRL Injection site pain/
injection site pain

2 19OCT2020 1/2 1 Yes NA R 
(20OCT2020)

N/N

GENRL Chills/
chills

2 20OCT2020 2/2 1 Yes NA R 
(21OCT2020)

N/N

Fatigue/
fatigue

2 20OCT2020 2/2 1 Yes NA R 
(21OCT2020)

N/N

>55/
C459100
1 1091 
10911354

3^ GENRL Injection site pain/
Injection Site Pain

1 08OCT2020 2/2 1 Yes NA R 
(09OCT2020)

N/N

>55/
C459100
1 1092 
10921006

3^ RESP Paranasal sinus discomfort/
sinus pressure

1 19AUG2020 1/3 1 Yes NA/TC R 
(21AUG2020)

N/N

GASTR Diarrhoea/
Diarrhea

2 09SEP2020 2/1 1 No O NA R 
(09SEP2020)

N/N

>55/
C459100
1 1092 
10921007

3^ GENRL Chills/
Chills

2 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

MUSC Myalgia/
myalgia

2 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1092 
10921010

3^ INFEC Vulvovaginitis/
Vulvovaginitis

1 03SEP2020 16/40 1 No O NA/TC R 
(12OCT2020)

N/N

>55/
C459100
1 1092 
10921015

3^ CARD Atrial fibrillation/
Arrhythmia atrial fibrillation

1 26AUG2020 8/2 2 No O NA/TC R 
(27AUG2020)

Y/N

INV Troponin increased/
Elevated troponin

1 26AUG2020 8/1 1 No O NA R 
(26AUG2020)

N/N

>55/
C459100
1 1092 
10921040

3^ EAR Vertigo positional/
intermittent positional vertigo

1 05SEP2020 16/7 1 No O NA/TC R 
(11SEP2020)

N/N

MUSC Back pain/
constant right low back pain

1 05SEP2020 16/5 1 No O NA/TC R 
(09SEP2020)

N/N

GENRL Pyrexia/
Fever

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

NERV Lethargy/
Lethargy

2 11SEP2020 3/4 1 Yes NA R 
(14SEP2020)

N/N

INFEC Sinusitis/
sinus infection

2 15SEP2020 7/6 1 No O NA/TC R 
(20SEP2020)

N/N

RESP Sinus congestion/
sinus congestion

2 15SEP2020 7/6 1 No O NA/TC R 
(20SEP2020)

N/N

>55/
C459100
1 1092 
10921046

3^ GENRL Pyrexia/
Fever

1 25AUG2020 2/2 1 Yes NA/TC R 
(26AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

RESP Asthma/
Asthma exacerbation

2 21SEP2020 8/9 1 No O NA/TC R 
(29SEP2020)

N/N

>55/
C459100
1 1092 
10921049

3^ NERV Headache/
Headcache

1 24AUG2020 1/3 1 Yes NA/TC R 
(26AUG2020)

N/N

GENRL Pyrexia/
Fever

1 25AUG2020 2/2 1 Yes NA R 
(26AUG2020)

N/N

MUSC Myalgia/
generalized myalgia

1 25AUG2020 2/2 1 Yes NA R 
(26AUG2020)

N/N

GENRL Chills/
Chills

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

Injection site pain/
Injection Site Pain

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

Pyrexia/
Fever

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

NERV Headache/
Headache

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

>55/
C459100
1 1092 
10921057

3^ INJ&P Animal bite/
dog bite

2 26SEP2020 12/1 1 No O NA/TC R 
(26SEP2020)

N/N

>55/
C459100
1 1092 
10921062

3^ RESP Respiratory tract congestion/
Chest Congestion

2 18SEP2020 5/10 1 No O NA/TC R
(27SEP2020)

N/N

Upper respiratory tract 
congestion/

Head congestion

2 18SEP2020 5/10 1 No O NA/TC R 
(27SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INFEC Laryngitis/
Laryngitis

2 28SEP2020 15/14 1 No O NA/TC R 
(11OCT2020)

N/N

RESP Asthma/
Asthma exacerbation

2 28SEP2020 15/14 1 No O NA/TC R 
(11OCT2020)

N/N

>55/
C459100
1 1092 
10921072

3^ GENRL Chills/
chills

1 26AUG2020 2/1 1 Yes NA R 
(26AUG2020)

N/N

NERV Dizziness/
continuous lightheadedness

1 26AUG2020 2/1 1 Yes NA R 
(26AUG2020)

N/N

Headache/
generalized dull headache

1 26AUG2020 2/1 1 Yes NA R 
(26AUG2020)

N/N

Lethargy/
continuous lethargy

1 26AUG2020 2/1 1 Yes NA R 
(26AUG2020)

N/N

>55/
C459100
1 1092 
10921089

3^ GENRL Pain/
generalized achiness

2 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

Pyrexia/
fever

2 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

>55/
C459100
1 1092 
10921094

3^ NERV Lethargy/
lethargy

1 28AUG2020 2/2 1 Yes NA R 
(29AUG2020)

N/N

>55/
C459100
1 1092 
10921108

3^ SKIN Rash pruritic/
pruritic rash

1 06SEP2020 3/C 1 No O NA/TC N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1092 
10921115

3^ INFEC Skin infection/
skin infection left elbow

1 03SEP2020 4/4 1 No O NA/TC R 
(06SEP2020)

N/N

INFEC Paronychia/
paronychia right middle finger

2 10OCT2020 20/8 1 No O NA/TC R 
(17OCT2020)

N/N

>55/
C459100
1 1092 
10921116

3^ INJ&P Mouth injury/
laceration of mouth

1 07SEP2020 8/11 2 No O NA/TC R 
(17SEP2020)

N/N

Skin laceration/
laceration left hand

1 07SEP2020 8/11 2 No O NA/TC R 
(17SEP2020)

N/N

Skin laceration/
laceration right elbow

1 07SEP2020 8/11 2 No O NA/TC R 
(17SEP2020)

N/N

>55/
C459100
1 1092 
10921120

3^ INFEC Urinary tract infection/
Urinary Tract Infection

2 06OCT2020 15/5 1 No O NA/TC R 
(10OCT2020)

N/N

>55/
C459100
1 1092 
10921123

3^ EYE Eye swelling/
Swelling of eyes

1 17SEP2020 17/2 2 No CD NA/TC R 
(18SEP2020)

N/N

GASTR Lip swelling/
Swelling of lip

1 17SEP2020 17/2 2 No CD NA/TC R 
(18SEP2020)

N/N

SKIN Urticaria/
Hives (Urticaria)

1 17SEP2020 17/2 2 No CD NA/TC R 
(18SEP2020)

N/N

GASTR Abdominal pain upper/
Epigastric Pain

1 07OCT2020 37/2 3 No O NA/TC R 
(08OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Chronic gastritis/
Chronic Focally Active Gastritis

1 07OCT2020 37/C 2 No O NA N N/N

>55/
C459100
1 1092 
10921136

3^ GENRL Injection site induration/
induration at injection site

1 01SEP2020 1/3 1 Yes NA R 
(03SEP2020)

N/Y

Injection site pain/
left arm injection site pain

1 01SEP2020 1/3 1 Yes NA R 
(03SEP2020)

N/Y

NERV Headache/
headache unknown type

1 02SEP2020 2/2 2 Yes NA/TC R 
(03SEP2020)

N/N

NERV Lethargy/
lethargy

1 03SEP2020 3/3 1 Yes NA R 
(05SEP2020)

N/N

GENRL Injection site pain/
pain in arm at injection site

1 20SEP2020 20/4 1 Yes NA R 
(23SEP2020)

N/N

NERV Headache/
headache

2 23SEP2020 2/3 2 Yes NA/TC R 
(25SEP2020)

N/N

Lethargy/
lethargy

2 23SEP2020 2/3 1 Yes NA R 
(25SEP2020)

N/N

>55/
C459100
1 1092 
10921137

3^ NERV Lethargy/
lethargy

2 23SEP2020 1/4 1 Yes NA/TC R 
(26SEP2020)

N/N

>55/
C459100
1 1092 
10921140

3^ GENRL Injection site pain/
left arm muscle pain at injection 

site

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N

>55/
C459100

3^ GASTR Nausea/
nausea

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1092 
10921152

GENRL Chills/
chills

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

Injection site pain/
injection site pain

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

SKIN Hyperhidrosis/
sweating

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

EAR Vertigo/
vertigo

2 25SEP2020 2/1 2 Yes NA R 
(25SEP2020)

N/N

GASTR Retching/
dry heaves

2 25SEP2020 2/1 2 Yes NA R 
(25SEP2020)

N/N

GENRL Malaise/
malaise

2 25SEP2020 2/1 2 Yes NA R 
(25SEP2020)

N/N

INV Respiratory rate increased/
increased respiratory rate

2 25SEP2020 2/1 2 Yes NA R 
(25SEP2020)

N/N

>55/
C459100
1 1092 
10921155

3^ GASTR Diarrhoea/
Diarrhea

1 09SEP2020 7/4 1 No O NA R 
(12SEP2020)

N/N

GENRL Pyrexia/
Fever

1 09SEP2020 7/4 1 No O NA R 
(12SEP2020)

N/N

GASTR Diarrhoea/
diarrhea

2 11OCT2020 4/2 1 Yes NA R 
(12OCT2020)

N/N

NERV Headache/
headache

2 11OCT2020 4/2 1 Yes NA R 
(12OCT2020)

N/N

>55/
C459100

3^ MUSC Back pain/
lower back pain

2 25OCT2020 26/8 1 No O NA/TC R 
(01NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1092 
10921171

>55/
C459100
1 1092 
10921172

3^ NERV Headache/
headache

1 13SEP2020 5/3 1 No O NA/TC R 
(15SEP2020)

N/N

>55/
C459100
1 1092 
10921180

3^ GENRL Injection site pain/
Injection site tenderness

1 11SEP2020 2/2 1 Yes NA/TC R 
(12SEP2020)

N/N

INJ&P Contusion/
contusion to head

1 25SEP2020 16/1 2 No O NA/TC R 
(25SEP2020)

N/N

Fall/
fall

1 25SEP2020 16/1 2 No O NA/TC R 
(25SEP2020)

N/N

Skin laceration/
laceration left elbow

1 25SEP2020 16/4 2 No O NA/TC R 
(28SEP2020)

N/N

>55/
C459100
1 1092 
10921187

3^ CARD Cardiac failure congestive/
Congestive heart failure

1 01OCT2020 17/3 2 No O NA/TC R 
(03OCT2020)

Y/N

>55/
C459100
1 1092 
10921194

3^ INJ&P Head injury/
hit head on steering wheel

2 02NOV2020 20/1 1 No O NA R 
(02NOV2020)

N/N

Road traffic accident/
motor vehicle accident while 

subject was driving

2 02NOV2020 20/1 1 No O NA R 
(02NOV2020)

N/N

NERV Headache/
headache

2 02NOV2020 20/2 2 No O NA R 
(03NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1092 
10921196

3^ GENRL Injection site pain/
Injection site tenderness

1 05OCT2020 1/2 1 Yes NA R 
(06OCT2020)

N/N

GENRL Injection site pain/
Injection Site Tenderness

2 26OCT2020 1/2 1 Yes NA R 
(27OCT2020)

N/N

>55/
C459100
1 1092 
10921212

3^ INFEC Urinary tract infection/
Urinary Tract Infection

1 27OCT2020 21/11 1 No O NA/TC R 
(06NOV2020)

N/N

>55/
C459100
1 1093 
10931005

3^ INFEC Otitis media/
BILATERAL INNER OTITIS 

MEDIA

1 03SEP2020 20/18 1 No O NA/TC R 
(20SEP2020)

N/N

>55/
C459100
1 1093 
10931023

3^ GENRL Injection site erythema/
REDNESS AT INJECTION 

SITE

1 21AUG2020 3/33 1 Yes NA R 
(22SEP2020)

N/N

GENRL Chills/
CHILLS

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

Fatigue/
FATIGUE

2 09SEP2020 1/17 1 Yes NA R 
(25SEP2020)

N/N

Injection site pain/
INJECTION SITE PAIN

2 09SEP2020 1/22 1 Yes NA/TC R 
(30SEP2020)

N/N

NERV Headache/
HEADACHE

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

SKIN Hyperhidrosis/
SWEATING

2 09SEP2020 1/17 1 Yes NA R 
(25SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1093 
10931122

3^ RESP Asthma/
ASTHMA EXACERBATION

2 16OCT2020 17/5 2 No O NA/TCN R 
(20OCT2020)

N/N

>55/
C459100
1 1094 
10941009

3^ SKIN Erythema/
Redness left and right arm

2 23SEP2020 23/1 2 No O NA R 
(23SEP2020)

N/N

INFEC Urinary tract infection/
urinary tract infection

2 28SEP2020 28/7 2 No O NA/TC R 
(04OCT2020)

N/N

>55/
C459100
1 1094 
10941014

3^ CARD Palpitations/
palpitation

2 03OCT2020 32/C 1 No O NA N N/N

>55/
C459100
1 1094 
10941072

3^ NEOPL Breast cancer/
Right breast cancer

1 10SEP2020 11/C 3 No O NA N N/N

>55/
C459100
1 1094 
10941073

3^ MUSC Pain in extremity/
Left arm musculoskeletal pain

1 01SEP2020 2/C 2 Yes NA/TC N N/N

>55/
C459100
1 1094 
10941085

3^ PSYCH Dysphemia/
stutter

2 01OCT2020 4/C 1 No O NA N N/N

>55/
C459100
1 1094 
10941096

3^ BLOOD Iron deficiency anaemia/
Iron deficiency anemia

2 30SEP2020 3/C 1 No O NA/TC N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

METAB Vitamin B12 deficiency/
Vitamin B12 DEFICIENCY

2 30SEP2020 3/C 1 No O NA/TC N N/N

>55/
C459100
1 1094 
10941103

3^ GENRL Asthenia/
General Weakness

1 07SEP2020 1/16 2 Yes NA R 
(22SEP2020)

N/N

GASTR Nausea/
Nausea

1 08SEP2020 2/4 2 No O NA R 
(11SEP2020)

N/N

NERV Dizziness/
Dizziness

1 08SEP2020 2/15 2 No O NA R 
(22SEP2020)

N/N

INJ&P Skin abrasion/
Left forearm abrasion

2 24OCT2020 27/C 1 No O NA RG N/N

>55/
C459100
1 1094 
10941110

3^ CARD Palpitations/
Palpitations

1 13SEP2020 6/2 1 No O NA R 
(14SEP2020)

N/N

>55/
C459100
1 1094 
10941112

3^ MUSC Arthralgia/
joint pain

2 30SEP2020 2/5 2 No O NA/TC R 
(04OCT2020)

N/N

>55/
C459100
1 1095 
10951015

3^ MUSC Neck pain/
NECK PAIN

2 29AUG2020 9/3 1 No O NA/TC R 
(31AUG2020)

N/N

>55/
C459100
1 1095 
10951016

3^ GENRL Injection site haemorrhage/
left arm injection site ecchymosis

1 31JUL2020 1/15 1 Yes NA R 
(14AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1095 
10951032

3^ INJ&P Limb injury/
right shoulder pain secondary to 

injury

2 09SEP2020 17/C 1 No O NA RG N/N

>55/
C459100
1 1095 
10951043

3^ EYE Chalazion/
Chalazion of lower right eye

1 23AUG2020 20/6 1 No O NA R 
(28AUG2020)

N/N

>55/
C459100
1 1095 
10951048

3^ INJ&P Corneal abrasion/
Right Corneal Abrasion

1 20AUG2020 17/2 1 No O NA R 
(21AUG2020)

N/N

>55/
C459100
1 1095 
10951052

3^ INJ&P Ankle fracture/
right medial malleolus fracture

2 07SEP2020 14/C 3 No O NA/TC RG N/N

Foot fracture/
bilateral calcaneus fracture

2 07SEP2020 14/C 3 No O NA/TC/TCN RG N/N

>55/
C459100
1 1095 
10951078

3^ EYE Dacryostenosis acquired/
right lacrimal duct obstruction

1 15AUG2020 10/C 1 No O NA/TC N N/N

INFEC Gastroenteritis/
Mild gastroenteritis

1 24AUG2020 19/4 1 No O NA R 
(27AUG2020)

N/N

>55/
C459100
1 1095 
10951088

3^ INJ&P Fall/
FAll

1 13AUG2020 8/1 1 No O NA R 
(13AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Skin abrasion/
superficial abrasions on anterior 

chest

1 13AUG2020 8/18 1 No O NA/TC R 
(30AUG2020)

N/N

Skin laceration/
Superficial laceration to posterior 

head

1 13AUG2020 8/18 1 No O NA R 
(30AUG2020)

N/N

VASC Haematoma/
Hematoma right anterior chest

1 13AUG2020 8/18 1 No O NA/TC R 
(30AUG2020)

N/N

>55/
C459100
1 1095 
10951098

3^ GENRL Injection site erythema/
Erythema to injection site left 

arm

2 29AUG2020 2/7 1 Yes NA R 
(04SEP2020)

N/N

>55/
C459100
1 1095 
10951101

3^ RESP Pulmonary embolism/
Pulmonary Embolism

2 30OCT2020 64/9 3 No O NA/TC R 
(07NOV2020)

Y/N

>55/
C459100
1 1095 
10951102

3^ MUSC Joint effusion/
Left knee effusion

1 13AUG2020 7/C 1 Yes NA RG N/N

>55/
C459100
1 1095 
10951107

3^ METAB Hypoglycaemia/
Hypoglycemia

1 12AUG2020 6/1 1 No O NA/TCN R 
(12AUG2020)

N/N

NERV Dizziness/
Dizziness, secondary to 

Clonidine reaction

2 31AUG2020 5/3 2 No O NA R 
(02SEP2020)

Y/N

CARD Tachyarrhythmia/
Suspected tachy-arrythmia

2 08SEP2020 13/15 3 No O NA/TC R 
(22SEP2020)

Y/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1095 
10951113

3^ GENRL Injection site pain/
injection site pain

2 10SEP2020 2/4 1 Yes NA/TC R 
(13SEP2020)

N/N

>55/
C459100
1 1095 
10951118

3^ GENRL Fatigue/
Fatigue

2 13SEP2020 3/2 1 Yes NA R 
(14SEP2020)

N/N

INV Body temperature increased/
Elevated temperature

2 13SEP2020 3/2 1 Yes NA R 
(14SEP2020)

N/N

>55/
C459100
1 1095 
10951123

3^ GENRL Injection site pain/
injection site pain

1 24AUG2020 1/3 1 Yes NA R 
(26AUG2020)

N/Y

PSYCH Depression/
worsening of Depression

2 17SEP2020 4/C 2 No O NA/TC RG N/N

>55/
C459100
1 1095 
10951127

3^ GENRL Injection site pain/
Injection site pain Left arm

1 25AUG2020 1/2 1 Yes NA/TC R 
(26AUG2020)

N/N

>55/
C459100
1 1095 
10951130

3^ MUSC Back pain/
Mechanical low back pain

2 13OCT2020 28/1 1 No O NA/TC R 
(13OCT2020)

N/N

>55/
C459100
1 1095 
10951133

3^ GENRL Injection site pain/
injection site pain left arm

1 26AUG2020 2/3 1 Yes NA/TC R 
(28AUG2020)

N/N

MUSC Muscle spasms/
muscle spasm bilateral thighs

1 26AUG2020 2/1 1 Yes NA R 
(26AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1095 
10951136

3^ INJ&P Post concussion syndrome/
Post concussion headache

1 04SEP2020 10/10 1 No O NA/TC R 
(13SEP2020)

N/N

>55/
C459100
1 1095 
10951140

3^ GENRL Injection site pain/
injection site pain left arm

1 26AUG2020 1/2 1 Yes NA R 
(27AUG2020)

N/N

GENRL Injection site pain/
Pain at injection site, left arm

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1095 
10951151

3^ GENRL Injection site pain/
Injection site pain

2 17SEP2020 2/3 1 Yes NA R 
(19SEP2020)

N/N

Injection site swelling/
Injection site swelling

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

>55/
C459100
1 1095 
10951162

3^ GENRL Injection site pain/
injection site pain left arm

1 30AUG2020 2/1 1 Yes NA R 
(30AUG2020)

N/N

GENRL Injection site pain/
Injection site pain

2 22SEP2020 2/4 1 Yes NA R 
(25SEP2020)

N/N

INV Body temperature increased/
Elevated temperature

2 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

>55/
C459100
1 1095 
10951164

3^ GENRL Injection site pain/
Injection site reaction left arm-

myalgia

1 30AUG2020 2/1 1 Yes NA/TC R 
(30AUG2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1902

FDA-CBER-2021-5683-0127928



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
Injection site reaction-myalgia

2 17SEP2020 1/3 1 Yes NA/TC R 
(19SEP2020)

N/N

GENRL Fatigue/
fatigue

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

INV Body temperature increased/
elevated body temperature

2 18SEP2020 2/3 1 Yes NA/TC R 
(20SEP2020)

N/N

METAB Decreased appetite/
Anorexia

2 18SEP2020 2/3 1 Yes NA R 
(20SEP2020)

N/N

MUSC Musculoskeletal chest pain/
Chest Wall tightness

2 18SEP2020 2/3 2 Yes NA R 
(20SEP2020)

N/N

>55/
C459100
1 1095 
10951180

3^ MUSC Myalgia/
post vaccination myalgia

1 31AUG2020 1/1 1 Yes NA R 
(31AUG2020)

N/N

NERV Dizziness/
Dizziness

2 05NOV2020 45/2 1 No O NA R 
(06NOV2020)

Y/N

>55/
C459100
1 1095 
10951181

3^ MUSC Myalgia/
Post injection myalgia

1 01SEP2020 2/3 1 Yes NA R 
(03SEP2020)

N/N

GENRL Injection site pain/
Injection site pain right arm

2 22SEP2020 1/3 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1095 
10951204

3^ GENRL Injection site pain/
injection site pain right arm

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

GENRL Injection site pain/
Injection site pain right arm

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1903

FDA-CBER-2021-5683-0127929



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NEOPL Bladder cancer/
Bladder Cancer

2 02NOV2020 43/C 3 No O NA N Y/N

>55/
C459100
1 1095 
10951206

3^ MUSC Osteoporosis/
osteoporosis right hip

1 22SEP2020 21/C 2 No O NA N N/N

>55/
C459100
1 1095 
10951209

3^ METAB Hypokalaemia/
Hypokalemia secondary to 

diuretic use

1 17SEP2020 16/C 1 No CD NA/TC RG N/N

>55/
C459100
1 1095 
10951211

3^ GENRL Fatigue/
Post vaccination fatigue

1 02SEP2020 1/4 1 Yes NA R 
(05SEP2020)

N/N

Injection site pain/
injection site pain right arm

1 02SEP2020 1/4 1 Yes NA R 
(05SEP2020)

N/N

NERV Headache/
headache

1 02SEP2020 1/4 1 Yes NA/TC R 
(05SEP2020)

N/N

GENRL Injection site pruritus/
pruitis at injection site right arm

1 12SEP2020 11/2 1 Yes NA R 
(13SEP2020)

N/N

GENRL Malaise/
malaise post vaccination

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

GENRL Fatigue/
Fatigue post vaccination

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

Vaccination site pain/
injection site pain post 
vaccination right arm

2 23SEP2020 2/3 1 Yes NA R 
(25SEP2020)

N/N

>55/
C459100

3^ INJ&P Vaccination complication/
post vaccination malaise

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1095 
10951212

INV Body temperature increased/
elevated temperature

2 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

RESP Pleurisy/
Pleuritis

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

>55/
C459100
1 1095 
10951213

3^ GASTR Nausea/
Nausea post vaccine #2

2 23SEP2020 2/1 1 Yes NA R 
(23SEP2020)

N/N

GENRL Pyrexia/
Fever post vaccination #2

2 23SEP2020 2/1 1 Yes NA/TC R 
(23SEP2020)

N/N

MUSC Myalgia/
Myalgia post vaccine #2

2 23SEP2020 2/2 1 Yes NA/TC R 
(24SEP2020)

N/N

NERV Headache/
Headache Post Vaccination #2

2 23SEP2020 2/2 1 Yes NA/TC R 
(24SEP2020)

N/N

>55/
C459100
1 1095 
10951219

3^ INV Body temperature increased/
Elevated Tempurature

2 04NOV2020 42/2 1 No O NA/TC R 
(05NOV2020)

N/N

>55/
C459100
1 1095 
10951224

3^ GENRL Pyrexia/
Fever

2 26SEP2020 2/1 1 Yes NA R 
(26SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 26SEP2020 2/1 1 Yes NA R 
(26SEP2020)

N/N

>55/
C459100

3^ NERV Headache/
Headache

1 11SEP2020 8/2 1 Yes NA/TC R 
(12SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1095 
10951226

>55/
C459100
1 1095 
10951227

3^ GENRL Injection site pain/
injection site myalgia left arm

1 05SEP2020 2/2 1 Yes NA R 
(06SEP2020)

N/N

>55/
C459100
1 1095 
10951228

3^ GENRL Fatigue/
Fatigue

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

UNC SHORTNESS OF 
BREATH@@/

shortness of breath

2 13NOV2020 51/C 2 No O NA/TC N Y/N

>55/
C459100
1 1095 
10951238

3^ GASTR Nausea/
nausea

1 25SEP2020 1/1 1 Yes NA R 
(25SEP2020)

N/N

Vomiting/
Vomiting

1 25SEP2020 1/1 1 Yes NA R 
(25SEP2020)

N/N

>55/
C459100
1 1095 
10951239

3^ GENRL Injection site pain/
Injection site pain

1 25SEP2020 1/3 1 Yes NA/TC R 
(27SEP2020)

N/N

>55/
C459100
1 1095 
10951242

3^ GENRL Fatigue/
Fatigue post vaccine

1 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/N

NERV Headache/
Headache post vaccine #1

1 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache post-vaccination #2

2 16OCT2020 1/3 1 Yes NA/TC R 
(18OCT2020)

N/N

GENRL Malaise/
General malaise post-vaccination 

#2

2 17OCT2020 2/2 1 Yes NA R 
(18OCT2020)

N/N

MUSC Back pain/
Myalgias (back muscles) post-

vaccination #2

2 17OCT2020 2/2 1 Yes NA R 
(18OCT2020)

N/N

>55/
C459100
1 1095 
10951252

3^ GENRL Injection site pain/
Injection site soreness

1 28SEP2020 1/2 1 Yes NA R 
(29SEP2020)

N/N

>55/
C459100
1 1095 
10951263

3^ GASTR Diarrhoea/
diarrhea

2 27OCT2020 2/2 1 Yes NA R 
(28OCT2020)

N/N

GENRL Fatigue/
Fatigue

2 27OCT2020 2/2 1 Yes NA R 
(28OCT2020)

N/N

>55/
C459100
1 1095 
10951264

3^ GENRL Injection site pain/
Pain at injection site right arm

1 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

>55/
C459100
1 1096 
10961002

3^ GASTR Diarrhoea/
Diarrhea

2 06SEP2020 3/5 3 Yes NA R 
(10SEP2020)

N/N

NERV Headache/
Intermittent headaches

2 18SEP2020 15/C 1 Yes NA/TC N N/N09
01
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1096 
10961020

3^ GENRL Injection site erythema/
Erythema around injection 

vaccine

2 21SEP2020 18/3 1 No O NA R 
(23SEP2020)

N/N

Injection site pain/
Soreness around the injection site

2 21SEP2020 18/3 1 No O NA R 
(23SEP2020)

N/N

>55/
C459100
1 1096 
10961044

3^ INV Hepatic enzyme increased/
Elevated Liver Enzymes

2 21SEP2020 12/C 3 No O NA N Y/N

>55/
C459100
1 1096 
10961047

3^ GENRL Chills/
Chills

2 09SEP2020 2/3 1 Yes NA R 
(11SEP2020)

N/N

SKIN Dermal cyst/
Left leg cyst (sebaceous)

2 14SEP2020 7/C 1 No O NA N N/N

>55/
C459100
1 1096 
10961065

3^ IMMU
N

Seasonal allergy/
Seasonal allergies

2 22SEP2020 14/C 1 No O NA/TC N N/N

>55/
C459100
1 1096 
10961070

3^ GENRL Chills/
chills

2 11SEP2020 2/2 1 Yes NA R 
(12SEP2020)

N/N

Pyrexia/
fever

2 11SEP2020 2/2 1 Yes NA/TC R 
(12SEP2020)

N/N

NERV Lethargy/
lethargic

2 11SEP2020 2/2 1 Yes NA R 
(12SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

EAR Vertigo/
Vertigo

2 12SEP2020 3/41 1 Yes NA R 
(22OCT2020)

N/N

GASTR Dyspepsia/
Heart burn

2 12SEP2020 3/19 1 Yes NA/TC R 
(30SEP2020)

N/N

>55/
C459100
1 1096 
10961079

3^ GENRL Fatigue/
Fatigue

2 10SEP2020 2/1 1 Yes NA R 
(10SEP2020)

N/N

Pyrexia/
Fever

2 10SEP2020 2/1 1 Yes NA/TC R 
(10SEP2020)

N/N

>55/
C459100
1 1096 
10961092

3^ INFEC Sinusitis/
Sinus infection

2 22SEP2020 13/C 2 No O NA/TC N N/N

>55/
C459100
1 1096 
10961094

3^ INJ&P Skin laceration/
right hand laceration

1 05SEP2020 15/21 1 No O NA/TC R 
(25SEP2020)

N/N

INFEC Trichomoniasis/
trichomoniasis

1 10SEP2020 20/23 1 No O NA/TC R 
(02OCT2020)

N/N

>55/
C459100
1 1096 
10961117

3^ NERV Dizziness/
DIZZINESS

1 24AUG2020 1/2 1 Yes NA R 
(25AUG2020)

N/N

GASTR Diarrhoea/
DIARRHEA

1 25AUG2020 2/2 1 Yes NA R 
(26AUG2020)

N/N

Nausea/
NAUSEA

1 25AUG2020 2/2 1 Yes NA R 
(26AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
WORSENING HEADACHES

1 25AUG2020 2/4 1 Yes NA R 
(28AUG2020)

N/N

>55/
C459100
1 1096 
10961124

3^ GENRL Fatigue/
Fatigue

2 16SEP2020 2/2 1 Yes NA/TC R 
(17SEP2020)

N/N

>55/
C459100
1 1096 
10961129

3^ GENRL Chills/
Chills

2 16SEP2020 2/1 1 Yes NA R 
(16SEP2020)

N/N

Injection site erythema/
Injection site redness

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

Injection site swelling/
Injection site swelling

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

NERV Headache/
Headache

2 16SEP2020 2/3 1 Yes NA/TC R 
(18SEP2020)

N/N

INFEC Sinusitis/
Sinus infections

2 04OCT2020 20/C 2 No O NA/TC N N/N

>55/
C459100
1 1096 
10961133

3^ MUSC Arthralgia/
left knee pain

1 03SEP2020 10/C 2 No O NA/TC N N/N

INJ&P Meniscus injury/
torn meniscus left knee

1 15SEP2020 22/C 2 No O NA/TC N N/N

>55/
C459100
1 1096 
10961156

3^ MUSC Myalgia/
Muscle pain

2 20SEP2020 4/2 1 No O NA R 
(21SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1096 
10961159

3^ GENRL Injection site pain/
Soreness at injection site*

28AUG2020 1/3 2 Yes NA R 
(30AUG2020)

N/N

>55/
C459100
1 1096 
10961160

3^ GASTR Abdominal pain/
Abdominal pain

1 11SEP2020 15/7 2 No O NA R 
(17SEP2020)

N/N

RESP Nasal congestion/
Nasal congestion

1 17SEP2020 21/C 2 No O NA N N/N

Oropharyngeal pain/
Sore throat

1 17SEP2020 21/C 1 No O NA N N/N

>55/
C459100
1 1096 
10961164

3^ GENRL Injection site pain/
INJECTION SITE SORENESS

2 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

>55/
C459100
1 1096 
10961166

3^ GENRL Pain/
generalized body aches

2 16SEP2020 1/4 1 Yes NA R 
(19SEP2020)

N/N

GENRL Pyrexia/
fever

2 17SEP2020 2/3 1 Yes NA R 
(19SEP2020)

N/N

>55/
C459100
1 1096 
10961167

3^ GENRL Injection site pain/
injection site tenderness

1 28AUG2020 1/3 1 Yes NA R 
(30AUG2020)

N/N

GENRL Chills/
chills

1 29AUG2020 2/1 1 Yes NA R 
(29AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Pain/
GENERALIZED BODY 

ACHES

2 17SEP2020 1/2 1 Yes NA/TC R 
(18SEP2020)

N/N

Pyrexia/
FEVER

2 17SEP2020 1/2 1 Yes NA/TC R 
(18SEP2020)

N/N

>55/
C459100
1 1096 
10961182

3^ GENRL Injection site erythema/
Redness around injection site

1 29AUG2020 1/1 1 Yes NA R 
(29AUG2020)

N/N

Injection site pain/
Pain around the injection site

1 29AUG2020 1/1 2 Yes NA R 
(29AUG2020)

N/N

GASTR Glossodynia/
tongue soreness

2 19SEP2020 1/2 1 Yes NA R 
(20SEP2020)

N/N

GENRL Pain/
generalized body aches

2 20SEP2020 2/2 1 Yes NA R 
(21SEP2020)

N/N

MUSC Arthralgia/
LEFT SIDE HIP PAIN

2 25SEP2020 7/C 2 No O NA/TC N N/N

MUSC Back pain/
LOWER LEFT BACK PAIN

2 01OCT2020 13/9 2 No O NA/TC R 
(09OCT2020)

N/N

>55/
C459100
1 1096 
10961184

3^ GENRL Injection site pain/
INJECTION SITE SORENESS

2 19SEP2020 1/2 1 Yes NA R 
(20SEP2020)

N/N

GENRL Pyrexia/
FEVER

2 20SEP2020 2/2 2 Yes NA R 
(21SEP2020)

N/N

MUSC Myalgia/
GENERALIZED MUSLE 

ACHES

2 20SEP2020 2/2 1 Yes NA R 
(21SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
HEADACHE

2 20SEP2020 2/2 2 Yes NA R 
(21SEP2020)

N/N

>55/
C459100
1 1096 
10961191

3^ GENRL Injection site pain/
INJECTION SITE 

TENDERNESS IN LEFT ARM

1 30AUG2020 2/4 1 Yes NA R 
(02SEP2020)

N/N

GASTR Diarrhoea/
Diarrhea

2 17SEP2020 1/2 1 Yes NA/TC R 
(18SEP2020)

N/N

GENRL Injection site pain/
Injection site tenderness in left 

arm.

2 17SEP2020 1/3 1 Yes NA R 
(19SEP2020)

N/N

>55/
C459100
1 1096 
10961192

3^ GENRL Injection site pain/
injection site soreness

2 18SEP2020 1/1 1 Yes NA R 
(18SEP2020)

N/N

>55/
C459100
1 1096 
10961201

3^ GENRL Injection site pain/
Injection site soreness

1 01SEP2020 2/1 1 Yes NA R 
(01SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

Pyrexia/
Fever

2 22SEP2020 2/2 1 Yes NA/TC R 
(23SEP2020)

N/N

MUSC Myalgia/
Muscle pain

2 22SEP2020 2/3 1 Yes NA/TC R 
(24SEP2020)

N/N

>55/
C459100
1 1096 
10961202

3^ GENRL Fatigue/
Fatigue

2 30SEP2020 2/16 1 No O NA R 
(15OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

BLOOD Anaemia/
anemia

2 02NOV2020 35/C 1 No O NA/TC N N/N

>55/
C459100
1 1096 
10961204

3^ GENRL Injection site pain/
injection site soreness

2 21SEP2020 1/3 2 Yes NA/TC R 
(23SEP2020)

N/N

>55/
C459100
1 1096 
10961232

3^ GENRL Injection site pruritus/
itchy around site injection

2 22SEP2020 1/8 1 Yes NA R 
(29SEP2020)

N/N

>55/
C459100
1 1096 
10961241

3^ GENRL Chills/
chills

2 26SEP2020 2/2 2 Yes NA R 
(27SEP2020)

N/N

Fatigue/
Fatigue

2 26SEP2020 2/2 2 Yes NA R 
(27SEP2020)

N/N

>55/
C459100
1 1096 
10961248

3^ GENRL Injection site erythema/
INJECTION SITE REDNESS

1 04SEP2020 1/2 1 Yes NA R 
(05SEP2020)

N/N

Injection site pain/
INJECTION SITE 

TENDERNESS

1 04SEP2020 1/3 2 Yes NA/TC R 
(06SEP2020)

N/N

Injection site swelling/
INJECTION SITE SWELLING

1 04SEP2020 1/2 1 Yes NA R 
(05SEP2020)

N/N

INV Body temperature increased/
INCREASED BODY 

TEMPERATURE

1 04SEP2020 1/2 1 Yes NA R 
(05SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
INJECTION SITE 

TENDERNESS

2 25SEP2020 1/5 2 Yes NA R 
(29SEP2020)

N/N

Pain/
GENERALIZED BODY 

ACHES

2 25SEP2020 1/2 2 Yes NA R 
(26SEP2020)

N/N

Pyrexia/
FEVER

2 25SEP2020 1/2 1 Yes NA/TC R 
(26SEP2020)

N/N

>55/
C459100
1 1096 
10961252

3^ GENRL Injection site pain/
Injection site soreness

1 04SEP2020 1/4 1 Yes NA R 
(07SEP2020)

N/N

GENRL Injection site erythema/
Injection site redness

1 05SEP2020 2/5 1 Yes NA R 
(09SEP2020)

N/N

>55/
C459100
1 1096 
10961260

3^ GENRL Injection site pain/
Injection site soreness

2 26SEP2020 1/4 2 Yes NA R 
(29SEP2020)

N/N

INJ&P Joint injury/
Left knee injury

2 26SEP2020 1/C 2 No O NA/TC N N/N

>55/
C459100
1 1096 
10961270

3^ GENRL Injection site pain/
INJECTION SITE SORENESS 

IN LEFT ARM

1 06SEP2020 2/2 2 Yes NA R 
(07SEP2020)

N/N

Pain/
GENERALIZED BODY 

ACHES

1 06SEP2020 2/2 1 Yes NA R 
(07SEP2020)

N/N

Pyrexia/
FEVER

1 06SEP2020 2/2 2 Yes NA R 
(07SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INV Body temperature increased/
INCREASED BODY 

TEMPERATURE

1 06SEP2020 2/1 1 Yes NA/TC R 
(06SEP2020)

N/N

NERV Headache/
HEADACHE

1 06SEP2020 2/1 1 Yes NA R 
(06SEP2020)

N/N

SKIN Rash/
Rash, breasts

1 06SEP2020 2/C 1 Yes NA N N/N

GENRL Chills/
Chills

2 24SEP2020 1/3 1 Yes NA R
(26SEP2020)

N/N

Fatigue/
Fatigue

2 24SEP2020 1/3 2 Yes NA R 
(26SEP2020)

N/Y

Injection site pain/
INJECTION SITE SORENESS 

IN LEFT ARM

2 24SEP2020 1/3 1 Yes NA R 
(26SEP2020)

N/N

Pyrexia/
Fever

2 24SEP2020 1/3 1 Yes NA/TC R 
(26SEP2020)

N/N

MUSC Myalgia/
Generalized muscle aches

2 24SEP2020 1/3 1 Yes NA R 
(26SEP2020)

N/N

NERV Headache/
Headache

2 24SEP2020 1/3 1 Yes NA R 
(26SEP2020)

N/N

>55/
C459100
1 1096 
10961273

3^ GENRL Fatigue/
Fatigue

2 25SEP2020 2/2 2 Yes NA R 
(26SEP2020)

N/N

Injection site pain/
Injection site pain

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

Injection site swelling/
Injection site swelling

2 25SEP2020 2/1 2 Yes NA R 
(25SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

GENRL Chills/
Chills

2 26SEP2020 3/1 2 Yes NA R 
(26SEP2020)

N/N

SKIN Hyperhidrosis/
Sweating

2 26SEP2020 3/1 1 Yes NA R 
(26SEP2020)

N/N

NERV Headache/
Intermittent Headaches

2 28SEP2020 5/13 1 Yes NA/TC R 
(10OCT2020)

N/N

>55/
C459100
1 1096 
10961281

3^ GENRL Injection site pain/
INJECTION SITE SORENESS

2 25SEP2020 1/1 1 Yes NA R 
(25SEP2020)

N/N

INFEC Hordeolum/
left eye stye

2 07OCT2020 13/C 1 No O NA/TC N N/N

>55/
C459100
1 1096 
10961283

3^ NERV Headache/
Headaches

1 06SEP2020 2/1 1 Yes NA/TC R 
(06SEP2020)

N/N

>55/
C459100
1 1096 
10961285

3^ GENRL Injection site pain/
Injection site soreness*

05SEP2020 1/2 2 Yes NA/TC R 
(06SEP2020)

N/N

>55/
C459100
1 1096 
10961295

3^ GENRL Fatigue/
fatique

2 21OCT2020 23/2 1 No O NA/TC R 
(22OCT2020)

N/N

Pain/
generalized body aches due to 

shingrix vaccine

2 21OCT2020 23/2 1 No O NA/TC R 
(22OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1096 
10961300

3^ GENRL Injection site pain/
Injection site soreness

1 08SEP2020 1/1 1 Yes NA R 
(08SEP2020)

N/N

GENRL Injection site pain/
Injection site soreness

2 29SEP2020 2/3 2 Yes NA/TC R 
(01OCT2020)

N/N

>55/
C459100
1 1096 
10961308

3^ GENRL Chills/
Chills

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

INV Body temperature increased/
Increased body temperature

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

MUSC Myalgia/
Generalized muscle aches

2 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N

>55/
C459100
1 1096 
10961329

3^ NERV Headache/
Headaches

1 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

>55/
C459100
1 1096 
10961332

3^ GENRL Injection site pain/
Injection site pain

1 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1096 
10961334

3^ INJ&P Bone contusion/
injury to right side rib (bruised)

1 28SEP2020 14/C 2 No O NA/TC N N/N

>55/
C459100
1 1096 
10961337

3^ GENRL Injection site pain/
Injection site pain

1 16SEP2020 2/3 1 Yes NA R 
(18SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

RESP Chronic obstructive pulmonary 
disease/

exacerbation of chronic 
obstructive pulmonary disease

2 24OCT2020 19/C 2 No O NA/TC N N/N

>55/
C459100
1 1096 
10961346

3^ RESP Dry throat/
dry throat

1 17SEP2020 2/1 1 No O NA R 
(17SEP2020)

N/N

>55/
C459100
1 1096 
10961356

3^ NERV Presyncope/
PRESYNCOPE

1 17SEP2020 1/1 1 Yes NA R 
(17SEP2020)

N/Y

GENRL Fatigue/
Fatigue

1 18SEP2020 2/2 2 Yes NA R 
(19SEP2020)

N/N

Injection site pain/
Injection site soreness

1 18SEP2020 2/3 2 Yes NA R 
(20SEP2020)

N/N

GENRL Injection site pain/
Injection site tenderness

2 06OCT2020 1/3 1 Yes NA R 
(08OCT2020)

N/Y

>55/
C459100
1 1096 
10961364

3^ GENRL Fatigue/
Fatigue

1 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

GENRL Injection site pain/
Injection site soreness

2 07OCT2020 1/3 1 Yes NA R 
(09OCT2020)

N/N

>55/
C459100
1 1097 
10971011

3^ INFEC Pneumonia/
Pneumonia

2 20SEP2020 12/16 3 No O NA/TC R 
(05OCT2020)

Y/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1097 
10971017

3^ INFEC Urinary tract infection/
urinary tract infection

2 19SEP2020 5/44 3 No O NA/TC R 
(01NOV2020)

N/N

NERV Encephalopathy/
Acute encephalopathy

2 18OCT2020 34/C 3 No O NA/TC RG Y/N

SURG Hospitalisation/
Hospitalization not otherwise 

specified.

2 13NOV2020 60/C 3 No O NA N Y/N

>55/
C459100
1 1097 
10971025

3^ CARD Acute myocardial infarction/
Non-STEMI

2 15SEP2020 2/1 3 No O NA/TC/TCN R 
(15SEP2020)

Y/N

>55/
C459100
1 1097 
10971060

3^ INJ&P Fall/
Fall

1 11SEP2020 15/1 2 No O NA/TC R 
(11SEP2020)

N/N

Ligament sprain/
Sprained Ankle

1 11SEP2020 15/8 2 No O NA/TC R 
(18SEP2020)

N/N

>55/
C459100
1 1097 
10971061

3^ NERV Uraemic encephalopathy/
Uremic encephalopathy

2 22OCT2020 36/4 3 No O NA/TC RS 
(25OCT2020)

Y/N

RENAL Acute kidney injury/
Acute kidney injury

2 22OCT2020 36/4 3 No CD NA/TC RS 
(25OCT2020)

Y/N

>55/
C459100
1 1097 
10971084

3^ INFEC Pneumonia/
Pneumonia

2 07OCT2020 15/C 3 No O NA/TC/TCN RG Y/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1097 
10971115

3^ GENRL Pyrexia/
Post #2 Vaccine Fever

2 09OCT2020 2/2 1 Yes NA R 
(10OCT2020)

N/N

>55/
C459100
1 1098 
10981021

3^ MUSC Arthralgia/
Right Ankle sore(pain)

1 10SEP2020 22/2 1 No O NA R 
(11SEP2020)

N/N

>55/
C459100
1 1098 
10981024

3^ RESP Dyspnoea/
Shortness of Breath

2 01OCT2020 8/7 1 No O NA R 
(07OCT2020)

N/N

CARD Angina unstable/
Unstable Angina Pectoris 

Moderate

2 04OCT2020 11/2 1 No O NA/TC R 
(05OCT2020)

N/N

CARD Cardiac failure congestive/
Diastolic Congestive Heart 

Failure with acute exacerbation

2 07OCT2020 14/3 1 No O NA R 
(09OCT2020)

N/N

GENRL Chest pain/
ChestPain

2 07OCT2020 14/3 1 No O NA/TC/TCN R 
(09OCT2020)

Y/N

INFEC Pneumonia/
Community Acquired 

Pneumonia

2 07OCT2020 14/3 1 No O NA R 
(09OCT2020)

Y/N

INJ&P Fall/
fall

2 07OCT2020 14/1 1 No O NA/TC R 
(07OCT2020)

N/N

NERV Dizziness/
Dizziness

2 07OCT2020 14/1 1 No O NA/TC R 
(07OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

RESP Chronic obstructive pulmonary 
disease/

COPD with acute exacerbation

2 07OCT2020 14/3 1 No O NA/TC R 
(09OCT2020)

N/N

>55/
C459100
1 1098 
10981133

3^ GENRL Pain/
Bodyache

2 02OCT2020 4/1 1 Yes NA/TC R 
(02OCT2020)

N/N

Pyrexia/
Fever

2 02OCT2020 4/1 1 Yes NA/TC R 
(02OCT2020)

N/N

>55/
C459100
1 1098 
10981158

3^ GENRL Chills/
Chills

2 10OCT2020 6/1 1 Yes NA/TC R 
(10OCT2020)

N/N

Pyrexia/
Fever

2 10OCT2020 6/1 1 Yes NA/TC R 
(10OCT2020)

N/N

MUSC Myalgia/
Muscle Aches

2 10OCT2020 6/1 1 Yes NA/TC/TCN R 
(10OCT2020)

N/N

>55/
C459100
1 1098 
10981209

3^ INJ&P Animal bite/
Catbite on Right index finger

1 13OCT2020 22/1 1 No O NA R 
(13OCT2020)

N/N

>55/
C459100
1 1101 
11011006

3^ GENRL Injection site pain/
pain at injection site

1 02SEP2020 1/2 1 Yes NA/TC R 
(03SEP2020)

N/N

>55/
C459100
1 1101 
11011008

3^ GENRL Pyrexia/
fever

2 23SEP2020 2/6 1 Yes NA R 
(28SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1101 
11011011

3^ GENRL Injection site pain/
injection site pain

1 03SEP2020 2/3 1 Yes NA/TC R 
(05SEP2020)

N/N

>55/
C459100
1 1101 
11011049

3^ GENRL Fatigue/
fatigue

1 14SEP2020 1/3 1 Yes NA R 
(16SEP2020)

N/N

Injection site pain/
injection site pain

1 14SEP2020 1/3 1 Yes NA R 
(16SEP2020)

N/N

GENRL Fatigue/
fatigue

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N

Injection site pain/
injection site pain

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N

>55/
C459100
1 1101 
11011055

3^ GASTR Gastrooesophageal reflux 
disease/

worsening GERD

2 30OCT2020 26/C 2 No O NA N N/N

Hiatus hernia/
hiatal hernia

2 30OCT2020 26/C 2 No O NA N N/N

>55/
C459100
1 1101 
11011063

3^ GENRL Chills/
chills

2 07OCT2020 1/2 1 Yes NA R 
(08OCT2020)

N/N

Pain/
body aches

2 07OCT2020 1/2 1 Yes NA R 
(08OCT2020)

N/N

Pyrexia/
low-grade fever

2 07OCT2020 1/2 1 Yes NA R 
(08OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1101 
11011066

3^ GASTR Abdominal discomfort/
upset stomach

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

Diarrhoea/
diarrhea

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

GENRL Injection site warmth/
warmth at injection site

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

NERV Dizziness/
lightheadedness

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

>55/
C459100
1 1101 
11011078

3^ GENRL Injection site pain/
injection site pain

2 07OCT2020 1/3 2 Yes NA R 
(09OCT2020)

N/Y

>55/
C459100
1 1107 
11071014

3^ RESP Rhinorrhoea/
RHINORRHEA

1 05AUG2020 3/1 1 Yes NA R 
(05AUG2020)

N/N

>55/
C459100
1 1107 
11071023

3^ INFEC Eye infection/
LEFT EYE INFECTION

1 20AUG2020 18/7 1 No O NA/TC R 
(26AUG2020)

N/N

>55/
C459100
1 1107 
11071041

3^ NEOPL Basal cell carcinoma/
BASAL CELL CARCINOMA 

RIGHT SHOULDER

1 11AUG2020 7/8 1 No O NA/TCN R 
(18AUG2020)

N/N

>55/
C459100
1 1107 
11071044

3^ HEPAT Cholelithiasis/
CHOLELITHIASIS

2 11SEP2020 17/5 3 No O NA/TC/TCN R 
(15SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1107 
11071048

3^ GASTR Toothache/
TOOTH PAIN

2 21SEP2020 27/2 1 No O NA/TC R 
(22SEP2020)

N/N

>55/
C459100
1 1107 
11071061

3^ INFEC Conjunctivitis/
LEFT EYE CONJUCTIVITIS

2 28AUG2020 2/7 1 No O NA/TC R 
(03SEP2020)

N/N

INFEC Conjunctivitis/
LEFT EYE CONJUCTIVITIS

2 24SEP2020 29/C 1 No O NA/TC RG N/N

>55/
C459100
1 1107 
11071090

3^ EYE Cataract/
BILATERAL CATARACTS

2 08SEP2020 8/C 2 No O NA N N/N

>55/
C459100
1 1107 
11071091

3^ INJ&P Arthropod bite/
INSECT BITE RIGHT ARM

1 15AUG2020 5/4 1 No O NA/TC R 
(18AUG2020)

N/N

>55/
C459100
1 1107 
11071117

3^ GENRL Chills/
CHILLS

2 09SEP2020 1/2 2 Yes NA R 
(10SEP2020)

N/N

Fatigue/
FATIGUE

2 09SEP2020 1/2 2 Yes NA R 
(10SEP2020)

N/N

Injection site pain/
PAIN AT THE INJECTION 

SITE (LEFT ARM)

2 09SEP2020 1/2 2 Yes NA R 
(10SEP2020)

N/N

Pyrexia/
FEVER

2 09SEP2020 1/2 2 Yes NA R 
(10SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
MUSCLE PAIN (MYALGIAS)

2 09SEP2020 1/2 2 Yes NA R 
(10SEP2020)

N/N

NERV Headache/
HEADACHE

2 09SEP2020 1/2 2 Yes NA/TC R 
(10SEP2020)

N/N

>55/
C459100
1 1107 
11071128

3^ GENRL Injection site pain/
LEFT ARM INJECTION SITE 

PAIN

2 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

NERV Headache/
HEADACHE

2 08SEP2020 1/2 1 Yes NA/TC R 
(09SEP2020)

N/N

>55/
C459100
1 1107 
11071132

3^ NERV Headache/
HEADACHE

1 19AUG2020 2/2 1 Yes NA R 
(20AUG2020)

N/N

RESP Oropharyngeal pain/
SORE THROAT

1 19AUG2020 2/2 1 Yes NA R 
(20AUG2020)

N/N

GENRL Chills/
CHILLS

2 08SEP2020 1/3 2 Yes NA R 
(10SEP2020)

N/N

Injection site pain/
PAIN AT THE INJECTION 

SITE (LEFT ARM)

2 08SEP2020 1/3 2 Yes NA R 
(10SEP2020)

N/N

Pyrexia/
FEVER

2 08SEP2020 1/1 1 Yes NA R 
(08SEP2020)

N/N

NERV Headache/
HEADACHE

2 08SEP2020 1/3 2 Yes NA/TC R 
(10SEP2020)

N/N

>55/
C459100
1 1107 
11071133

3^ MUSC Myalgia/
MUSCLE PAIN (MYALGIAS)

2 10SEP2020 2/4 1 Yes NA R 
(13SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
HEADACHE

2 10SEP2020 2/4 1 Yes NA/TC R 
(13SEP2020)

N/N

>55/
C459100
1 1107 
11071148

3^ NERV Dizziness postural/
POSTURAL CHANGE 

DIZZINESS

1 01SEP2020 13/3 1 No O NA R 
(03SEP2020)

N/N

>55/
C459100
1 1107 
11071149

3^ GENRL Injection site pain/
LEFT ARM INJECTION SITE 

PAIN

1 20AUG2020 1/2 1 Yes NA R 
(21AUG2020)

N/N

>55/
C459100
1 1107 
11071150

3^ NERV Dizziness postural/
POSTURAL CHANGE 

DIZZINESS

1 21AUG2020 2/15 1 Yes NA R 
(04SEP2020)

N/N

>55/
C459100
1 1107 
11071153

3^ GENRL Chills/
CHILLS

1 20AUG2020 1/2 1 Yes NA R 
(21AUG2020)

N/N

GENRL Injection site pain/
RIGHT ARM INJECTION SITE 

PAIN

1 21AUG2020 2/2 1 Yes NA R 
(22AUG2020)

N/N

GENRL Injection site pain/
RIGHT ARM PAIN 
(INJECTION ARM)

2 11SEP2020 2/1 2 Yes NA R 
(11SEP2020)

N/N

>55/
C459100
1 1107 
11071166

3^ GENRL Injection site pain/
PAIN AT THE INJECTION 

SITE (LEFT ARM)

1 24AUG2020 1/5 1 Yes NA/TC R 
(28AUG2020)

N/N

>55/
C459100

3^ EYE Vision blurred/
BLURRY VISION

1 25AUG2020 2/1 1 Yes NA R 
(25AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1107 
11071167

NERV Dizziness/
DIZZINESS

1 25AUG2020 2/1 1 Yes NA R 
(25AUG2020)

N/N

Headache/
HEADACHE

1 25AUG2020 2/1 1 Yes NA R 
(25AUG2020)

N/N

>55/
C459100
1 1107 
11071172

3^ GENRL Injection site pain/
LEFT ARM INJECTION PAIN

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

GENRL Fatigue/
FATIGUE

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1107 
11071183

3^ GENRL Injection site pain/
PAIN AT THE INJECTION 

SITE (LEFT ARM)

1 31AUG2020 1/4 1 Yes NA R 
(03SEP2020)

N/N

RESP Nasal congestion/
NASAL CONGESTION

1 01SEP2020 2/2 1 Yes NA/TC R 
(02SEP2020)

N/N

GENRL Fatigue/
FATIGUE

1 02SEP2020 3/2 1 Yes NA R 
(03SEP2020)

N/N

MUSC Myalgia/
MYALGIA (MUSCLE PAIN)

1 02SEP2020 3/2 1 Yes NA R 
(03SEP2020)

N/N

>55/
C459100
1 1107 
11071197

3^ INJ&P Animal bite/
CAT BITE RIGHT LOWER 

LEG

2 23OCT2020 31/7 1 No O NA/TC R 
(29OCT2020)

N/N

>55/
C459100

3^ MUSC Myalgia/
MYALGIA

2 06OCT2020 2/3 1 Yes NA/TC R 
(08OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1107 
11071214

>55/
C459100
1 1107 
11071216

3^ RENAL Dysuria/
DYSURIA

1 21SEP2020 1/8 1 No O NA/TC R 
(28SEP2020)

N/N

>55/
C459100
1 1107 
11071217

3^ MUSC Osteoarthritis/
LEFT HAND 

OSTEOARTHRITIS

1 29SEP2020 9/C 1 No O NA/TC N N/N

>55/
C459100
1 1109 
11091038

3^ NERV Headache/
HEADACHE

2 19AUG2020 2/2 3 Yes NA/TC R 
(20AUG2020)

N/N

>55/
C459100
1 1109 
11091049

3^ MUSC Back pain/
back pain

2 02SEP2020 15/C 2 No O NA/TC RG N/N

>55/
C459100
1 1109 
11091084

3^ MUSC Arthralgia/
LEFT MIDDLE FINGER PIP 

TENDERNESS

1 01AUG2020 1/28 1 No O NA R 
(28AUG2020)

N/N

>55/
C459100
1 1109 
11091104

3^ INV Body temperature increased/
ELEVATED TEMPERATURE 

FOR 3 DAYS AFTER THE 
INJCTION

2 23AUG2020 1/4 1 Yes NA/TC/TCN R 
(26AUG2020)

N/N

>55/
C459100
1 1109 
11091107

3^ GENRL Injection site pain/
INJECTION SITE SORENESS

1 05AUG2020 3/3 1 Yes NA R 
(07AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INV Body temperature increased/
ELEVATED TEMPERATURE

1 05AUG2020 3/3 1 Yes NA R 
(07AUG2020)

N/N

>55/
C459100
1 1109 
11091111

3^ RESP Cough/
COUGH

1 20AUG2020 18/16 1 No O NA R 
(04SEP2020)

N/N

INFEC Diverticulitis/
Diverticulitis flair-up

2 08NOV2020 78/6 4 No O NA/TC R 
(13NOV2020)

Y/N

>55/
C459100
1 1109 
11091123

3^ MUSC Arthritis/
Arthritis Flare

2 17SEP2020 26/2 2 No O NA/TC R 
(18SEP2020)

N/N

>55/
C459100
1 1109 
11091135

3^ MUSC Arthralgia/
Polyarthralgia

1 06AUG2020 4/1 1 No O NA R 
(06AUG2020)

N/N

>55/
C459100
1 1109 
11091149

3^ GENRL Pyrexia/
FEVER FOR 1 DAY

1 07AUG2020 4/2 1 Yes NA R 
(08AUG2020)

N/N

>55/
C459100
1 1109 
11091150

3^ MUSC Myalgia/
QUADRICEP MYALGIA

1 06AUG2020 3/4 1 No O NA R 
(09AUG2020)

N/N

>55/
C459100
1 1109 
11091164

3^ VASC Deep vein thrombosis/
Deep Vein Thrombosis

2 07SEP2020 15/C 4 No O NA/TC RG Y/N

>55/
C459100

3^ INJ&P Fall/
FALL ON TENNIS COURT

2 18SEP2020 18/1 3 No O NA/TCN R 
(18SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1109 
11091206

Joint dislocation/
DISLOCATED LEFT 

SHOULDER

2 18SEP2020 18/1 3 No O NA/TCN R 
(18SEP2020)

N/N

>55/
C459100
1 1109 
11091210

3^ GASTR Mouth ulceration/
ASYMPTOMATIC MOUTH 

ULCER

1 24AUG2020 12/C 1 No O NA RG N/N

>55/
C459100
1 1109 
11091276

3^ INFEC Complicated appendicitis/
Acute appendicitis with necrosis

2 30SEP2020 22/3 4 No O NA/TC/TCN R 
(02OCT2020)

Y/N

>55/
C459100
1 1109 
11091281

3^ GENRL Chills/
CHILLS

1 22AUG2020 2/1 2 Yes NA R 
(22AUG2020)

N/N

Pyrexia/
FEVER

1 22AUG2020 2/1 2 Yes NA R 
(22AUG2020)

N/N

>55/
C459100
1 1109 
11091293

3^ MUSC Osteoarthritis/
Osteoarthritis right knee

1 02SEP2020 12/C 3 No O NA/TC/TCN RG N/N

>55/
C459100
1 1109 
11091318

3^ EAR Vertigo/
Vertigo

1 24AUG2020 2/5 3 No O NA R 
(28AUG2020)

N/N

>55/
C459100

3^ INJ&P Facial bones fracture/
FACIAL BONE FRACTURE

1 12SEP2020 15/C 3 No O NA/TC RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1109 
11091374

Fall/
Fall

1 12SEP2020 15/1 3 No O NA/TC R 
(12SEP2020)

N/N

Skin laceration/
FACIAL LACERATIONS

1 12SEP2020 15/C 3 No O NA/TC RG N/N

>55/
C459100
1 1109 
11091387

3^ MUSC Osteoarthritis/
Worsening osteoarthritis of the 

right knee

2 14OCT2020 23/2 4 No O NA/TC/TCN R 
(15OCT2020)

Y/N

VASC Deep vein thrombosis/
Deep Vein Thrombosis (Right 

Leg)

2 20OCT2020 29/C 3 No O NA/TC RG N/N

>55/
C459100
1 1109 
11091408

3^ GENRL Injection site pain/
Injection Site Pain Left Arm

2 08OCT2020 2/2 1 Yes NA R 
(09OCT2020)

N/N

>55/
C459100
1 1109 
11091452

3^ MUSC Myalgia/
Myalgia

2 10NOV2020 40/3 1 No O NA/TC R 
(12NOV2020)

N/N

>55/
C459100
1 1109 
11091503

3^ GASTR Abdominal pain upper/
ABDOMINAL PAIN RUQ

1 SEP2020 1/ 3 No O P R 
(30SEP2020)

N/N

>55/
C459100
1 1109 
11091537

3^ GENRL Injection site pain/
Injection Site Pain Left Arm

2 13OCT2020 2/2 1 Yes NA R 
(14OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1109 
11091558

3^ RESP Dyspnoea/
Shortness of breath

2 06NOV2020 14/C 4 No O NA/TC RG Y/N

>55/
C459100
1 1110 
11101017

3^ RENAL Urinary retention/
URINARY RETENTION

2 08SEP2020 19/1 2 No O NA/TCN R 
(08SEP2020)

N/N

>55/
C459100
1 1110 
11101031

3^ METAB Type 2 diabetes mellitus/
Diabetes Type 2

2 12NOV2020 80/C 4 No O NA/TC/TCN RG Y/N

>55/
C459100
1 1110 
11101071

3^ INFEC Tooth abscess/
molar abscess

1 15AUG2020 5/7 2 No O NA/TC R 
(21AUG2020)

N/N

NERV Headache/
headache

1 16AUG2020 6/5 2 No O NA/TC/TCN R 
(20AUG2020)

N/N

>55/
C459100
1 1110 
11101074

3^ GASTR Diarrhoea/
watery diarrhea

1 17AUG2020 6/1 1 No O NA R 
(17AUG2020)

N/N

>55/
C459100
1 1110 
11101104

3^ GASTR Vomiting/
VOMIT

1 18AUG2020 1/1 1 No O NA R 
(18AUG2020)

N/N

>55/
C459100
1 1110 
11101119

3^ INV Body temperature increased/
Elevated temperature

1 28AUG2020 10/1 1 No O NA/TC R 
(28AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1110 
11101133

3^ GASTR Faeces soft/
WORSENING OF SOFT 

STOOL

1 09SEP2020 17/7 1 No O NA R 
(15SEP2020)

N/N

>55/
C459100
1 1110 
11101134

3^ GENRL Chills/
chills

1 01SEP2020 9/2 1 No O NA R 
(02SEP2020)

N/N

>55/
C459100
1 1110 
11101136

3^ VASC Hypertension/
hypertension

1 07SEP2020 14/C 1 No O NA/TC N N/N

>55/
C459100
1 1110 
11101150

3^ MUSC Pain in extremity/
pain to right fifth finger

2 14OCT2020 29/C 2 No O NA RG N/N

>55/
C459100
1 1110 
11101152

3^ MUSC Myalgia/
muscle pain

1 04SEP2020 8/1 1 No O NA R 
(04SEP2020)

N/N

>55/
C459100
1 1110 
11101166

3^ GENRL Chills/
Chills

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

>55/
C459100
1 1110 
11101222

3^ PSYCH Depression/
Depression

2 18OCT2020 21/C 1 No O NA/TC N N/N

>55/
C459100

3^ NERV Diabetic neuropathy/
diabetic peripheral neuropathy

1 15SEP2020 7/C 2 No O NA/TC N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1110 
11101225

>55/
C459100
1 1110 
11101249

3^ CARD Ventricular extrasystoles/
Premature Ventricular 

Contraction

2 15OCT2020 11/C 1 No O NA/TC N N/N

>55/
C459100
1 1110 
11101272

3^ GENRL Fatigue/
fatigue

2 08OCT2020 2/1 1 Yes NA R 
(08OCT2020)

N/N

Pyrexia/
fever

2 08OCT2020 2/1 1 Yes NA R 
(08OCT2020)

N/N

>55/
C459100
1 1110 
11101288

3^ GENRL Pyrexia/
Fever

2 14OCT2020 2/1 2 Yes NA/TC R 
(14OCT2020)

N/N

>55/
C459100
1 1110 
11101291

3^ GASTR Diarrhoea/
loose stool

1 26SEP2020 5/1 1 No O NA R 
(26SEP2020)

N/N

>55/
C459100
1 1110 
11101303

3^ UNC HYPERLIPIDEMIA@@/
Hyperlipidemia

2 30OCT2020 16/C 1 No O NA/TC N N/N

>55/
C459100
1 1110 
11101306

3^ SKIN Rash/
Skin Rash right forearm and left 

neck

1 02OCT2020 9/17 1 No O NA/TC R 
(18OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

EYE Ocular discomfort/
Eye Discomfort

2 16OCT2020 3/C 1 No O NA/TC N N/N

>55/
C459100
1 1110 
11101310

3^ GENRL Injection site pain/
soreness at site injection

2 19OCT2020 1/2 1 Yes NA R 
(20OCT2020)

N/N

GENRL Pain/
body aches

2 20OCT2020 2/1 1 Yes NA R 
(20OCT2020)

N/N

Pyrexia/
Fever

2 20OCT2020 2/1 1 Yes NA R 
(20OCT2020)

N/N

NERV Headache/
headache

2 20OCT2020 2/1 1 Yes NA R 
(20OCT2020)

N/N

>55/
C459100
1 1111 
11111011

3^ INV Blood glucose increased/
Increase glucose level

2 22AUG2020 2/27 1 No O NA R 
(17SEP2020)

N/N

CARD Palpitations/
Heart palpitations

2 26AUG2020 6/15 1 No O NA R 
(09SEP2020)

N/N

>55/
C459100
1 1111 
11111055

3^ MUSC Neck pain/
neck pain

1 19AUG2020 14/27 2 No O NA R 
(14SEP2020)

N/N

>55/
C459100
1 1111 
11111084

3^ SKIN Rash/
Rash (legs, arms, and stomach)

1 16AUG2020 7/46 2 No O NA/TC R 
(30SEP2020)

N/N

INFEC Sinusitis/
SINUS INFECTION

1 20AUG2020 11/4 1 No O NA/TC R 
(23AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

RESP Cough/
COUGH

1 20AUG2020 11/4 1 No O NA/TC R 
(23AUG2020)

N/N

>55/
C459100
1 1111 
11111091

3^ INJ&P Joint injury/
LATERAL LEFT KNEE 

INJURY

1 30AUG2020 20/C 2 No O NA/TC RG N/N

>55/
C459100
1 1111 
11111095

3^ PSYCH Mental disorder/
Undiagnosed Mental Disorder 

(not otherwise specified)

2 25SEP2020 25/C 2 No O NA N Y/N

>55/
C459100
1 1111 
11111108

3^ PSYCH Depression/
Exacerbation of depression

1 28AUG2020 15/C 2 No O NA/TC RG N/N

>55/
C459100
1 1111 
11111109

3^ INFEC Pyelonephritis/
Pyelonephritis

2 28SEP2020 25/5 2 No O NA/TC R 
(02OCT2020)

Y/N

>55/
C459100
1 1111 
11111110

3^ MUSC Pain in extremity/
Aches in the legs

1 14AUG2020 1/2 1 Yes NA R 
(15AUG2020)

N/N

NERV Headache/
Worsening headache

1 14AUG2020 1/2 1 Yes NA R 
(15AUG2020)

N/N

NERV Headache/
Worsening headache

1 20AUG2020 7/2 1 Yes NA R 
(21AUG2020)

N/N

NERV Headache/
Worsening headache

2 05SEP2020 2/1 1 Yes NA/TC R 
(05SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1111 
11111125

3^ GENRL Chills/
Chills

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

Pain/
Body ache

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

>55/
C459100
1 1111 
11111140

3^ INFEC Urinary tract infection/
Urinary tract infection

2 07OCT2020 29/6 2 No O NA/TC R 
(12OCT2020)

N/N

>55/
C459100
1 1112 
11121029

3^ SKIN Rash/
Rash, scalp

2 09SEP2020 19/12 2 No O NA/TC R 
(20SEP2020)

N/N

>55/
C459100
1 1112 
11121034

3^ IMMU
N

Food allergy/
Allergic reaction to chocolate

1 12AUG2020 10/6 1 No O NA/TC R 
(17AUG2020)

N/N

>55/
C459100
1 1112 
11121043

3^ INFEC Tooth abscess/
Abscess tooth

2 17SEP2020 27/26 2 No O NA/TC R 
(12OCT2020)

N/N

>55/
C459100
1 1112 
11121118

3^ CARD Tachycardia/
Tachycardia

1 12AUG2020 2/1 3 Yes P/TC R 
(12AUG2020)

N/N

SKIN Pruritus/
Generalized Pruritus

1 12AUG2020 2/1 3 Yes NA/TC R 
(12AUG2020)

N/N

>55/
C459100

3^ MUSC Myalgia/
Muscle aches, back and left arm

2 22SEP2020 13/4 1 No O NA R 
(25SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1112 
11121131

MUSC Intervertebral disc protrusion/
Herniated disc

2 26SEP2020 17/28 3 No O NA/TC/TCN R 
(23OCT2020)

N/N

VASC Hypertension/
Worsening of Hypertension

2 05OCT2020 26/20 2 No O NA/TC R 
(24OCT2020)

N/N

>55/
C459100
1 1112 
11121153

3^ INFEC Acute sinusitis/
Acute sinusitis

1 06SEP2020 18/4 2 No O NA/TC R 
(09SEP2020)

N/N

>55/
C459100
1 1112 
11121181

3^ INFEC Otitis externa/
Otitis externa, bilateral

1 31AUG2020 5/5 2 No O NA/TC R 
(04SEP2020)

N/N

>55/
C459100
1 1112 
11121195

3^ GENRL Injection site pain/
Injection site pain

1 31AUG2020 1/2 1 Yes NA R 
(01SEP2020)

N/N

>55/
C459100
1 1112 
11121202

3^ GENRL Fatigue/
Fatigue

1 03SEP2020 3/1 1 Yes NA R 
(03SEP2020)

N/N

MUSC Myalgia/
Muscle aches

1 03SEP2020 3/1 1 Yes NA/TC R
(03SEP2020)

N/N

INFEC Sinusitis/
Rhinosinusitis

1 07SEP2020 7/6 1 No O NA/TC R 
(12SEP2020)

N/N

MUSC Bursitis/
Trachanteric Bursitis

2 30SEP2020 9/17 2 No O NA/TC R 
(16OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1112 
11121205

3^ GENRL Injection site pain/
Injection site pain

1 02SEP2020 2/1 1 Yes NA/TC R 
(02SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 23SEP2020 2/1 2 Yes NA R 
(23SEP2020)

N/N

MUSC Arthralgia/
Joint Pain, fingers

2 23SEP2020 2/1 2 Yes NA/TC R 
(23SEP2020)

N/N

Myalgia/
Muscle aches

2 23SEP2020 2/1 2 Yes NA/TC R 
(23SEP2020)

N/N

>55/
C459100
1 1112 
11121209

3^ GENRL Injection site pain/
Injection site pain

1 03SEP2020 2/3 1 Yes NA R 
(05SEP2020)

N/N

>55/
C459100
1 1112 
11121220

3^ GASTR Diarrhoea/
Diarrhea

2 25SEP2020 2/1 1 Yes NA R 
(25SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 25SEP2020 2/4 1 Yes NA R 
(28SEP2020)

N/N

MUSC Arthralgia/
Joint pain, back, hips, knees, 

shoulders

2 25SEP2020 2/3 1 Yes NA R 
(27SEP2020)

N/N

>55/
C459100
1 1112 
11121223

3^ GENRL Injection site erythema/
Redness at injection site

1 04SEP2020 2/5 1 Yes NA R 
(08SEP2020)

N/N

Injection site pain/
Injection site pain

1 04SEP2020 2/5 1 Yes NA R 
(08SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1112 
11121227

3^ INFEC Paronychia/
Infected ingrown toenail, right 

big toe

1 14SEP2020 11/7 3 No O NA/TC R 
(20SEP2020)

N/N

>55/
C459100
1 1112 
11121230

3^ GENRL Injection site pain/
Injection site pain, post 

vaccination

1 04SEP2020 1/2 1 Yes NA R 
(05SEP2020)

N/N

>55/
C459100
1 1112 
11121235

3^ NERV Headache/
Headache, post vaccination

1 09SEP2020 1/2 2 Yes NA R 
(10SEP2020)

N/N

>55/
C459100
1 1112 
11121236

3^ GENRL Injection site pain/
Injection site pain, post 

vaccination

1 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 29SEP2020 1/3 2 Yes NA/TC R 
(01OCT2020)

N/N

NERV Headache/
Headache

2 29SEP2020 1/3 2 Yes NA/TC R 
(01OCT2020)

N/N

>55/
C459100
1 1112 
11121241

3^ MUSC Back pain/
Muscle Pain, back

1 10SEP2020 2/1 2 Yes NA/TC R 
(10SEP2020)

N/N

>55/
C459100
1 1112 
11121247

3^ INJ&P Meniscus injury/
Meniscus tear, left

1 16SEP2020 6/3 3 No O NA/TCN R 
(18SEP2020)

N/N

>55/
C459100

3^ GENRL Chills/
Chills

1 06OCT2020 1/2 2 Yes P/TC R 
(07OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1112 
11121255

Pyrexia/
Fever

1 06OCT2020 1/2 2 Yes P/TC R 
(07OCT2020)

N/N

MUSC Myalgia/
Muscle Aches

1 06OCT2020 1/2 2 Yes NA/TC R 
(07OCT2020)

N/N

NERV Headache/
Headaches

1 06OCT2020 1/2 3 Yes P/TC R 
(07OCT2020)

N/N

>55/
C459100
1 1112 
11121276

3^ GENRL Injection site pain/
Pain at injection

1 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

>55/
C459100
1 1114 
11141036

3^ INFEC Herpes zoster/
Shingles Bilateral Back

2 25SEP2020 18/C 2 No O NA/TC N N/N

>55/
C459100
1 1114 
11141080

3^ INFEC Staphylococcal infection/
MRSA infection Right Stump

1 12SEP2020 20/27 2 No O NA/TC R 
(08OCT2020)

Y/N

INJ&P Skin injury/
skin avulsion, left finger

1 12SEP2020 20/1 2 No O NA R 
(12SEP2020)

N/N

MUSC Pain in extremity/
bilateral hand pain

1 12SEP2020 20/2 1 No O NA R 
(13SEP2020)

N/N

RENAL Acute kidney injury/
acute kidney injury

1 12SEP2020 20/C 2 No O NA/TC N N/N

CARD Atrial fibrillation/
Atrial fibrillation

1 14SEP2020 22/C 2 No O NA N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Left ventricular hypertrophy/
Left Ventricular Hypertrophy

1 14SEP2020 22/C 1 No O NA N N/N

Mitral valve incompetence/
mitral valve regurgitation

1 14SEP2020 22/C 1 No O NA N N/N

Tricuspid valve incompetence/
Tricuspid regurgitation

1 14SEP2020 22/C 1 No O NA N N/N

GENRL Chest pain/
chest pain

1 14SEP2020 22/1 2 No O NA R 
(14SEP2020)

N/N

RESP Pulmonary hypertension/
Pulmonary Hypertension

1 14SEP2020 22/C 1 No O NA N N/N

>55/
C459100
1 1114 
11141101

3^ GASTR Constipation/
Constipation

2 27SEP2020 12/5 1 No O NA/TC/TCN R 
(01OCT2020)

N/N

INFEC Urinary tract infection/
urinary tract infection

2 13OCT2020 28/2 1 No O NA/TC/TCN R 
(14OCT2020)

N/N

>55/
C459100
1 1116 
11161005

3^ SKIN Alopecia areata/
Intermittent Alopecia areata

2 01OCT2020 15/C 1 No O NA N N/N

>55/
C459100
1 1116 
11161030

3^ UNC RIB INJURY FROM FALL@@/
Rib Injury From Fall

2 29OCT2020 43/1 1 No O NA R 
(29OCT2020)

N/N

>55/
C459100
1 1116 
11161031

3^ GASTR Large intestine polyp/
Colon Polyp

2 02OCT2020 16/1 1 No O NA/TC/TCN R 
(02OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1116 
11161045

3^ BLOOD Thrombocytopenia/
Thrombocytopenia

2 27OCT2020 40/16 1 No O NA R 
(11NOV2020)

Y/N

>55/
C459100
1 1116 
11161075

3^ EAR Tinnitus/
tinnitus

2 04OCT2020 13/C 1 No O NA N N/N

SURG Meniscus operation/
Repair torn meniscus

2 13OCT2020 22/1 1 No O NA/TC R 
(13OCT2020)

N/N

>55/
C459100
1 1116 
11161114

3^ GASTR Vomiting/
Vomiting

2 24SEP2020 1/3 1 Yes NA R 
(26SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 24SEP2020 1/3 1 Yes NA R 
(26SEP2020)

N/N

NERV Headache/
Headache

2 24SEP2020 1/3 1 Yes NA R 
(26SEP2020)

N/N

>55/
C459100
1 1116 
11161131

3^ BLOOD Lymphadenopathy/
Left Axillary swollen lymp node

1 10SEP2020 7/5 2 Yes NA R 
(14SEP2020)

N/N

GENRL Injection site pain/
Muscle Pain @ injection site

1 10SEP2020 7/5 2 Yes NA R 
(14SEP2020)

N/N

MUSC Myalgia/
Generalized Muscle Pain

1 10SEP2020 7/5 2 Yes NA R 
(14SEP2020)

N/N

Myalgia/
Muscle Pain @ Chest Wall to 

Upper Back

1 10SEP2020 7/5 2 Yes NA R 
(14SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1116 
11161142

3^ METAB Increased appetite/
increased appetite

1 09SEP2020 2/4 1 No O NA R 
(12SEP2020)

N/N

GENRL Chills/
Chills

2 30SEP2020 1/2 2 Yes NA R 
(01OCT2020)

N/N

MUSC Arthralgia/
Generalized Joint Pain

2 30SEP2020 1/2 2 Yes NA R 
(01OCT2020)

N/N

Myalgia/
Muscle Pain

2 30SEP2020 1/2 2 Yes NA R 
(01OCT2020)

N/N

NERV Headache/
Headache

2 30SEP2020 1/2 2 Yes NA R 
(01OCT2020)

N/N

>55/
C459100
1 1116 
11161161

3^ GASTR Vomiting/
Vomiting

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

GENRL Fatigue/
Fatigue/ Tiredness

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

Pyrexia/
Fever

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

>55/
C459100
1 1116 
11161163

3^ INFEC Furuncle/
Boil Left Hip Anteeior

2 16OCT2020 18/8 1 No O NA R 
(23OCT2020)

N/N

>55/
C459100
1 1116 
11161184

3^ VASC Hypertension/
Hypertension

2 27OCT2020 29/C 1 No O NA/TC/TCN RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1116 
11161219

3^ INFEC Influenza/
Influenza

2 29OCT2020 28/C 1 No O NA/TC/TCN RG N/N

>55/
C459100
1 1116 
11161272

3^ RESP Asthma/
Worsening Asthma

2 12OCT2020 1/C 1 No O NA/TC N N/N

>55/
C459100
1 1116 
11161297

3^ INFEC Bronchitis/
History of intermittent bronchitis

2 26OCT2020 11/5 1 No O NA/TC R 
(30OCT2020)

N/N

>55/
C459100
1 1116 
11161319

3^ GASTR Diarrhoea/
Diarrhea

1 26SEP2020 2/2 1 No O NA/TC R 
(27SEP2020)

N/N

>55/
C459100
1 1117 
11171001

3^ NEOPL Lipoma/
FATTY TUMOR, FOOT, LEFT, 

WORSENING

2 28SEP2020 20/1 1 No O NA/TC/TCN R 
(28SEP2020)

N/N

INFEC Sinusitis/
SINUSITIS

2 01OCT2020 23/14 1 No O NA/TC R 
(14OCT2020)

N/N

GASTR Constipation/
CONSTIPATION

2 04OCT2020 26/7 2 No O NA/TC R 
(10OCT2020)

N/N

Gastrooesophageal reflux 
disease/

GERD EXACERBATION

2 04OCT2020 26/11 2 No O NA/TC R 
(14OCT2020)

N/N

VASC Phlebolith/
PELVIC PHLEBOLITH

2 04OCT2020 26/32 1 No O NA R 
(04NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1117 
11171007

3^ HEPAT Cholelithiasis/
GALL STONE

1 19AUG2020 3/C 2 No O NA/TCN N N/N

MUSC Spondylitis/
ARTHRITIC CHANGES, 

LUMBAR SPINE

1 19AUG2020 3/C 1 No O NA N N/N

GASTR Nausea/
NAUSEA

2 23SEP2020 16/2 1 No CD NA R 
(24SEP2020)

N/N

GENRL Chills/
CHILLS

2 23SEP2020 16/2 1 No CD NA R 
(24SEP2020)

N/N

MUSC Myalgia/
MYLAGIA

2 23SEP2020 16/2 1 No CD NA R 
(24SEP2020)

N/N

SURG Sebaceous cyst excision/
RECURRENT SEBACEOUS 

CYST REMOVAL

2 01OCT2020 24/1 2 No O NA R 
(01OCT2020)

N/N

>55/
C459100
1 1117 
11171008

3^ METAB Hyperkalaemia/
Hyperkalemia

1 03SEP2020 18/C 1 No O NA RG N/N

MUSC Tendonitis/
Right Hip Tendinitis

1 03SEP2020 18/8 2 No O NA/TC R 
(10SEP2020)

N/N

PSYCH Anxiety/
Worsening Anxiety

1 03SEP2020 18/C 1 No O NA/TC RG N/N

MUSC Spinal osteoarthritis/
Osteoarthritis in Lower Back

1 04SEP2020 19/33 1 No O NA R 
(06OCT2020)

N/N

>55/
C459100

3^ INJ&P Fall/
FALL

2 17SEP2020 9/1 1 No O NA/TCN R 
(17SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1117 
11171013

Skin laceration/
LACERATION, FOREHEAD

2 17SEP2020 9/11 1 No O NA/TCN R 
(27SEP2020)

N/N

>55/
C459100
1 1117 
11171024

3^ GENRL Temperature intolerance/
COLD INTOLERANCE

2 10SEP2020 2/C 1 No O NA N N/N

INFEC Paronychia/
PARONYCHIA, HANDS, 

BILATERAL

2 10SEP2020 2/C 1 No O NA N N/N

MUSC Muscle spasms/
CRAMP, LEG, UPPER, RIGHT

2 01OCT2020 23/6 1 No O NA R 
(06OCT2020)

N/N

>55/
C459100
1 1117 
11171025

3^ NERV Aphasia/
APHASIA

2 30SEP2020 23/4 2 No O NA R 
(03OCT2020)

N/N

Paraesthesia/
PARWSTHESIA, BACK AND 

ARMS, BILATERAL

2 30SEP2020 23/4 2 No O NA R 
(03OCT2020)

N/N

>55/
C459100
1 1117 
11171027

3^ MUSC Musculoskeletal stiffness/
NECK STIFFNESS

2 08SEP2020 1/3 1 Yes NA R 
(10SEP2020)

N/N

>55/
C459100
1 1117 
11171042

3^ Produ Device connection issue/
LOOSE DENTAL FILLING

2 08OCT2020 25/1 1 No O NA/TCN R 
(08OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
FATIGUE

2 12OCT2020 29/2 1 No O NA R 
(13OCT2020)

N/N

>55/
C459100
1 1117 
11171046

3^ INJ&P Muscle strain/
Muscle Strain, Lumbar

1 13SEP2020 21/2 1 No O NA R 
(14SEP2020)

N/N

>55/
C459100
1 1117 
11171047

3^ CARD Atrial fibrillation/
ATRIAL FIBRILLATION, 

EXACERBATION

2 15SEP2020 5/C 1 No O NA RG N/N

RESP Sleep apnoea syndrome/
SLEEP APNEA, 

OBSTRUCTIVE, MILD

2 22SEP2020 12/C 1 No O NA/TCN RG N/N

>55/
C459100
1 1117 
11171059

3^ INFEC Viral pharyngitis/
Pharyngitis, Viral

1 12SEP2020 19/5 1 No O NA/TCN R 
(16SEP2020)

N/N

GASTR Gastrooesophageal reflux 
disease/

GASTROESOPHAGIAL 
REFLUX

2 01OCT2020 14/10 1 No O NA/TC R 
(10OCT2020)

N/N

>55/
C459100
1 1117 
11171071

3^ INJ&P Corneal abrasion/
CORNEA, SCRATCHED, 

RIGHT

1 11SEP2020 16/7 1 No O NA/TC R 
(17SEP2020)

N/N

UNC SORE LYMPH NODES, NECK, 
RIGHT@@/

SORE LYMPH NODES, NECK, 
RIGHT

2 28SEP2020 1/2 1 Yes NA R 
(29SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1117 
11171097

3^ NERV Periodic limb movement 
disorder/

INCREASED FREQUENCY 
PERIODIC LEG MOVEMENT

1 14SEP2020 11/18 1 No O NA/TC R 
(01OCT2020)

N/N

INJ&P Ligament sprain/
SPRAIN, ANKLE, RIGHT

1 22SEP2020 19/16 1 No O NA/TC/TCN R 
(07OCT2020)

N/N

BLOOD Iron deficiency anaemia/
IRON DEFICIENCY ANEMIA

2 07OCT2020 15/C 1 No O NA/TC/TCN N N/N

>55/
C459100
1 1117 
11171110

3^ VASC Hypertension/
HYPERTENSION, 

WORSENING

1 12SEP2020 2/21 1 No O NA/TC R 
(02OCT2020)

N/N

>55/
C459100
1 1117 
11171115

3^ VASC Hypertension/
HYPERTENSION, 

WORSENING

1 22SEP2020 9/10 1 No O NA/TC R 
(01OCT2020)

N/N

SKIN Eczema/
ECZEMA, NECK, 

WORSENING

1 01OCT2020 18/8 1 No O NA/TC R 
(08OCT2020)

N/N

>55/
C459100
1 1117 
11171125

3^ NERV Headache/
HEADACHE

2 11NOV2020 29/C 1 No O NA RG N/N

>55/
C459100
1 1117 
11171136

3^ PSYCH Anxiety/
WORSENING ANXIETY

1 22SEP2020 2/C 2 No O NA/TC RG N/N

>55/
C459100

3^ INJ&P Muscle strain/
THIGH MUSCLE, STRAIN, 

LEFT

1 11OCT2020 20/7 1 No O NA/TC R 
(17OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1117 
11171141

>55/
C459100
1 1117 
11171142

3^ MUSC Back pain/
LOW BACK PAIN

1 10OCT2020 19/C 1 No O NA RG N/N

>55/
C459100
1 1117 
11171151

3^ MUSC Neck pain/
WORSENING CERVICALGIA

1 30SEP2020 8/C 2 No O NA RG N/N

PSYCH Insomnia/
WORSENING INSOMNIA

1 30SEP2020 8/32 2 No O NA/TC R 
(31OCT2020)

N/N

UNC FUNGUS, TOES, RIGHT 
(SKIN OF TOES)@@/

FUNGUS, TOES, RIGHT 
(SKIN OF TOES)

2 OCT2020 1/C 1 No O NA/TC RG N/N

FUNGUS, TOES, RIGHT 
(TOENAILS)@@/

FUNGUS, TOES, RIGHT 
(TOENAILS)

2 OCT2020 1/C 1 No O NA/TC RG N/N

>55/
C459100
1 1117 
11171152

3^ GENRL Vessel puncture site haematoma/
HEMATOMA, PHLEBOTOMY 

SITE*

23SEP2020 1/16 1 No O NA R 
(08OCT2020)

N/N

>55/
C459100
1 1117 
11171155

3^ SKIN Dermatitis/
DERMATITIS, ARM, RIGHT, 

WORSENING

1 28SEP2020 6/C 1 Yes NA/TC RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1117 
11171168

3^ GASTR Swollen tongue/
SWOLLEN TONGUE

2 04NOV2020 21/C 2 No O NA RG N/N

>55/
C459100
1 1117 
11171182

3^ MUSC Arthralgia/
WORSENING KNEE PAIN, 

LEFT

1 06OCT2020 8/11 1 No O NA/TC R 
(16OCT2020)

N/N

>55/
C459100
1 1118 
11181020

3^ INFEC Otitis externa/
Right ear otitis externa infection

2 24SEP2020 21/3 1 No O NA R 
(26SEP2020)

N/N

>55/
C459100
1 1118 
11181041

3^ INFEC Ear infection/
right ear infection

2 06OCT2020 29/C 2 No O NA/TC N N/N

>55/
C459100
1 1118 
11181044

3^ UNC BILATERAL PULMONARY 
EMBOLISM@@/

bilateral pulmonary embolism

2 11NOV2020 65/C 3 No O NA/TC RG Y/N

>55/
C459100
1 1118 
11181055

3^ GASTR Constipation/
constipation

2 01NOV2020 53/1 1 No O NA/TC R 
(01NOV2020)

N/N

>55/
C459100
1 1118 
11181057

3^ INFEC Diverticulitis/
Sigmoid diverticulitis

1 04SEP2020 18/15 3 No O NA/TC R
(18SEP2020)

Y/N

>55/
C459100

3^ MUSC Musculoskeletal chest pain/
chest wall pain

2 14SEP2020 4/51 2 No O NA/TC RS 
(03NOV2020)

Y/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1118 
11181074

METAB Gout/
GOUT RIGHT FOOT

2 06OCT2020 26/C 1 No CD NA/TC N N/N

>55/
C459100
1 1118 
11181090

3^ INFEC Herpes zoster/
Shingles

1 30AUG2020 4/C 1 No O NA N N/N

>55/
C459100
1 1120 
11201008

3^ INV Blood glucose increased/
Elevated blood sugar

1 02AUG2020 4/35 1 Yes NA R 
(05SEP2020)

N/N

CARD Atrial fibrillation/
atrial fibrillation

2 02SEP2020 15/C 2 No O NA/TC N N/N

>55/
C459100
1 1120 
11201025

3^ INJ&P Tooth fracture/
Cracked Tooth

1 12AUG2020 10/30 2 No CND NA R 
(10SEP2020)

N/N

RESP Oropharyngeal pain/
Sore Throat

1 14AUG2020 12/8 2 No CND NA/TC R 
(21AUG2020)

N/N

>55/
C459100
1 1120 
11201060

3^ INFEC Otitis externa/
Otitis externa

1 20AUG2020 16/C 2 No O NA/TC/TCN RG N/N

>55/
C459100
1 1120 
11201073

3^ RESP Cough/
cough

1 08AUG2020 4/7 2 No O NA/TC R 
(14AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1120 
11201074

3^ INJ&P Fall/
fall

2 18SEP2020 26/C 2 No O NA N N/N

Skin abrasion/
GENERALIZED ABRASIONS

2 18SEP2020 26/C 2 No O NA/TC N N/N

VASC Haematoma/
HEMATOMA LEFT LATERAL 

THIGH

2 18SEP2020 26/C 2 No O NA/TC N N/N

>55/
C459100
1 1120 
11201091

3^ INJ&P Contusion/
bruising bilateral arms

1 24AUG2020 19/C 1 No O NA/TC RG N/N

Fall/
Fall

1 24AUG2020 19/1 1 No O NA/TC R 
(24AUG2020)

N/N

>55/
C459100
1 1120 
11201124

3^ METAB Hyperlipidaemia/
hyperlipidemia

2 08SEP2020 9/C 2 No CD NA/TC N N/N

>55/
C459100
1 1120 
11201127

3^ GASTR Diarrhoea/
Diarrhea

1 12AUG2020 2/3 3 Yes P/TC/W R 
(14AUG2020)

N/N

>55/
C459100
1 1120 
11201137

3^ VASC Hypertension/
worsening hypertension

1 02SEP2020 23/C 2 No O NA/TC RG N/N

>55/
C459100

3^ GASTR Vomiting/
VOMITING

2 01OCT2020 30/1 1 No O NA RS 
(01OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1120 
11201141

>55/
C459100
1 1120 
11201189

3^ RENAL Nephrolithiasis/
nephrolithiasis

2 07SEP2020 6/12 2 No O NA R 
(18SEP2020)

N/N

>55/
C459100
1 1120 
11201227

3^ INJ&P Arthropod sting/
Sting by a yellow jacket left ring 

finger

1 04SEP2020 18/8 2 No O NA/TC R 
(11SEP2020)

N/N

>55/
C459100
1 1120 
11201287

3^ GENRL Injection site pain/
Pain at injection site

2 12OCT2020 1/C 1 Yes NA N N/Y

>55/
C459100
1 1122 
11221013

3^ GENRL Fatigue/
excessive fatigue

1 11SEP2020 4/3 1 Yes NA R 
(13SEP2020)

N/N

GENRL Chills/
Chills

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

Pyrexia/
Fever 100.5 F

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

MUSC Pain in extremity/
left arm soreness

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

NERV Tremor/
trembling hands

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

>55/
C459100

3^ GENRL Fatigue/
Fatigue

1 11SEP2020 2/5 1 Yes NA R 
(15SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1122 
11221021

Pyrexia/
Feverish

1 11SEP2020 2/5 1 Yes NA R 
(15SEP2020)

N/N

NERV Tremor/
Shaky

1 11SEP2020 2/5 1 Yes NA R 
(15SEP2020)

N/N

GENRL Fatigue/
fatigue

2 02OCT2020 2/5 1 Yes NA R 
(06OCT2020)

N/N

Pyrexia/
feverish

2 02OCT2020 2/5 1 Yes NA R 
(06OCT2020)

N/N

>55/
C459100
1 1122 
11221029

3^ GENRL Injection site pain/
injection site soreness

2 02OCT2020 3/1 1 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1122 
11221039

3^ GENRL Injection site pain/
soreness at injection site

2 26OCT2020 1/C 1 Yes NA N N/N

GENRL Chills/
chills

2 27OCT2020 2/C 1 Yes NA N N/N

Pyrexia/
fever

2 27OCT2020 2/2 1 Yes NA R 
(28OCT2020)

N/N

MUSC Myalgia/
muscle aches

2 27OCT2020 2/C 1 Yes NA N N/N

NERV Headache/
headache

2 27OCT2020 2/2 1 Yes NA R 
(28OCT2020)

N/N

>55/
C459100

3^ GENRL Asthenia/
weakness

1 10OCT2020 2/3 1 Yes NA R 
(12OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1122 
11221050

Fatigue/
fatigue

1 10OCT2020 2/3 1 Yes NA R 
(12OCT2020)

N/N

>55/
C459100
1 1123 
11231025

3^ EYE Conjunctival hyperaemia/
RIGHT EYE CONJUNCTIVE 

ERYTHEMA

2 24AUG2020 1/C 1 No O NA N N/N

>55/
C459100
1 1123 
11231039

3^ INV Blood pressure systolic 
increased/

Elevated systolic blood pressure*

05AUG2020 1/1 1 No O NA R 
(05AUG2020)

N/N

>55/
C459100
1 1123 
11231066

3^ GASTR Vomiting/
Emesis

1 22AUG2020 12/1 1 No O NA R 
(22AUG2020)

N/N

>55/
C459100
1 1123 
11231070

3^ INJ&P Radius fracture/
Left radius fracture

1 14AUG2020 4/C 1 No O NA/TC/TCN RG N/N

>55/
C459100
1 1123 
11231089

3^ PSYCH Mood swings/
Mood instability

1 14AUG2020 2/C 1 No O NA N N/N

>55/
C459100
1 1123 
11231126

3^ GENRL Injection site pain/
INJECTION SITE PAIN

2 09SEP2020 1/5 1 Yes NA R 
(13SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
MUSCLE PAIN

2 09SEP2020 1/5 1 Yes NA R 
(13SEP2020)

N/N

>55/
C459100
1 1123 
11231129

3^ INJ&P Ear canal abrasion/
EXTERNAL AUDITORY 

CANAL ABRASION

1 09SEP2020 22/C 1 No O NA N N/N

>55/
C459100
1 1123 
11231131

3^ GENRL Injection site pain/
Injection site pain left arm

1 19AUG2020 1/2 1 Yes NA R 
(20AUG2020)

N/N

>55/
C459100
1 1123 
11231147

3^ GENRL Injection site pain/
Injection site pain

2 14SEP2020 1/3 1 Yes NA/TC R 
(16SEP2020)

N/N

MUSC Myalgia/
Full body myalgia

2 15SEP2020 2/2 1 Yes NA/TC R 
(16SEP2020)

N/N

>55/
C459100
1 1123 
11231149

3^ NERV Headache/
Headache

1 28AUG2020 5/2 1 Yes NA R 
(29AUG2020)

N/N

>55/
C459100
1 1123 
11231158

3^ GENRL Fatigue/
Fatigue

2 15SEP2020 2/3 1 Yes NA R 
(17SEP2020)

N/N

Injection site pain/
Injection site pain

2 15SEP2020 2/3 1 Yes NA R 
(17SEP2020)

N/N

MUSC Myalgia/
Full body myalgia

2 15SEP2020 2/3 1 Yes NA R 
(17SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1123 
11231167

3^ NERV Headache/
Headache

1 26AUG2020 2/2 1 Yes NA R 
(27AUG2020)

N/N

GENRL Pyrexia/
Fever

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

>55/
C459100
1 1123 
11231180

3^ NERV Sciatica/
Worsening of sciatic nerve pain

1 29AUG2020 4/19 1 No O NA/TC R 
(16SEP2020)

N/N

>55/
C459100
1 1123 
11231198

3^ NERV Headache/
Headache

1 27AUG2020 1/30 1 Yes NA/TC R 
(25SEP2020)

N/N

GENRL Oedema peripheral/
Peripheral edema

1 29AUG2020 3/C 1 No O NA N N/N

GASTR Abdominal pain/
Abdominal pain

1 07SEP2020 12/26 1 No O NA R 
(02OCT2020)

N/N

GENRL Fatigue/
Fatigue

1 12SEP2020 17/2 1 Yes NA R 
(13SEP2020)

N/N

GENRL Injection site erythema/
Redness at injection site

2 18SEP2020 1/3 1 Yes NA R 
(20SEP2020)

N/N

Injection site pain/
Pain at injection site

2 18SEP2020 1/15 1 Yes NA R 
(02OCT2020)

N/N

Injection site swelling/
Swelling at injection site

2 18SEP2020 1/3 1 Yes NA R 
(20SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
CHILLS

2 19SEP2020 2/1 2 Yes NA/TC R 
(19SEP2020)

N/N

Pyrexia/
FEVER

2 19SEP2020 2/1 2 Yes NA/TC R 
(19SEP2020)

N/N

MUSC Arthralgia/
JOINT PAIN

2 19SEP2020 2/1 2 Yes NA/TC R 
(19SEP2020)

N/N

Myalgia/
FULL BODY MYALGIA

2 19SEP2020 2/7 2 Yes NA/TC R 
(25SEP2020)

N/N

>55/
C459100
1 1123 
11231219

3^ GENRL Injection site pain/
Injection site pain

1 09SEP2020 1/4 1 Yes NA/TC R 
(12SEP2020)

N/N

NERV Dysgeusia/
Metallic taste in mouth

1 09SEP2020 1/1 1 Yes NA R 
(09SEP2020)

N/N

MUSC Myalgia/
Left body myalgia

1 12SEP2020 4/5 1 Yes NA/TC R 
(16SEP2020)

N/N

>55/
C459100
1 1123 
11231259

3^ GENRL Injection site pain/
Pain at injection site

2 05OCT2020 1/2 1 Yes NA R 
(06OCT2020)

N/N

GENRL Chills/
Chills

2 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N

MUSC Myalgia/
Muscle pain

2 06OCT2020 2/2 1 Yes NA/TC R 
(07OCT2020)

N/N

>55/
C459100
1 1123 
11231316

3^ RESP Hiccups/
Hiccups

1 09OCT2020 16/3 1 No O NA/TC R 
(11OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1123 
11231331

3^ GENRL Chills/
Chills

2 15OCT2020 1/2 1 Yes NA R 
(16OCT2020)

N/N

GENRL Malaise/
Malaise

2 16OCT2020 2/1 1 Yes NA R 
(16OCT2020)

N/N

>55/
C459100
1 1123 
11231345

3^ INFEC Bronchitis/
Bronchitis

1 24OCT2020 18/12 1 No O NA/TC R 
(04NOV2020)

N/N

>55/
C459100
1 1124 
11241033

3^ GASTR Nausea/
Nausea

2 02SEP2020 2/2 1 Yes NA R 
(03SEP2020)

N/N

MUSC Pain in extremity/
Painful fingers-Bilateral hands

2 02SEP2020 2/2 3 Yes NA R 
(03SEP2020)

N/N

Pain in extremity/
Painful toes-Bilateral feet

2 02SEP2020 2/2 2 Yes NA R 
(03SEP2020)

N/N

SKIN Skin discolouration/
Discolored fingers-Bilateral 

hands

2 02SEP2020 2/2 2 Yes NA R 
(03SEP2020)

N/N

Skin discolouration/
Discolored toes-Bilateral feet

2 02SEP2020 2/2 2 Yes NA R 
(03SEP2020)

N/N

>55/
C459100
1 1124 
11241037

3^ GENRL Pyrexia/
Fever

2 03SEP2020 2/2 2 Yes NA/TC R 
(04SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 03SEP2020 2/2 2 Yes NA/TC R 
(04SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1124 
11241046

3^ GENRL Fatigue/
Fatigue

1 17AUG2020 1/2 2 Yes NA/TC R 
(18AUG2020)

N/N

Injection site erythema/
Injection site erythema

1 17AUG2020 1/2 2 Yes NA R 
(18AUG2020)

N/N

MUSC Myalgia/
Myalgia

1 17AUG2020 1/2 2 Yes NA/TC R 
(18AUG2020)

N/N

>55/
C459100
1 1124 
11241048

3^ INFEC Conjunctivitis bacterial/
Bacterial conjunctivitis

1 06SEP2020 21/6 2 No O NA/TC R 
(11SEP2020)

N/N

>55/
C459100
1 1124 
11241056

3^ GASTR Gastrooesophageal reflux 
disease/

Acid Reflux

2 06OCT2020 28/C 1 No O NA/TC N N/N

>55/
C459100
1 1124 
11241063

3^ INJ&P Limb fracture/
Fracture right third digit

2 05OCT2020 26/C 1 No O NA/TC RG N/N

>55/
C459100
1 1124 
11241074

3^ GENRL Chills/
Chills

1 21AUG2020 2/1 2 Yes NA/TC R 
(21AUG2020)

N/N

MUSC Myalgia/
Body Aches/Myalgias

1 21AUG2020 2/1 2 Yes NA/TC R 
(21AUG2020)

N/N

SKIN Hyperhidrosis/
Sweating

1 21AUG2020 2/1 2 Yes NA/TC R 
(21AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
Chills

2 11SEP2020 2/2 2 Yes NA R 
(12SEP2020)

N/N

Pyrexia/
Fever

2 11SEP2020 2/2 2 Yes NA R 
(12SEP2020)

N/N

SKIN Hyperhidrosis/
Sweats

2 11SEP2020 2/2 2 Yes NA R 
(12SEP2020)

N/N

>55/
C459100
1 1124 
11241082

3^ MUSC Myalgia/
Muscle Aches (calves)

1 29AUG2020 6/3 1 No O NA R 
(31AUG2020)

N/N

>55/
C459100
1 1124 
11241085

3^ GENRL Injection site pain/
Injection site pain

1 24AUG2020 1/8 2 Yes NA/TC R 
(31AUG2020)

N/N

GENRL Injection site pain/
Injection site pain

2 15SEP2020 1/6 2 Yes NA/TC R 
(20SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 16SEP2020 2/1 2 Yes NA R 
(16SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 16SEP2020 2/1 2 Yes NA/TC R 
(16SEP2020)

N/N

>55/
C459100
1 1124 
11241091

3^ GENRL Injection site pruritus/
Injection site pruritus

2 15SEP2020 1/3 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1124 
11241107

3^ INJ&P Animal bite/
Right Hand Dog Bite

2 04OCT2020 18/8 1 No O NA/TC R 
(11OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1124 
11241110

3^ GASTR Diarrhoea/
Diarrhea/loose stool (1 episode)

1 02SEP2020 8/1 1 No O NA R 
(02SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1124 
11241114

3^ IMMU
N

Seasonal allergy/
Seasonal Allergies

1 30AUG2020 4/30 1 No O NA/TC R 
(28SEP2020)

N/N

>55/
C459100
1 1124 
11241116

3^ GENRL Pyrexia/
Fever

2 16SEP2020 2/2 2 Yes NA/TC R 
(17SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 16SEP2020 2/2 2 Yes NA/TC R 
(17SEP2020)

N/N

>55/
C459100
1 1124 
11241121

3^ GENRL Fatigue/
Fatigue

1 30AUG2020 4/1 2 Yes NA R 
(30AUG2020)

N/N

>55/
C459100
1 1124 
11241124

3^ GENRL Injection site pain/
Injection site pain

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

>55/
C459100
1 1124 
11241128

3^ SKIN Alopecia/
Hair loss

2 SEP2020 1/C 1 No O NA N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1124 
11241140

3^ INJ&P Rib fracture/
Fractured Rib

1 22SEP2020 22/C 1 No O NA/TC RG N/N

>55/
C459100
1 1124 
11241144

3^ GENRL Chills/
Chills

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

Fatigue/
Fatigue

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

>55/
C459100
1 1124 
11241145

3^ GENRL Injection site pain/
Injection site pain

2 24SEP2020 1/3 2 Yes NA/TC R 
(26SEP2020)

N/N

Pyrexia/
Fever

2 24SEP2020 1/2 2 Yes NA/TC R 
(25SEP2020)

N/N

>55/
C459100
1 1124 
11241147

3^ MUSC Back pain/
Worsening back pain

2 21OCT2020 30/C 2 No O NA/TC RG N/N

>55/
C459100
1 1124 
11241148

3^ GENRL Injection site pain/
Injection site soreness

1 02SEP2020 1/5 1 Yes NA R 
(06SEP2020)

N/N

Injection site warmth/
Injection site warmth

1 02SEP2020 1/5 1 Yes NA R 
(06SEP2020)

N/N

GASTR Nausea/
Nausea

1 03SEP2020 2/4 1 Yes NA R 
(06SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

1 03SEP2020 2/5 1 Yes NA/TC R 
(07SEP2020)

N/N

GENRL Injection site warmth/
Injection site warmth

2 23SEP2020 1/5 1 Yes NA R 
(27SEP2020)

N/N

MUSC Musculoskeletal stiffness/
Left arm stiffness

2 23SEP2020 1/5 1 Yes NA R 
(27SEP2020)

N/N

Pain in extremity/
Left arm soreness

2 23SEP2020 1/5 1 Yes NA R 
(27SEP2020)

N/N

GASTR Nausea/
Nausea

2 24SEP2020 2/4 1 Yes NA R 
(27SEP2020)

N/N

NERV Headache/
Headache

2 24SEP2020 2/5 1 Yes NA/TC R 
(28SEP2020)

N/N

>55/
C459100
1 1124 
11241150

3^ INV Body temperature increased/
Elevated Body Temperature

2 25SEP2020 2/1 1 Yes NA R 
(25SEP2020)

N/N

>55/
C459100
1 1124 
11241151

3^ MUSC Back pain/
Mild Lower back pain

2 07OCT2020 17/C 1 No O NA RG N/N

>55/
C459100
1 1124 
11241154

3^ GENRL Chills/
Chills

2 24SEP2020 2/2 2 Yes NA/TC R 
(25SEP2020)

N/N

Pyrexia/
Fever

2 24SEP2020 2/2 2 Yes NA/TC R 
(25SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 24SEP2020 2/2 2 Yes NA/TC R 
(25SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1124 
11241157

3^ GENRL Fatigue/
Fatigue

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

Injection site pain/
Injection site pain

2 24SEP2020 1/2 1 Yes NA/TC R 
(25SEP2020)

N/N

GENRL Injection site erythema/
Injection site redness

2 04OCT2020 11/2 2 Yes NA/TC R 
(05OCT2020)

N/N

>55/
C459100
1 1124 
11241159

3^ GENRL Injection site pain/
Injection site pain

1 03SEP2020 1/6 2 Yes NA R 
(08SEP2020)

N/N

>55/
C459100
1 1124 
11241160

3^ INFEC Urinary tract infection/
Urinary tract infection

2 09OCT2020 16/9 1 No O NA/TC R 
(17OCT2020)

N/N

>55/
C459100
1 1124 
11241172

3^ GENRL Chills/
Chills

2 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

Pyrexia/
Fever

2 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

MUSC Myalgia/
Myalgias

2 26SEP2020 2/2 2 Yes NA R 
(27SEP2020)

N/N

NERV Headache/
Worsening Headache

2 26SEP2020 2/2 2 Yes NA R 
(27SEP2020)

N/N

>55/
C459100

3^ GENRL Injection site pain/
Injection site pain

1 08SEP2020 1/3 2 Yes NA/TC R 
(10SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1124 
11241182

GENRL Injection site pain/
Injection site pain

2 29SEP2020 1/3 1 Yes NA/TC R 
(01OCT2020)

N/N

>55/
C459100
1 1124 
11241191

3^ GENRL Injection site pain/
Injection site pain

1 10SEP2020 2/3 2 Yes NA R 
(12SEP2020)

N/N

NERV Headache/
Headache

1 11SEP2020 3/2 2 Yes NA/TC R 
(12SEP2020)

N/N

GENRL Injection site erythema/
Injection Site Redness

1 12SEP2020 4/6 2 Yes NA R 
(17SEP2020)

N/N

EAR Tinnitus/
Tinnitus

2 02OCT2020 4/2 1 No O NA R 
(03OCT2020)

N/N

GENRL Malaise/
Malaise

2 02OCT2020 4/2 1 Yes NA R 
(03OCT2020)

N/N

>55/
C459100
1 1124 
11241201

3^ GENRL Fatigue/
Fatigue

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1124 
11241206

3^ NERV Headache/
Worsening Headaches

2 30SEP2020 2/C 2 Yes NA/TC RG N/N

>55/
C459100
1 1124 
11241211

3^ GENRL Injection site pain/
Injection site pain

1 10SEP2020 1/3 2 Yes NA R 
(12SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
Chills

1 11SEP2020 2/2 1 Yes NA R 
(12SEP2020)

N/N

Fatigue/
Fatigue

1 11SEP2020 2/2 2 Yes NA R 
(12SEP2020)

N/N

NERV Headache/
Headache

1 11SEP2020 2/2 1 Yes NA R 
(12SEP2020)

N/N

MUSC Bursitis/
Worsening bursitis of right hip

1 15SEP2020 6/C 2 No O NA/TC RG N/N

GENRL Chills/
Chills

2 02OCT2020 2/2 1 Yes NA/TC R 
(03OCT2020)

N/N

MUSC Myalgia/
Myalgias

2 02OCT2020 2/2 1 Yes NA/TC R 
(03OCT2020)

N/N

NERV Headache/
Headaches

2 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N

>55/
C459100
1 1124 
11241221

3^ GENRL Injection site pain/
Injection site soreness

2 02OCT2020 1/4 1 Yes NA R 
(05OCT2020)

N/N

>55/
C459100
1 1125 
11251041

3^ INFEC Cellulitis/
Cellulitis of Right Cheek

2 21SEP2020 18/13 1 No O NA/TC R 
(03OCT2020)

N/N

>55/
C459100
1 1125 
11251070

3^ GASTR Gastric ulcer/
Gastric Ulcer

2 17SEP2020 7/C 2 No O NA/TC RG N/N

>55/
C459100

3^ GENRL Fatigue/
Fatigue

2 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1125 
11251082

MUSC Myalgia/
Myalgia

2 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

>55/
C459100
1 1125 
11251107

3^ INJ&P Muscle injury/
muscle sprain of lower back

1 12SEP2020 17/C 1 No O NA/TC N N/N

>55/
C459100
1 1125 
11251118

3^ MUSC Bursitis/
Acute olecranon bursitis Left 

elbow

1 01SEP2020 6/C 2 No O NA RG N/N

>55/
C459100
1 1125 
11251129

3^ ENDO Hypogonadism/
hypogonadism

2 16OCT2020 24/C 2 No O NA/TC N N/N

>55/
C459100
1 1125 
11251147

3^ GENRL Pain/
body aches

2 13OCT2020 19/1 1 No O NA R 
(13OCT2020)

N/N

INJ&P Spinal compression fracture/
Compression fracture L4 

vertebra

2 25OCT2020 31/C 2 No O NA/TC RG N/N

>55/
C459100
1 1125 
11251161

3^ VASC Hypertension/
Worsening of Hypertension

1 24SEP2020 22/15 2 No O NA/TC R 
(08OCT2020)

N/N

>55/
C459100

3^ INFEC Chronic sinusitis/
Exacerbation of chronic Sinusitis

1 21SEP2020 14/5 2 No O NA/TC R 
(25SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1125 
11251186

>55/
C459100
1 1125 
11251190

3^ INFEC Acute sinusitis/
acute sinus infection

1 14SEP2020 7/10 1 No O NA/TC R 
(23SEP2020)

N/N

>55/
C459100
1 1125 
11251191

3^ GENRL Chills/
Chills

1 28SEP2020 20/2 1 Yes NA R 
(29SEP2020)

N/N

Pain/
bodyaches

1 28SEP2020 20/2 1 Yes NA R 
(29SEP2020)

N/N

Pyrexia/
fever

1 28SEP2020 20/2 1 Yes NA R 
(29SEP2020)

N/N

MUSC Exostosis/
Osteophyte to lateral left foot

2 14OCT2020 17/C 1 No O NA N N/N

>55/
C459100
1 1125 
11251210

3^ SKIN Ecchymosis/
Ecchymosis

1 30SEP2020 20/8 1 No O NA R 
(07OCT2020)

N/N

>55/
C459100
1 1125 
11251211

3^ INFEC Bronchitis/
Bronchitis

1 18SEP2020 8/15 1 Yes NA/TC R 
(02OCT2020)

N/N

NERV Dizziness/
Dizziness

1 18SEP2020 8/15 2 Yes NA/TC R 
(02OCT2020)

N/N

>55/
C459100

3^ MUSC Pain in extremity/
Left arm pain

1 18AUG2020 2/7 1 Yes NA R 
(24AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1126 
11261032

>55/
C459100
1 1126 
11261036

3^ GENRL Fatigue/
Fatigue

1 19AUG2020 2/7 1 Yes NA R 
(25AUG2020)

N/N

MUSC Axillary mass/
Subcutaneous mass, right axilla

1 26AUG2020 9/34 1 No O NA R 
(28SEP2020)

N/N

GENRL Fatigue/
Fatigue, Intermittent

2 15SEP2020 8/10 2 No O NA R 
(24SEP2020)

N/N

>55/
C459100
1 1126 
11261038

3^ MUSC Pain in extremity/
Left upper arm pain

1 18AUG2020 1/4 1 Yes NA R 
(21AUG2020)

N/N

GENRL Fatigue/
Fatigue

1 19AUG2020 2/2 1 Yes NA R 
(20AUG2020)

N/N

NERV Headache/
Headache

1 19AUG2020 2/1 1 Yes NA/TC R 
(19AUG2020)

N/N

GENRL Injection site pain/
Pain, Injection site

2 08SEP2020 1/4 2 Yes NA R 
(11SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

NERV Headache/
Headache

2 09SEP2020 2/1 1 Yes NA/TC R 
(09SEP2020)

N/N

>55/
C459100
1 1126 
11261051

3^ GENRL Chills/
Chills

2 11SEP2020 2/2 1 Yes NA/TC R 
(12SEP2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 1972

FDA-CBER-2021-5683-0127998



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Injection Site Pain

2 11SEP2020 2/5 2 Yes NA/TC R 
(15SEP2020)

N/N

Pain/
Body Aches

2 11SEP2020 2/2 1 Yes NA/TC R 
(12SEP2020)

N/N

NERV Headache/
Headache

2 11SEP2020 2/2 2 Yes NA/TC R 
(12SEP2020)

N/N

>55/
C459100
1 1126 
11261052

3^ NERV Headache/
Headache

2 01OCT2020 21/2 1 No O NA/TC R 
(02OCT2020)

N/N

>55/
C459100
1 1126 
11261059

3^ INFEC Pustule/
Skin pustule right hip

1 05SEP2020 16/6 1 No O NA/TC/TCN R 
(10SEP2020)

N/N

GENRL Malaise/
Malaise

2 12SEP2020 2/1 1 Yes NA R 
(12SEP2020)

N/N

MUSC Myalgia/
Muscle Aches

2 12SEP2020 2/1 1 Yes NA R 
(12SEP2020)

N/N

>55/
C459100
1 1126 
11261065

3^ GENRL Injection site pain/
Injection site pain

2 15SEP2020 2/3 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1126 
11261066

3^ GENRL Malaise/
Malaise

2 15SEP2020 2/4 1 Yes NA R 
(18SEP2020)

N/N

>55/
C459100

3^ MUSC Pain in extremity/
Left upper arm pain

2 14SEP2020 1/3 2 Yes NA R 
(16SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1126 
11261067

GENRL Chills/
Chills

2 15SEP2020 2/1 2 Yes NA R 
(15SEP2020)

N/N

Fatigue/
Fatigue

2 15SEP2020 2/1 2 Yes NA R 
(15SEP2020)

N/N

MUSC Myalgia/
Muscle aches

2 15SEP2020 2/1 2 Yes NA R 
(15SEP2020)

N/N

NERV Headache/
Headache

2 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)

N/N

>55/
C459100
1 1126 
11261070

3^ MUSC Pain in extremity/
Upper left arm pain

1 25AUG2020 1/4 1 Yes NA R 
(28AUG2020)

N/N

MUSC Pain in extremity/
Upper left arm pain

2 15SEP2020 1/4 2 Yes NA R 
(18SEP2020)

N/N

>55/
C459100
1 1126 
11261073

3^ MUSC Pain in extremity/
Left upper arm pain

2 14SEP2020 1/4 2 Yes NA R 
(17SEP2020)

N/N

GENRL Chills/
Chills

2 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)

N/N

Malaise/
Malaise

2 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)

N/N

Pyrexia/
Fever

2 15SEP2020 2/1 2 Yes NA R 
(15SEP2020)

N/N

NERV Headache/
Headache

2 15SEP2020 2/1 2 Yes NA R 
(15SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1126 
11261077

3^ GENRL Injection site pain/
Pain, injection site

1 27AUG2020 2/4 1 Yes NA R 
(30AUG2020)

N/N

GENRL Injection site erythema/
Injection site redness, left arm

2 16SEP2020 1/4 2 Yes NA R 
(19SEP2020)

N/N

>55/
C459100
1 1126 
11261084

3^ GENRL Injection site pain/
Injection site pain

1 27AUG2020 1/11 1 Yes NA R 
(06SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 18SEP2020 2/3 1 Yes NA R 
(20SEP2020)

N/N

Malaise/
Malaise

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

>55/
C459100
1 1126 
11261087

3^ GASTR Diarrhoea/
Diarrhea

2 17SEP2020 1/1 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1126 
11261088

3^ INV Prostatic specific antigen 
increased/

Elevated Serum Prostate -
Specific Antigen

1 28AUG2020 2/C 1 No O NA N N/N

>55/
C459100
1 1126 
11261089

3^ MUSC Pain in extremity/
Left upper arm pain

1 27AUG2020 1/3 1 Yes NA/TC R 
(29AUG2020)

N/N

GENRL Fatigue/
Fatigue

1 28AUG2020 2/3 1 Yes NA R 
(30AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
Fatigue

2 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

Pyrexia/
Fever

2 18SEP2020 1/2 1 Yes NA/TC R 
(19SEP2020)

N/N

MUSC Myalgia/
Muscle aches

2 19SEP2020 2/2 2 Yes NA/TC R 
(20SEP2020)

N/N

Pain in extremity/
Left upper arm pain

2 19SEP2020 2/3 2 Yes NA/TC R 
(21SEP2020)

N/N

>55/
C459100
1 1126 
11261090

3^ GENRL Injection site pain/
Injection site pain

2 19SEP2020 2/3 1 Yes NA R 
(21SEP2020)

N/N

>55/
C459100
1 1126 
11261094

3^ MUSC Pain in extremity/
Left Upper Arm Pain

2 16SEP2020 1/4 2 Yes NA R 
(19SEP2020)

N/N

>55/
C459100
1 1126 
11261098

3^ MUSC Pain in extremity/
Left upper arm pain

1 28AUG2020 1/2 1 Yes NA R 
(29AUG2020)

N/N

>55/
C459100
1 1126 
11261100

3^ GENRL Injection site pain/
Inject site pain

2 18SEP2020 2/3 1 Yes NA R 
(20SEP2020)

N/N

>55/
C459100
1 1126 
11261102

3^ GENRL Mass/
Lump below left ear

1 31AUG2020 4/11 1 No O NA R 
(10SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Malaise/
Malaise

2 19SEP2020 2/3 2 Yes NA R 
(21SEP2020)

N/N

Pain/
Body aches

2 19SEP2020 2/3 2 Yes NA R 
(21SEP2020)

N/N

Pyrexia/
Fever

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

>55/
C459100
1 1126 
11261107

3^ MUSC Arthralgia/
Left shoulder pain

2 22SEP2020 1/4 2 Yes NA R 
(25SEP2020)

N/N

>55/
C459100
1 1126 
11261110

3^ MUSC Pain in extremity/
Left Upper Arm Pain

1 31AUG2020 1/3 1 Yes NA R 
(02SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 21SEP2020 1/3 1 Yes NA R 
(23SEP2020)

N/N

NERV Headache/
Headache

2 27SEP2020 7/1 1 Yes NA R 
(27SEP2020)

N/N

>55/
C459100
1 1126 
11261119

3^ GENRL Injection site pain/
Injection site pain

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

GENRL Malaise/
Malaise

2 27SEP2020 4/2 2 Yes NA R 
(28SEP2020)

N/N

>55/
C459100
1 1126 
11261120

3^ GENRL Chills/
Chills

2 23SEP2020 1/1 1 Yes NA R 
(23SEP2020)

N/Y
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1126 
11261123

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

GENRL Injection site pain/
PAIN, INJECTION SITE

2 23SEP2020 1/3 2 Yes NA R 
(25SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 24SEP2020 2/2 2 Yes NA R 
(25SEP2020)

N/N

NERV Headache/
Headache

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

GENRL Injection site erythema/
INJECTION SITE REDNESS

2 25SEP2020 3/4 2 Yes NA R 
(28SEP2020)

N/N

>55/
C459100
1 1126
11261125

3^ EAR Tinnitus/
Tinnitus Left Ear

1 02SEP2020 1/C 2 No O NA N N/N

>55/
C459100
1 1126 
11261127

3^ GENRL Fatigue/
Fatigue

1 03SEP2020 1/2 1 Yes NA R 
(04SEP2020)

N/N

Malaise/
Malaise

1 03SEP2020 1/2 2 Yes NA/TC R 
(04SEP2020)

N/N

MUSC Pain in extremity/
Left upper arm pain

1 03SEP2020 1/6 2 Yes NA/TC R 
(08SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

Injection site pain/
Pain, Injection site

2 22SEP2020 1/4 1 Yes NA R 
(25SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Muscle aches, left arm

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

>55/
C459100
1 1126 
11261129

3^ GENRL Fatigue/
Fatigue

1 04SEP2020 2/3 1 Yes NA R 
(06SEP2020)

N/N

>55/
C459100
1 1126 
11261133

3^ GENRL Injection site pain/
Injection site pain

1 03SEP2020 1/2 1 Yes NA R 
(04SEP2020)

N/N

GENRL Chills/
Chills

2 25SEP2020 2/1 2 Yes NA/TC R 
(25SEP2020)

N/N

Fatigue/
Fatigue

2 25SEP2020 2/4 2 Yes NA/TC R 
(28SEP2020)

N/N

Injection site pain/
Injection site pain

2 25SEP2020 2/4 1 Yes NA/TC R 
(28SEP2020)

N/N

>55/
C459100
1 1126 
11261139

3^ GENRL Injection site pain/
Injection site pain

1 05SEP2020 2/7 1 Yes NA R 
(11SEP2020)

N/N

GENRL Injection site pain/
Left upper arm injection pain

2 23SEP2020 1/3 2 Yes NA/TC R 
(25SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 23SEP2020 1/2 2 Yes NA/TC R 
(24SEP2020)

N/N

>55/
C459100
1 1126 
11261140

3^ GENRL Injection site pain/
Injection site pain

1 04SEP2020 1/4 1 Yes NA R 
(07SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
Injection site pain

2 24SEP2020 1/3 1 Yes NA R 
(26SEP2020)

N/N

>55/
C459100
1 1126 
11261146

3^ GASTR Nausea/
Nausea

1 09SEP2020 2/1 1 Yes NA R 
(09SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 09SEP2020 2/1 1 Yes NA R 
(09SEP2020)

N/N

Malaise/
Malaise

1 09SEP2020 2/1 1 Yes NA R 
(09SEP2020)

N/N

Pain/
Body aches

1 09SEP2020 2/1 1 Yes NA/TC R 
(09SEP2020)

N/N

NERV Headache/
Headache

1 09SEP2020 2/1 1 Yes NA R 
(09SEP2020)

N/N

RENAL Haematuria/
Hematuria

1 23SEP2020 16/4 2 No O NA/TC R 
(26SEP2020)

N/N

GENRL Chills/
Chills

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

Fatigue/
Fatigue

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1126 
11261152

3^ INFEC Hordeolum/
Stye right upper external eyelid

1 27SEP2020 19/3 1 No O NA/TCN R 
(29SEP2020)

N/N

>55/
C459100
1 1126 
11261153

3^ GENRL Injection site pain/
Pain, injection site

1 09SEP2020 1/2 2 Yes NA/TC R 
(10SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
Fatigue

1 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

>55/
C459100
1 1126 
11261156

3^ GENRL Injection site pain/
Injection site pain

2 29SEP2020 2/3 1 Yes NA R 
(01OCT2020)

N/N

>55/
C459100
1 1126 
11261160

3^ NERV Dizziness/
Light headedness

1 10SEP2020 1/1 1 Yes NA R 
(10SEP2020)

N/Y

MUSC Myalgia/
Muscle aches

1 11SEP2020 2/2 1 Yes NA R 
(12SEP2020)

N/N

Pain in extremity/
Left upper arm pain

1 11SEP2020 2/2 1 Yes NA R 
(12SEP2020)

N/N

>55/
C459100
1 1126 
11261162

3^ GENRL Fatigue/
Fatigue

1 10SEP2020 1/2 2 Yes NA R 
(11SEP2020)

N/N

Injection site pain/
Pain, Injection site

1 10SEP2020 1/2 2 Yes NA R 
(11SEP2020)

N/N

RESP Throat irritation/
Throat Irritation

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

GASTR Nausea/
Nausea

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

GENRL Chills/
Chills

2 01OCT2020 1/3 2 Yes NA R 
(03OCT2020)

N/N

Injection site pain/
Injection site pain

2 01OCT2020 1/3 1 Yes NA R 
(03OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

2 02OCT2020 2/1 1 Yes NA/TC R 
(02OCT2020)

N/N

>55/
C459100
1 1126 
11261163

3^ GENRL Injection site pain/
Injection site pain

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 30SEP2020 1/3 1 Yes NA R 
(02OCT2020)

N/N

MUSC Back pain/
Lower back pain

2 30SEP2020 1/3 2 Yes NA R 
(02OCT2020)

N/N

NERV Headache/
Headache

2 30SEP2020 1/3 2 Yes NA R 
(02OCT2020)

N/N

GENRL Pain/
Body aches

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1126 
11261169

3^ MUSC Pain in extremity/
Left upper arm pain

1 11SEP2020 1/4 2 Yes NA R 
(14SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 02OCT2020 2/4 1 Yes NA R 
(05OCT2020)

N/N

Injection site pruritus/
Injection site itchyness

2 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N

Pain/
Body aches

2 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N

>55/
C459100
1 1126 
11261174

3^ GENRL Injection site pain/
Injection site pain

2 30SEP2020 1/3 1 Yes NA R 
(02OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1126 
11261175

3^ GENRL Injection site pain/
Pain, injection site

1 12SEP2020 2/1 1 Yes NA R 
(12SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

Injection site pain/
Injection site pain

2 30SEP2020 1/5 2 Yes NA R 
(04OCT2020)

N/N

>55/
C459100
1 1126 
11261176

3^ GENRL Chills/
Body chills*

11SEP2020 1/1 1 Yes NA R 
(11SEP2020)

N/N

Injection site pain/
Pain, injection site*

11SEP2020 1/1 1 Yes NA R 
(11SEP2020)

N/N

MUSC Back pain/
Back pain

1 12SEP2020 2/1 3 Yes NA/TC R 
(12SEP2020)

N/N

GENRL Chills/
Chills

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

Fatigue/
Fatigue

2 30SEP2020 1/2 2 Yes NA R 
(01OCT2020)

N/N

>55/
C459100
1 1126 
11261179

3^ NERV Headache/
Headache

2 07OCT2020 1/2 1 Yes NA R 
(08OCT2020)

N/N

UNC RENAL CALCULUS, 
WORSENING@@/

Renal Calculus, worsening

2 09OCT2020 3/1 1 No O NA R 
(09OCT2020)

N/N

>55/
C459100

3^ GENRL Injection site pain/
Pain, injection site

1 16SEP2020 1/2 2 Yes NA R 
(17SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1126 
11261181

>55/
C459100
1 1127 
11271006

2^ MUSC Arthritis/
Arthritis in left thumb

2 03SEP2020 18/C 1 No O NA N N/N

MUSC Musculoskeletal pain/
Hip muscle pain bilateral 

exercise related

2 26SEP2020 41/C 1 No O NA N N/N

Musculoskeletal pain/
knee muscle pain related to 

exercise

2 26SEP2020 41/C 1 No O NA N N/N

>55/
C459100
1 1127 
11271007

2^ INFEC Cystitis/
Bladder infection

1 07AUG2020 10/13 1 No O NA/TC R 
(19AUG2020)

N/N

>55/
C459100
1 1127 
11271019

3^ INJ&P Fall/
fell off exercise bike

2 02SEP2020 16/1 1 No O NA R 
(02SEP2020)

N/N

MUSC Arthralgia/
pain left hip

2 02SEP2020 16/C 1 No O NA N N/N

>55/
C459100
1 1127 
11271023

3^ RESP Asthma/
worsening of asthma

2 01OCT2020 45/C 1 No O NA/TC N N/N

NEOPL Invasive ductal breast carcinoma/
Malignant invasive ductal 

carcinoma left breast

2 05NOV2020 80/C 3 No O NA N Y/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1127 
11271031

3^ EAR Ear pain/
earache

2 26SEP2020 39/4 1 No O NA R 
(29SEP2020)

N/N

>55/
C459100
1 1127 
11271034

3^ SKIN Dermatitis contact/
Poison ivy contact dermatitis

1 13AUG2020 14/C 2 No O NA/TC N N/N

>55/
C459100
1 1127 
11271046

3^ INFEC Urinary tract infection/
Urinary tract infection

2 12SEP2020 22/C 1 No O NA/TC N N/N

>55/
C459100
1 1127 
11271050

3^ INFEC Gastroenteritis/
gastroenteritis

2 30SEP2020 38/C 1 No O NA/TC N N/N

>55/
C459100
1 1127 
11271061

3^ INFEC Sinusitis/
sinus infection

1 12AUG2020 8/10 1 No O NA/TC R 
(21AUG2020)

N/N

>55/
C459100
1 1127 
11271089

3^ INJ&P Fall/
Fall

2 30AUG2020 1/1 1 No O NA R 
(30AUG2020)

N/N

Fibula fracture/
right fibula fracture

2 30AUG2020 1/C 1 No O NA/TC/TCN N N/N

>55/
C459100
1 1128 
11281014

3^ INJ&P Fall/
Fall

2 28AUG2020 2/1 2 No O NA R 
(28AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Skin laceration/
Facial Lacerations

2 28AUG2020 2/24 2 No O NA/TCN R 
(20SEP2020)

Y/N

>55/
C459100
1 1128 
11281053

3^ INJ&P Muscle strain/
Lower Back Strain

1 22AUG2020 18/15 2 No O NA/TC R 
(05SEP2020)

N/N

>55/
C459100
1 1128 
11281084

3^ GASTR Diarrhoea/
Diarrhea

2 24SEP2020 23/1 1 No O NA R 
(24SEP2020)

N/N

>55/
C459100
1 1128 
11281088

3^ GENRL Pyrexia/
Subjective Fever

2 12SEP2020 10/1 1 No O NA R 
(12SEP2020)

N/N

INFEC Upper respiratory tract infection/
Upper Respiratory Infection

2 12SEP2020 10/1 1 No O NA R 
(12SEP2020)

N/N

GENRL Pyrexia/
Subjective Fever

2 25SEP2020 23/1 1 No O NA R 
(25SEP2020)

N/N

INFEC Upper respiratory tract infection/
Upper Respiratory Infection

2 25SEP2020 23/1 1 No O NA R 
(25SEP2020)

N/N

>55/
C459100
1 1128 
11281150

3^ PSYCH Disorientation/
Disorientation

1 19AUG2020 1/2 2 Yes NA R 
(20AUG2020)

N/N

GENRL Chills/
Chill Episodes

1 20AUG2020 2/1 2 Yes NA R 
(20AUG2020)

N/N

NERV Somnolence/
Drowzyness

1 21AUG2020 3/2 2 Yes NA R 
(22AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Lethargy/
Lethargic

2 08SEP2020 1/1 1 Yes NA R 
(08SEP2020)

N/N

>55/
C459100
1 1128 
11281179

3^ GENRL Fatigue/
Fatigue

1 25AUG2020 2/3 1 Yes NA R 
(27AUG2020)

N/N

Pain/
body aches

1 25AUG2020 2/3 1 Yes NA R 
(27AUG2020)

N/N

MUSC Arthralgia/
sore left shoulder

1 25AUG2020 2/3 1 Yes NA R 
(27AUG2020)

N/N

GENRL Pain/
Body aches

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

Pyrexia/
Fever

2 15SEP2020 2/2 2 Yes NA/TC R 
(16SEP2020)

N/N

>55/
C459100
1 1128 
11281185

3^ INFEC Urinary tract infection/
URINARY TRACT 

INFECTION

2 19SEP2020 4/5 2 No O NA/TC R 
(23SEP2020)

N/N

>55/
C459100
1 1128 
11281186

3^ GENRL Injection site pain/
Injection Site Soreness

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1128 
11281191

3^ GENRL Chills/
Chills

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

>55/
C459100

3^ NEOPL Basal cell carcinoma/
Skin, Left side Neck Basal Cell 

Carcinoma, Ulcerated

2 25SEP2020 12/C 2 No O NA N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1128 
11281207

>55/
C459100
1 1128 
11281213

3^ GENRL Injection site pain/
INJECTION SITE SORENESS, 

LEFT ARM

1 27AUG2020 1/4 1 Yes NA R 
(30AUG2020)

N/N

GENRL Injection site pain/
INJECTION SITE SORENESS, 

LEFT ARM

2 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

>55/
C459100
1 1128 
11281215

3^ GASTR Nausea/
Nausea

2 18SEP2020 1/3 2 Yes NA/TC R 
(20SEP2020)

N/N

GENRL Pyrexia/
Fever

2 18SEP2020 1/3 1 Yes NA/TC R 
(20SEP2020)

N/N

>55/
C459100
1 1128 
11281242

3^ GENRL Chills/
Chills

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1128 
11281264

3^ GENRL Pain/
Body Aches

1 02SEP2020 1/3 1 Yes NA/TC R 
(04SEP2020)

N/N

GENRL Pain/
Body Aches

2 21SEP2020 1/3 1 Yes NA/TC R 
(23SEP2020)

N/N

>55/
C459100
1 1128 
11281278

3^ NEOPL Squamous cell carcinoma/
SQUAMOUS CELL 

CARCINOMA, RIGHT 
LATERAL TEMPLE

2 01OCT2020 9/5 2 No O NA R 
(05OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1128 
11281293

3^ GENRL Injection site pain/
injection site soreness

2 30SEP2020 2/5 1 Yes NA R 
(04OCT2020)

N/N

>55/
C459100
1 1128 
11281298

3^ GENRL Injection site pain/
Soreness at injection site

2 29SEP2020 1/3 1 Yes NA R 
(01OCT2020)

N/N

GENRL Pyrexia/
Subjective Fever

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

>55/
C459100
1 1128 
11281308

3^ GENRL Fatigue/
Fatigue (Vaccine Reaction)

1 24SEP2020 2/2 2 Yes NA R 
(25SEP2020)

N/N

Injection site pain/
Injection site Left Arm Soreness 

(Vaccine Reaction)

1 24SEP2020 2/2 2 Yes NA R 
(25SEP2020)

N/N

GENRL Fatigue/
Fatigue (vaccine reaction)

2 13OCT2020 1/2 2 Yes NA R 
(14OCT2020)

N/N

GENRL Injection site pain/
injection site Left Arm Soreness 

(Vaccine Reaction)

2 14OCT2020 2/3 2 Yes NA R 
(16OCT2020)

N/N

>55/
C459100
1 1128 
11281314

3^ GENRL Injection site pain/
Left Arm Injection Site Soreness

1 10SEP2020 2/2 1 Yes NA/TC R 
(11SEP2020)

N/N

GENRL Injection site pain/
Left Arm Injection Site Soreness

2 01OCT2020 2/1 1 Yes NA/TC R 
(01OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1128 
11281320

3^ EAR Vertigo/
Vertigo

2 08OCT2020 10/C 1 No O NA/TC RG N/N

>55/
C459100
1 1128 
11281321

3^ GENRL Chills/
Chills

2 03OCT2020 2/2 1 Yes NA/TC R 
(04OCT2020)

N/N

Pain/
Body Aches

2 03OCT2020 2/2 2 Yes NA/TC R 
(04OCT2020)

N/N

Pyrexia/
Fever

2 03OCT2020 2/2 2 Yes NA/TC R 
(04OCT2020)

N/N

NERV Headache/
Headache

2 03OCT2020 2/2 2 Yes NA/TC R 
(04OCT2020)

N/N

>55/
C459100
1 1128 
11281346

3^ INFEC Furuncle/
BOIL, TOP OF HEAD

2 05OCT2020 3/6 2 No O NA/TC R 
(10OCT2020)

N/N

>55/
C459100
1 1128 
11281351

3^ INFEC Urinary tract infection/
URINARY TRACT 

INFECTION

2 29OCT2020 27/10 2 No O NA/TC R 
(07NOV2020)

N/N

>55/
C459100
1 1128 
11281354

3^ GENRL Injection site pain/
Injection Site Soreness

2 08OCT2020 2/5 1 Yes NA/TC R 
(12OCT2020)

N/N

Injection site pain/
Left Side of Neck to Injection 

Site Soreness

2 08OCT2020 2/2 1 Yes NA/TC R 
(09OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pain/
Body Aches

2 08OCT2020 2/1 1 Yes NA/TC R 
(08OCT2020)

N/N

Pyrexia/
Subjective Fever

2 08OCT2020 2/1 1 Yes NA/TC R 
(08OCT2020)

N/N

NERV Headache/
Worsening of Headache

2 08OCT2020 2/1 1 Yes NA/TC R 
(08OCT2020)

N/N

>55/
C459100
1 1128 
11281356

3^ GENRL Chills/
Chills

1 16SEP2020 3/2 1 Yes NA R 
(17SEP2020)

N/N

Pain/
Body aches

1 16SEP2020 3/2 1 Yes NA R 
(17SEP2020)

N/N

Pyrexia/
Fever

1 16SEP2020 3/2 1 Yes NA R 
(17SEP2020)

N/N

GENRL Chills/
Chills

2 06OCT2020 2/1 1 Yes NA R 
(06OCT2020)

N/N

>55/
C459100
1 1128 
11281380

3^ GASTR Diarrhoea/
Diarrhea

2 09OCT2020 2/2 1 Yes NA R 
(10OCT2020)

N/N

SKIN Rash/
Bilateral Armpit Rash

2 18OCT2020 11/6 1 No O NA/TC R 
(23OCT2020)

N/N

>55/
C459100
1 1128 
11281383

3^ GENRL Fatigue/
FATIGUE

1 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

Injection site pain/
LEFT ARM injection site PAIN

1 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pain/
BODY ACHES

1 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

>55/
C459100
1 1129 
11291008

2^ SKIN Dermatitis/
Back Dermatitis

1 12AUG2020 15/31 2 No O NA/TC R 
(11SEP2020)

N/N

>55/
C459100
1 1129 
11291028

3^ METAB Type 2 diabetes mellitus/
Worsened type 2 diabetes

2 08SEP2020 21/C 2 No O NA/TC RG N/N

>55/
C459100
1 1129 
11291035

3^ GENRL Swelling/
bilateral transient neck tissue 

swelling

1 03AUG2020 1/2 1 Yes NA R 
(04AUG2020)

N/N

>55/
C459100
1 1129 
11291044

3^ INFEC Cellulitis/
left arm cellulitis

2 17SEP2020 24/32 2 No O NA R 
(18OCT2020)

N/N

>55/
C459100
1 1129 
11291057

3^ INJ&P Limb injury/
right great toe avulsion injury

1 14AUG2020 8/48 1 No O NA/TC R 
(30SEP2020)

N/N

>55/
C459100
1 1129 
11291059

3^ BLOOD Lymphadenopathy/
Left supraclavicular adenopathy

2 31AUG2020 4/C 1 Yes NA/TCN RG N/N

>55/
C459100
1 1129 
11291074

3^ EAR Vertigo/
Worsened Vertigo

1 21AUG2020 12/4 3 No O NA R 
(24AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

EYE Diplopia/
double vision

1 21AUG2020 12/2 3 No O NA R 
(22AUG2020)

Y/N

>55/
C459100
1 1129 
11291075

3^ INJ&P Skin abrasion/
Abrasion left middle toe

2 18SEP2020 19/46 2 No O NA/TC R 
(02NOV2020)

N/N

INFEC Herpes virus infection/
worsened recurrent herpetic 

lesion, gluteal area

2 21OCT2020 52/13 1 No O NA R 
(02NOV2020)

N/N

>55/
C459100
1 1129 
11291090

3^ ENDO Hypothyroidism/
Hypothyroidism-Subject was 

prescribed Levothyroxine 50 po 
qd on 18sep2020

2 18SEP2020 19/C 2 No O NA/TC N N/N

>55/
C459100
1 1129 
11291108

3^ GASTR Abdominal distension/
intermittent bloating

1 18AUG2020 2/14 1 No O NA R 
(31AUG2020)

N/N

Flatulence/
intermittent flatulence

1 18AUG2020 2/14 1 No O NA R 
(31AUG2020)

N/N

>55/
C459100
1 1129 
11291113

3^ MUSC Back pain/
worsening back pain

2 26SEP2020 19/38 2 No O NA/TC R 
(02NOV2020)

N/N

>55/
C459100
1 1129 
11291114

3^ CARD Mitral valve prolapse/
Mitral Valve prolapse

2 06OCT2020 29/C 1 No O NA N N/N

>55/
C459100

3^ RENAL Urinary retention/
Urinary retention with 

emergency catheter

1 04SEP2020 18/36 2 No O NA/TCN R 
(09OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1129 
11291123

>55/
C459100
1 1129 
11291132

3^ GASTR Diarrhoea/
diarrhea

2 24SEP2020 11/1 1 No O NA R 
(24SEP2020)

N/N

NERV Headache/
headache

2 05OCT2020 22/4 1 No O NA R 
(08OCT2020)

N/N

>55/
C459100
1 1129 
11291138

3^ INFEC Osteomyelitis/
osteomyelitis distal phalanx right 

3rd toe

1 31AUG2020 7/27 3 No O NA/TC R 
(26SEP2020)

Y/N

EYE Retinal detachment/
detached left retina

2 26OCT2020 42/3 2 No O NA/TC/TCN R 
(28OCT2020)

N/N

>55/
C459100
1 1129 
11291139

3^ MUSC Myalgia/
Left Deltoid Tenderness

1 25AUG2020 1/2 1 Yes NA R 
(26AUG2020)

N/N

SKIN Erythema/
Left deltoid erythema

1 25AUG2020 1/2 2 Yes NA R 
(26AUG2020)

N/N

GENRL Fatigue/
fatigue

1 15SEP2020 22/2 2 Yes NA R 
(16SEP2020)

N/N

MUSC Arthralgia/
Joint Pain

1 15SEP2020 22/2 2 Yes NA/TC R 
(16SEP2020)

N/N

Myalgia/
Muscle pain

1 15SEP2020 22/2 2 Yes NA/TC R 
(16SEP2020)

N/N

NERV Headache/
Headache

2 16SEP2020 2/2 2 Yes NA/TC R 
(17SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INFEC Urinary tract infection/
Urinary tract infection

2 31OCT2020 47/9 2 No O NA/TC R
(08NOV2020)

N/N

>55/
C459100
1 1129 
11291173

3^ GENRL Asthenia/
weakness

2 04NOV2020 31/1 2 No O NA/TCN R 
(04NOV2020)

N/N

SKIN Hyperhidrosis/
diaphoresis

2 04NOV2020 31/1 2 No O NA/TCN R 
(04NOV2020)

N/N

>55/
C459100
1 1129 
11291175

3^ INFEC Urinary tract infection/
urinary tract infection

2 23OCT2020 19/13 2 No O NA/TC R 
(04NOV2020)

N/N

>55/
C459100
1 1129 
11291183

3^ MUSC Arthralgia/
left shoulder soreness

1 18SEP2020 4/2 2 Yes NA/TC R 
(19SEP2020)

N/N

>55/
C459100
1 1129 
11291188

3^ GENRL Injection site pain/
left arm injection site muscle 

pain

1 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1129 
11291191

3^ INJ&P Arthropod bite/
let lower leg insect bite

1 09OCT2020 19/3 1 No O NA/TC R 
(11OCT2020)

N/N

SKIN Urticaria/
allergic urticaria-bilateral hands

1 11OCT2020 21/C 1 No O NA/TC RG N/N

Urticaria/
allergic urticaria-bilateral legs

1 11OCT2020 21/C 1 No O NA/TC/TCN RG N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1129 
11291206

3^ NERV Dizziness/
Intermittent dizziness

1 02OCT2020 5/C 1 No O NA N N/N

>55/
C459100
1 1129 
11291207

3^ GENRL Chills/
chills

2 20OCT2020 1/2 1 Yes NA R 
(21OCT2020)

N/N

Pyrexia/
fever

2 20OCT2020 1/2 1 Yes NA R 
(21OCT2020)

N/N

>55/
C459100
1 1130 
11301009

3^ RENAL Dysuria/
Dysuria

1 01SEP2020 7/50 1 No O NA R 
(20OCT2020)

N/N

>55/
C459100
1 1130 
11301039

3^ GASTR Colitis microscopic/
microscopic colitis

1 11SEP2020 9/61 2 No O NA/TC R 
(10NOV2020)

N/N

INV Blood pressure increased/
Worsened Acute Blood Pressure 

Elevation

2 04OCT2020 5/1 2 No O NA R 
(04OCT2020)

N/N

MUSC Back pain/
Acute Back Pain

2 04OCT2020 5/1 2 No O NA R 
(04OCT2020)

N/N

>55/
C459100
1 1131 
11311008

3^ GASTR Dyspepsia/
nausea/ dyspepsia

1 14AUG2020 2/33 1 Yes NA/TC R 
(15SEP2020)

N/N

>55/
C459100

3^ GENRL Chills/
chills

2 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1131 
11311023

NERV Headache/
headache

2 08SEP2020 1/2 1 Yes NA/TC R 
(09SEP2020)

N/N

RESP Epistaxis/
epistaxis

2 10OCT2020 33/1 1 No O NA/TCN R 
(10OCT2020)

N/N

>55/
C459100
1 1131 
11311034

3^ GENRL Chills/
chills

2 10SEP2020 1/1 1 Yes NA R 
(10SEP2020)

N/N

GENRL Injection site pain/
injection site pain

2 11SEP2020 2/5 1 Yes NA/TC R 
(15SEP2020)

N/N

Pyrexia/
fever

2 11SEP2020 2/1 1 Yes NA/TC R 
(11SEP2020)

N/N

MUSC Back pain/
low back pain

2 11SEP2020 2/8 1 Yes NA/TC R 
(18SEP2020)

N/N

Musculoskeletal discomfort/
hip discomfort

2 11SEP2020 2/8 1 Yes NA/TC R 
(18SEP2020)

N/N

>55/
C459100
1 1131 
11311040

3^ NERV Headache/
headache

2 09SEP2020 2/1 2 Yes NA R 
(09SEP2020)

N/N

>55/
C459100
1 1131 
11311043

3^ GASTR Toothache/
dental pain

2 10OCT2020 30/C 2 No O NA/TCN N N/N

GASTR Gastritis/
exacerbation of gastritis

2 27OCT2020 47/8 1 No O NA/TC R 
(03NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1131 
11311044

3^ GASTR Abdominal distension/
abdominal bloating

1 26AUG2020 8/6 1 No O NA/TC R 
(31AUG2020)

N/N

>55/
C459100
1 1131 
11311056

3^ GASTR Nausea/
nausea

2 12SEP2020 2/1 1 Yes NA R 
(12SEP2020)

N/N

>55/
C459100
1 1131 
11311057

3^ MUSC Dupuytren's contracture/
Dupuytren's Contracture, left 

fifth digit

2 22SEP2020 12/C 1 No O NA N N/N

Dupuytren's contracture/
Dupytren's Contracture, right 

fifth digit

2 22SEP2020 12/10 2 No O NA/TCN R 
(01OCT2020)

N/N

INFEC Herpes zoster/
shingles

2 30SEP2020 20/C 2 No O NA/TC RG N/N

INFEC Postoperative wound infection/
Postoperative wound infection at 

right hand, 5th digi

2 07OCT2020 27/18 2 No O NA/TC R 
(24OCT2020)

N/N

>55/
C459100
1 1131 
11311059

3^ MUSC Spinal stenosis/
Spinal Stenosis diagnosed

1 27AUG2020 8/C 2 No O NA/TCN N N/N

>55/
C459100
1 1131 
11311088

3^ GENRL Injection site pain/
pain at injection site

2 15SEP2020 1/4 1 Yes NA/TC R 
(18SEP2020)

N/N

MUSC Arthralgia/
increasing joint pain

2 SEP2020 1/C 2 No O NA/TC N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INJ&P Muscle strain/
muscle strain

2 23SEP2020 9/9 2 No O NA R 
(01OCT2020)

N/N

MUSC Pain in extremity/
left forearm pain

2 23SEP2020 9/C 2 No O NA/TC N N/N

>55/
C459100
1 1131 
11311095

3^ BLOOD Lymphadenopathy/
swollen axillary lymph nodes

2 30SEP2020 2/3 1 Yes NA R 
(02OCT2020)

N/N

GENRL Malaise/
malaise

2 30SEP2020 2/2 1 Yes NA RS 
(01OCT2020)

N/N

NERV Headache/
headache

2 30SEP2020 2/3 1 Yes NA R 
(02OCT2020)

N/N

MUSC Myalgia/
generalized myalgia

2 02OCT2020 4/1 2 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1131 
11311110

3^ MUSC Back pain/
low back pain

1 15SEP2020 16/10 1 No CD NA/TC R 
(24SEP2020)

N/N

>55/
C459100
1 1131 
11311114

3^ GENRL Injection site pain/
injection site arm pain

2 24SEP2020 1/5 1 Yes NA R 
(28SEP2020)

N/N

>55/
C459100
1 1131 
11311125

3^ SKIN Rash/
rash on both arms and legs

1 13SEP2020 12/19 1 No O NA/TC R 
(01OCT2020)

N/N

>55/
C459100

3^ GENRL Injection site pain/
Injection site pain

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1131 
11311130

GENRL Fatigue/
fatigue

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

>55/
C459100
1 1131 
11311137

3^ GENRL Pain/
Body aches

2 25SEP2020 2/2 1 Yes NA/TC R 
(26SEP2020)

N/N

>55/
C459100
1 1131 
11311140

3^ MUSC Myalgia/
muscle pain

2 24SEP2020 1/5 2 Yes NA/TC R 
(28SEP2020)

N/N

NERV Headache/
headache

2 24SEP2020 1/5 2 Yes NA/TC RG 
(28SEP2020)

N/N

MUSC Arthralgia/
generalized joint pain

2 25SEP2020 2/34 2 Yes NA/TC R 
(28OCT2020)

N/N

>55/
C459100
1 1131 
11311145

3^ GENRL Asthenia/
generalized weakness, 

intermittent

1 SEP2020 1/C 2 No CD NA N N/N

INJ&P Fall/
Frequent falls

1 SEP2020 1/C 2 No CD NA N N/N

Skin abrasion/
abrasion of right forearm

1 SEP2020 1/C 1 No CD NA N N/N

NERV Paraesthesia/
tingling of bilateral limbs, 

intermittent

1 SEP2020 1/C 1 No CD NA N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

CARD Atrial fibrillation/
Atrial fibrillation with rapid 

ventricular response

1 08OCT2020 31/6 2 No O NA/TC R 
(13OCT2020)

N/N

METAB Hypovolaemia/
hypovolemia

1 08OCT2020 31/6 2 No O NA/TC R 
(13OCT2020)

N/N

NERV Syncope/
Syncope

1 08OCT2020 31/6 3 No O NA/TC R 
(13OCT2020)

Y/N

METAB Hypovolaemia/
hypovolemia

1 18OCT2020 41/8 2 No O NA R 
(25OCT2020)

N/N

VASC Orthostatic hypotension/
Hypotension, orthostatic

1 18OCT2020 41/8 3 No O NA/TC R 
(25OCT2020)

Y/N

>55/
C459100
1 1131 
11311149

3^ NEOPL Basal cell carcinoma/
basal cell carcinoma

1 09SEP2020 2/1 1 No O NA/TCN R 
(09SEP2020)

N/N

GENRL Chills/
chills

2 29SEP2020 1/3 1 Yes NA R 
(01OCT2020)

N/N

Fatigue/
fatigue

2 29SEP2020 1/3 2 Yes NA R 
(01OCT2020)

N/N

Pyrexia/
low grade temperature injection

2 29SEP2020 1/3 1 Yes NA R 
(01OCT2020)

N/N

NERV Headache/
headache

2 29SEP2020 1/3 1 Yes NA R 
(01OCT2020)

N/N

>55/
C459100
1 1131 
11311150

3^ PSYCH Irritability/
irritable mood

2 04OCT2020 7/23 2 Yes NA R 
(26OCT2020)

N/N

>55/
C459100

3^ GENRL Non-cardiac chest pain/
non-cardiac chest pain

2 26OCT2020 29/1 3 No O NA/TC R 
(26OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1131 
11311154

>55/
C459100
1 1131 
11311156

3^ MUSC Arthralgia/
joint pain in hands

1 17SEP2020 9/C 2 Yes NA RG N/N

>55/
C459100
1 1131 
11311163

3^ EYE Blepharitis/
left eye blepharitis

1 28SEP2020 19/8 1 No O NA/TC R 
(05OCT2020)

N/N

>55/
C459100
1 1131 
11311168

3^ MUSC Myalgia/
muscle aches

2 02OCT2020 2/2 1 Yes NA/TC R 
(03OCT2020)

N/N

>55/
C459100
1 1131 
11311180

3^ GENRL Axillary pain/
left axillary pain

2 06OCT2020 1/3 2 Yes NA/TC R 
(08OCT2020)

N/N

Fatigue/
fatigue

2 06OCT2020 1/3 1 Yes NA R 
(08OCT2020)

N/N

Injection site pain/
injection site pain, left deltoid

2 06OCT2020 1/3 2 Yes NA/TC R 
(08OCT2020)

N/N

SKIN Rash/
rash on trunk

2 06OCT2020 1/3 2 Yes NA/TC R 
(08OCT2020)

N/N

>55/
C459100
1 1131 
11311185

3^ MUSC Myalgia/
left lower abdomen muscle pain

1 06OCT2020 20/5 1 No O NA/TC R 
(10OCT2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 2002

FDA-CBER-2021-5683-0128028



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1131 
11311188

3^ GENRL Injection site pain/
injection site pain

2 08OCT2020 1/2 2 Yes NA/TC R 
(09OCT2020)

N/N

INV Body temperature increased/
temperature elevation

2 08OCT2020 1/2 1 Yes NA/TCN R 
(09OCT2020)

N/N

>55/
C459100
1 1131 
11311195

3^ GENRL Fatigue/
fatigue

2 10OCT2020 2/2 2 Yes NA R 
(11OCT2020)

N/N

Injection site pain/
injection site pain

2 10OCT2020 2/2 2 Yes NA R 
(11OCT2020)

N/N

>55/
C459100
1 1131 
11311206

3^ GENRL Injection site pain/
arm soreness at injection site

2 16OCT2020 2/2 2 Yes NA/TC R 
(17OCT2020)

N/N

MUSC Myalgia/
generalized muscle pain

2 16OCT2020 2/3 2 Yes NA/TC R 
(18OCT2020)

N/N

>55/
C459100
1 1131 
11311211

3^ GENRL Injection site pain/
pain at injection site

2 13OCT2020 1/3 1 Yes NA R 
(15OCT2020)

N/N

MUSC Myalgia/
generalized myalgia

2 13OCT2020 1/3 1 Yes NA/TC R 
(15OCT2020)

N/N

INV Body temperature increased/
elevated temperature

2 14OCT2020 2/2 1 Yes NA/TC R 
(15OCT2020)

N/N

>55/
C459100

3^ MUSC Myalgia/
right upper posterior thigh 

muscle pain

1 05OCT2020 12/C 1 No O NA RG N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1131 
11311213

INJ&P Contusion/
bruising left knee

2 01NOV2020 20/C 1 No O NA/TC RG N/N

Contusion/
right arm with bruises

2 01NOV2020 20/C 2 No O NA RG N/N

Fall/
fall

2 01NOV2020 20/1 2 No O NA RS 
(01NOV2020)

N/N

Skin abrasion/
abrasion right arm

2 01NOV2020 20/C 2 No O NA/TC RG N/N

>55/
C459100
1 1131 
11311214

3^ GENRL Chills/
chills

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

Injection site pain/
injection site/arm pain

2 13OCT2020 1/3 1 Yes NA R 
(15OCT2020)

N/N

MUSC Myalgia/
muscle pain

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

>55/
C459100
1 1131 
11311216

3^ EAR Vertigo/
recurrence of vertigo

1 04OCT2020 11/3 1 No O NA R 
(06OCT2020)

N/N

EAR Vertigo/
recurrence of vertigo

2 12NOV2020 29/1 1 No O NA R 
(12NOV2020)

N/N

>55/
C459100
1 1131 
11311222

3^ CONG Heart disease congenital/
congenital heart anomaly

2 02NOV2020 18/C 4 No O NA/TC N Y/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1131 
11311223

3^ MUSC Myalgia/
myalgia

2 16OCT2020 2/2 1 Yes NA R 
(17OCT2020)

N/N

NERV Lethargy/
lethargy

2 16OCT2020 2/1 1 Yes NA R 
(16OCT2020)

N/N

>55/
C459100
1 1131 
11311225

3^ EYE Vitreous floaters/
Floater in left eye

1 11OCT2020 17/C 1 No O NA N N/N

>55/
C459100
1 1131 
11311227

3^ GENRL Swelling face/
left side facial swelling

1 18OCT2020 21/C 2 No O NA/TC N N/N

INJ&P Arthropod sting/
bee sting

1 18OCT2020 21/1 2 No O NA/TC R 
(18OCT2020)

N/N

SKIN Urticaria/
hives, upper torso

1 18OCT2020 21/1 2 No O NA/TC R 
(18OCT2020)

N/N

>55/
C459100
1 1131 
11311235

3^ GENRL Injection site pain/
right arm pain at injection site

1 09OCT2020 1/4 1 Yes NA R 
(12OCT2020)

N/N

>55/
C459100
1 1133 
11331006

3^ PSYCH Bipolar disorder/
Worsening Bipolar Disorder

2 24AUG2020 4/12 3 No O NA/TC/TCN R 
(04SEP2020)

Y/N

INFEC Urinary tract infection/
Urinary tract infection

2 05OCT2020 46/10 3 No O NA R 
(14OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Syncope/
Syncope

2 05OCT2020 46/1 3 No O NA/TC R 
(05OCT2020)

N/N

>55/
C459100
1 1133 
11331031

3^ GENRL Pain/
body aches

2 21AUG2020 1/8 1 Yes NA/TCN R 
(28AUG2020)

N/N

GENRL Fatigue/
Fatigue

2 28AUG2020 8/4 1 Yes NA R 
(31AUG2020)

N/N

Injection site erythema/
Redness at the injection site

2 28AUG2020 8/4 2 Yes NA/TC R 
(31AUG2020)

N/N

Injection site pain/
Injection site pain

2 28AUG2020 8/4 2 Yes NA/TC R 
(31AUG2020)

N/N

Injection site swelling/
Swelling at the injection site

2 28AUG2020 8/4 2 Yes NA/TC R 
(31AUG2020)

N/N

Pain/
Body Aches

2 28AUG2020 8/4 1 Yes NA R 
(31AUG2020)

N/N

>55/
C459100
1 1133 
11331075

3^ GENRL Injection site swelling/
INJECTION SITE SWELLING

2 04SEP2020 8/4 1 Yes NA R 
(07SEP2020)

N/N

Pain/
right upper deltoid pain

2 04SEP2020 8/4 1 Yes NA R 
(07SEP2020)

N/N

SKIN Erythema/
right upper deltoid redness

2 04SEP2020 8/4 1 Yes NA R 
(07SEP2020)

N/N

>55/
C459100
1 1133 
11331085

3^ EAR Vertigo/
VERTIGO

1 28AUG2020 22/1 2 No O NA/TC R 
(28AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1133 
11331169

3^ RESP Cough/
DRY COUGH

2 12SEP2020 9/8 2 No O NA/TC R 
(19SEP2020)

N/N

Upper-airway cough syndrome/
POST NASAL DRIP

2 12SEP2020 9/8 2 No O NA/TC R 
(19SEP2020)

N/N

>55/
C459100
1 1133 
11331176

3^ NERV Tension headache/
tension headache

2 29SEP2020 26/2 2 No O NA/TC R 
(30SEP2020)

N/N

>55/
C459100
1 1133 
11331199

3^ GENRL Chills/
Chills

1 20AUG2020 2/1 1 Yes NA R 
(20AUG2020)

N/N

>55/
C459100
1 1133 
11331220

3^ GENRL Pyrexia/
fever

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

MUSC Arthralgia/
joint pain

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1133 
11331227

3^ INJ&P Fall/
Fall

1 09SEP2020 17/1 2 No O NA/TC R 
(09SEP2020)

N/N

Foot fracture/
left hallux fracture (first toe)

1 09SEP2020 17/42 2 No O NA/TC/TCN R 
(20OCT2020)

N/N

>55/
C459100
1 1133 
11331237

3^ GENRL Injection site pain/
PAIN INJECTION SITE (LEFT 

ARM)

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1133 
11331244

3^ GENRL Pain/
Body Ache

1 07SEP2020 13/1 2 No O NA/TC R 
(07SEP2020)

N/N

>55/
C459100
1 1133 
11331251

3^ GENRL Chills/
Chills

2 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

Injection site discomfort/
Discomfort at injection site

2 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

Pain/
body aches

2 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

MUSC Arthralgia/
joint pain

2 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

>55/
C459100
1 1133 
11331279

3^ GENRL Fatigue/
FATIGUE

2 19SEP2020 2/2 2 Yes NA R 
(20SEP2020)

N/N

>55/
C459100
1 1133 
11331281

3^ GENRL Fatigue/
TIREDNESS

1 27AUG2020 1/2 1 Yes NA R 
(28AUG2020)

N/N

MUSC Myalgia/
MUSCLE PAIN

1 27AUG2020 1/2 1 Yes NA R 
(28AUG2020)

N/N

GENRL Chills/
chills

2 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

Fatigue/
tiredness

2 18SEP2020 1/6 1 Yes NA/TCN R 
(23SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pain/
body aches

2 18SEP2020 1/4 2 Yes NA/TC/TCN R 
(21SEP2020)

N/N

NERV Headache/
headches

2 18SEP2020 1/2 2 Yes NA/TC/TCN R 
(19SEP2020)

N/N

>55/
C459100
1 1133 
11331290

3^ GENRL Malaise/
Malaise

1 29AUG2020 3/3 2 Yes NA/TC R 
(31AUG2020)

N/N

NERV Headache/
Headache

1 29AUG2020 3/3 2 Yes NA/TC R 
(31AUG2020)

N/N

GENRL Chills/
CHILLS

2 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

Pain/
BODY ACHES

2 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

NERV Headache/
HEADACHE

2 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

>55/
C459100
1 1133 
11331302

3^ GENRL Pain/
Body ache

1 27AUG2020 1/7 1 Yes NA R 
(02SEP2020)

N/N

GENRL Fatigue/
FATIGUE

2 18SEP2020 1/5 1 Yes NA/TCN R 
(22SEP2020)

N/N

Pain/
BODY ACHES

2 18SEP2020 1/5 2 Yes NA/TC/TCN R 
(22SEP2020)

N/N

>55/
C459100
1 1133 
11331312

3^ INFEC Upper respiratory tract infection/
UPPER RESPIRATORY 

INFECTION (URI)

2 01OCT2020 14/5 1 No O NA R 
(05OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1133 
11331344

3^ PSYCH Anxiety disorder/
Worsening of Anxiety Disorder

1 08SEP2020 11/1 2 No O NA R 
(08SEP2020)

N/N

RESP Dyspnoea/
shortness of breath

1 08SEP2020 11/1 1 No O NA R 
(08SEP2020)

N/N

>55/
C459100
1 1133 
11331392

3^ NERV Headache/
HEADACHE

1 08SEP2020 7/2 1 No O NA/TC/TCN R 
(09SEP2020)

N/N

MUSC Musculoskeletal stiffness/
LEFT SIDE NECK STIFFNESS

1 13SEP2020 12/13 1 No O NA/TC/TCN R 
(25SEP2020)

N/N

>55/
C459100
1 1133 
11331412

3^ GENRL Chills/
Chills

2 30SEP2020 1/5 1 Yes NA R 
(04OCT2020)

N/N

Injection site pain/
Pain at Injection site (Left arm)

2 30SEP2020 1/5 1 Yes NA R 
(04OCT2020)

N/N

Pyrexia/
Fever

2 30SEP2020 1/5 2 Yes NA/TC/TCN R 
(04OCT2020)

N/N

>55/
C459100
1 1133 
11331415

3^ GASTR Diarrhoea/
DIARRHEA

1 11SEP2020 3/2 1 Yes NA R 
(12SEP2020)

N/N

GASTR Diarrhoea/
DIARRHEA

2 02OCT2020 3/2 1 Yes NA R 
(03OCT2020)

N/N

>55/
C459100

3^ GENRL Chills/
CHILLS

2 16OCT2020 3/3 1 Yes NA R 
(18OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1133
11331453

Pyrexia/
FEVER

2 16OCT2020 3/3 1 Yes NA R 
(18OCT2020)

N/N

>55/
C459100
1 1133 
11331459

3^ GENRL Fatigue/
FATIGUE

2 10OCT2020 2/2 2 Yes NA/TC R 
(11OCT2020)

N/N

>55/
C459100
1 1133 
11331471

3^ GENRL Fatigue/
FATIGUE

1 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

Injection site pain/
PAIN INJECTION SITE (LEFT 

UPPER ARM)

1 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

>55/
C459100
1 1133 
11331503

3^ GENRL Pyrexia/
Fever

2 15OCT2020 2/2 1 Yes NA R 
(16OCT2020)

N/N

>55/
C459100
1 1134 
11341002

3^ BLOOD Iron deficiency anaemia/
Iron Deficiency Anemia

1 18AUG2020 13/8 2 No O NA R 
(25AUG2020)

N/N

>55/
C459100
1 1134 
11341011

3^ INJ&P Sunburn/
Sunburn Bilateral Forearms

1 18AUG2020 12/8 1 No O NA R 
(25AUG2020)

N/N

>55/
C459100

3^ METAB Dehydration/
Dehydration

2 02SEP2020 3/9 2 No O NA R 
(10SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1134 
11341016

>55/
C459100
1 1134 
11341024

3^ INJ&P Fall/
Fall

1 18AUG2020 9/1 2 No O NA R 
(18AUG2020)

N/N

MUSC Arthralgia/
left knee pain

1 18AUG2020 9/15 2 No O NA R 
(01SEP2020)

N/N

METAB Gout/
GOUT

2 14SEP2020 14/8 2 No O NA/TC R 
(21SEP2020)

N/N

Vitamin D deficiency/
VITAMIN D DEFICIENCY

2 14SEP2020 14/57 2 No O NA/TC R 
(09NOV2020)

N/N

>55/
C459100
1 1134 
11341035

3^ MUSC Back pain/
WORSENING OF BACK PAIN

2 02SEP2020 2/61 2 No O NA/TC R 
(01NOV2020)

N/N

>55/
C459100
1 1134 
11341037

3^ INJ&P Contusion/
CONTUSION ON HEAD

1 26AUG2020 16/29 1 No O NA R 
(23SEP2020)

N/N

NERV Headache/
HEADACHE

1 26AUG2020 16/C 1 No O NA N N/N

CARD Palpitations/
PALPITATIONS

2 30SEP2020 30/8 2 No O NA R 
(07OCT2020)

N/N

SKIN Night sweats/
NIGHT SWEATS

2 30SEP2020 30/8 2 No O NA R 
(07OCT2020)

N/N

VASC Hypertension/
HYPERTENSION

2 30SEP2020 30/8 1 No O NA/TC R 
(07OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1134 
11341042

3^ GASTR Diarrhoea/
Loose stool

2 07SEP2020 7/1 1 Yes NA R 
(07SEP2020)

N/N

NERV Headache/
HEADACHE

2 08NOV2020 69/2 1 No O NA R 
(09NOV2020)

N/N

>55/
C459100
1 1134 
11341044

3^ MUSC Arthralgia/
Right Hip Pain

1 01SEP2020 21/11 2 No O NA R 
(11SEP2020)

N/N

>55/
C459100
1 1134 
11341045

3^ MUSC Arthralgia/
Pain to left elbow

1 24AUG2020 13/23 1 No O NA RS 
(15SEP2020)

N/N

>55/
C459100
1 1134 
11341058

3^ GASTR Intestinal obstruction/
Intestinal Obstruction

1 20AUG2020 9/15 3 No O NA/TCN R 
(03SEP2020)

Y/N

>55/
C459100
1 1134 
11341115

3^ MUSC Myalgia/
left arm muscle pain

1 20AUG2020 2/2 1 Yes NA R 
(21AUG2020)

N/N

>55/
C459100
1 1134 
11341145

3^ NERV Dizziness/
Dizziness

2 05OCT2020 25/5 1 No O NA R 
(09OCT2020)

N/N

RESP Sinus pain/
Sinus Pain

2 05OCT2020 25/C 1 No O NA RG N/N

>55/
C459100

3^ GASTR Toothache/
right upper side tooth ache

1 27AUG2020 3/62 2 No O NA/TC R 
(27OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1134 
11341161

>55/
C459100
1 1134 
11341181

3^ GENRL Pain/
Body Aches

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

VASC Hypertension/
Worsening Hypertension

2 04OCT2020 19/3 2 No O NA/TC R 
(06OCT2020)

N/N

>55/
C459100
1 1134 
11341185

3^ INFEC Urinary tract infection/
urinary tract infection

1 09SEP2020 15/5 1 No O NA/TC R 
(13SEP2020)

N/N

>55/
C459100
1 1134 
11341250

3^ NEOPL Adrenal gland cancer/
ADRENAL 

ADENOCARCINOMA

2 20OCT2020 27/C 4 No O NA/TC N Y/N

>55/
C459100
1 1134 
11341309

3^ GASTR Nausea/
nausea

1 02OCT2020 24/2 2 No O NA R 
(03OCT2020)

N/N

>55/
C459100
1 1134 
11341342

3^ GENRL Chills/
Chills

2 05OCT2020 1/2 1 Yes NA R 
(06OCT2020)

N/N

Pain/
Body Aches

2 05OCT2020 1/2 1 Yes NA R 
(06OCT2020)

N/N

>55/
C459100

3^ NERV Headache/
intermittent headaches

1 17SEP2020 2/36 2 No O NA/TC R 
(22OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1134 
11341353

INFEC Sinusitis/
sinus infection

1 23SEP2020 8/30 1 No O NA R 
(22OCT2020)

N/N

GENRL Chills/
chills

2 05NOV2020 2/C 2 Yes NA RG N/N

NERV Headache/
headache

2 05NOV2020 2/C 2 Yes NA RG N/N

>55/
C459100
1 1134 
11341367

3^ INFEC Gingivitis/
lower right gum infection

2 22OCT2020 10/11 2 No O NA/TC R 
(01NOV2020)

N/N

>55/
C459100
1 1134 
11341388

3^ GASTR Diarrhoea/
DIARRHEA

1 20OCT2020 13/C 2 No O NA/TC N N/N

>55/
C459100
1 1135 
11351003

3^ VASC Haematoma/
hematoma (right arm -

antecubital)

1 10AUG2020 8/3 1 No O NA R 
(12AUG2020)

N/N

>55/
C459100
1 1135 
11351031

3^ GASTR Toothache/
toothache - right upper molar

1 23AUG2020 19/9 1 No O NA/TC R 
(31AUG2020)

N/N

>55/
C459100
1 1135 
11351032

3^ INJ&P Joint dislocation/
right shoulder dislocation

1 20AUG2020 16/2 1 No O NA R 
(21AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Osteopenia/
Osteopenia

1 21AUG2020 17/C 1 No O NA N N/N

>55/
C459100
1 1135 
11351033

3^ NERV Hypoaesthesia/
numbness on the back of the 

head

2 04SEP2020 9/31 1 No O NA R 
(04OCT2020)

N/N

>55/
C459100
1 1135 
11351045

3^ INFEC Cellulitis/
right lower limb cellulitis

2 04OCT2020 41/C 2 No O NA/TC RG N/N

>55/
C459100
1 1135 
11351064

3^ NERV Paraesthesia/
tingling sensation - bilateral 

shoulders

1 24AUG2020 18/8 1 No O NA R 
(31AUG2020)

N/N

>55/
C459100
1 1135 
11351079

3^ GASTR Tongue ulceration/
tongue ulcers

1 10AUG2020 3/3 1 Yes NA R 
(12AUG2020)

N/N

RESP Throat irritation/
scratchy throat

1 10AUG2020 3/3 1 Yes NA R 
(12AUG2020)

N/N

MUSC Arthralgia/
knee pain - bilateral

1 20AUG2020 13/2 1 Yes NA R 
(21AUG2020)

N/N

>55/
C459100
1 1135 
11351098

3^ INJ&P Limb injury/
thumb on left hand injured

2 07SEP2020 8/8 1 No O NA/TC R 
(14SEP2020)

N/N

>55/
C459100
1 1135 
11351110

3^ GASTR Diarrhoea/
diarrhea

2 27SEP2020 28/2 1 No O NA R 
(28SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1135 
11351116

3^ MUSC Arthralgia/
right hip pain

1 15AUG2020 3/10 1 Yes NA/TC R 
(24AUG2020)

N/N

>55/
C459100
1 1135 
11351135

3^ METAB Insulin resistance/
worsening of insulin resistance

2 31OCT2020 54/C 2 No O NA/TC RG N/N

>55/
C459100
1 1135 
11351143

3^ HEPAT Cholecystitis acute/
acute cholecystitis

2 14OCT2020 36/4 3 No O NA/TC/TCN R 
(17OCT2020)

Y/N

INFEC Urinary tract infection/
urinary tract infection

2 15OCT2020 37/3 1 No O NA/TC R 
(17OCT2020)

N/N

>55/
C459100
1 1135 
11351147

3^ GENRL Fatigue/
fatigue

1 18AUG2020 2/2 1 Yes NA R 
(19AUG2020)

N/N

Injection site pain/
injection site pain

1 18AUG2020 2/2 1 Yes NA R 
(19AUG2020)

N/N

>55/
C459100
1 1135 
11351153

3^ MUSC Myalgia/
muscle pain

1 19AUG2020 2/3 1 Yes NA/TC R 
(21AUG2020)

N/N

>55/
C459100
1 1135 
11351182

3^ GENRL Pyrexia/
Fever

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

>55/
C459100

3^ GENRL Fatigue/
Fatigue

2 18SEP2020 2/1 2 Yes NA/TC R 
(18SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1135 
11351218

>55/
C459100
1 1135 
11351219

3^ INFEC Tooth infection/
infection of left lower tooth #18

2 13OCT2020 27/1 1 No O NA/TC/TCN R 
(13OCT2020)

N/N

>55/
C459100
1 1135 
11351223

3^ GENRL Fatigue/
fatigue

1 31AUG2020 1/1 1 Yes NA R 
(31AUG2020)

N/N

Injection site pain/
pain at injection site

1 31AUG2020 1/1 1 Yes NA R 
(31AUG2020)

N/N

MUSC Myalgia/
myalgia

1 31AUG2020 1/1 1 Yes NA R 
(31AUG2020)

N/N

>55/
C459100
1 1135 
11351232

3^ NERV Paraesthesia/
paresthesia

1 15SEP2020 16/C 2 No O NA RG N/N

>55/
C459100
1 1135 
11351238

3^ GENRL Injection site pain/
soreness right arm injection site

1 31AUG2020 1/8 1 Yes NA R 
(07SEP2020)

N/N

>55/
C459100
1 1135 
11351261

3^ GENRL Injection site pain/
pain on the injection site - left 

arm

1 02SEP2020 2/1 1 Yes NA R 
(02SEP2020)

N/N

MUSC Arthralgia/
knee pain - both legs

1 02SEP2020 2/1 1 No O NA R 
(02SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Pain/
bodyaches

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

>55/
C459100
1 1135 
11351280

3^ GASTR Diarrhoea/
loose bowel movement

2 25SEP2020 2/1 1 Yes NA R 
(25SEP2020)

N/N

GENRL Chills/
chills

2 25SEP2020 2/C 1 Yes NA/TC RG N/N

Pyrexia/
Fever

2 25SEP2020 2/C 1 Yes NA/TC RG N/N

INV Heart rate increased/
Increased heart rate

2 25SEP2020 2/1 1 No O NA R 
(25SEP2020)

N/N

>55/
C459100
1 1135 
11351312

3^ GENRL Injection site pain/
pain at injection site*

08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

>55/
C459100
1 1135 
11351316

3^ GENRL Fatigue/
fatigue

2 29SEP2020 2/4 1 Yes NA R 
(02OCT2020)

N/N

Injection site pain/
pain at injection site

2 29SEP2020 2/4 1 Yes NA R 
(02OCT2020)

N/N

NERV Headache/
headache

2 29SEP2020 2/4 1 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1135 
11351321

3^ GENRL Injection site pain/
Pain at injection site

1 08SEP2020 1/3 1 Yes NA R 
(10SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
pain at injection site

2 28SEP2020 1/C 2 Yes NA/TC RG N/N

>55/
C459100
1 1135 
11351333

3^ EYE Cataract/
right eye cataract

2 27OCT2020 30/1 1 No O NA/TC R 
(27OCT2020)

N/N

>55/
C459100
1 1135 
11351339

3^ PSYCH Anxiety/
worsening of anxiety

1 11SEP2020 3/C 2 No O NA/TC RG N/N

>55/
C459100
1 1135 
11351380

3^ GENRL Pain/
Body Aches

1 19SEP2020 2/3 1 Yes NA/TC R 
(21SEP2020)

N/N

Pyrexia/
Low grade temperature

1 19SEP2020 2/3 1 Yes NA/TC R 
(21SEP2020)

N/N

>55/
C459100
1 1135 
11351409

3^ GENRL Pyrexia/
fever (low grade)

2 13OCT2020 2/2 1 Yes NA R 
(14OCT2020)

N/N

MUSC Myalgia/
muscle pain (whole body)

2 13OCT2020 2/2 1 Yes NA R 
(14OCT2020)

N/N

>55/
C459100
1 1136 
11361009

3^ GENRL Injection site erythema/
REDNESS AT INJECTION 

SITE

1 10SEP2020 24/12 2 Yes NA R 
(21SEP2020)

N/N

MUSC Pain in extremity/
LEFT ARM PAIN

1 10SEP2020 24/28 2 Yes NA R 
(07OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1136 
11361023

3^ INFEC Genital herpes/
worsening of genital herpes

1 09SEP2020 21/5 1 No O NA/TC R 
(13SEP2020)

N/N

INFEC Hordeolum/
RIGHT EYE STYE

1 17SEP2020 29/38 1 No O NA/TC RS 
(24OCT2020)

N/N

SKIN Skin lesion/
EXACERBATION OF 

ATYPICAL SKIN LESION 
RIGHT THIGH- BENIGN

2 SEP2020 1/ 1 No O NA/TCN R N/N

>55/
C459100
1 1136 
11361055

3^ GENRL Pyrexia/
fever (102.0 F)

2 22SEP2020 1/4 2 No O NA/TC R 
(25SEP2020)

N/N

>55/
C459100
1 1139 
11391004

2^ GENRL Injection site erythema/
Erythema Distal to Injection Site

2 20AUG2020 1/1 1 No O NA R 
(20AUG2020)

N/N

>55/
C459100
1 1139 
11391005

2^ GENRL Injection site discolouration/
Discoloration at injection site

1 29JUL2020 1/16 1 Yes NA R 
(13AUG2020)

N/N

>55/
C459100
1 1139 
11391009

2^ METAB Hypercholesterolaemia/
Hypercholesterolemia

2 20OCT2020 62/C 1 No O NA/TC RG N/N

Type 2 diabetes mellitus/
Type 2 Diabetes

2 20OCT2020 62/C 1 No O NA RG N/N

>55/
C459100

3^ GENRL Injection site bruising/
Injection site bruising

1 31JUL2020 1/16 2 Yes NA R 
(15AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1139 
11391026

>55/
C459100
1 1139 
11391034

3^ SKIN Dermatitis contact/
Poison ivy- lower extremities

1 16AUG2020 14/C 2 No O NA/TC/TCN RG N/N

>55/
C459100
1 1139 
11391045

3^ NERV Paraesthesia/
Tingling in left arm

1 05AUG2020 1/1 1 Yes NA R 
(05AUG2020)

N/Y

>55/
C459100
1 1139 
11391055

3^ INJ&P Fall/
Accidental Fall

2 14SEP2020 20/1 2 No O NA R 
(14SEP2020)

N/N

Foot fracture/
Fractured fourth and fifth 

metatarsal

2 14SEP2020 20/C 2 No O NA/TC RG N/N

>55/
C459100
1 1139 
11391068

3^ BLOOD Lymphadenopathy/
Left Axillary lymph node 

swelling

1 13AUG2020 8/4 1 Yes NA R 
(16AUG2020)

N/N

>55/
C459100
1 1140 
11401002

2^ CARD Coronary artery dissection/
Spontaneous coronary artery 

dissection

2 28AUG2020 12/1 4 No O NA R 
(28AUG2020)

Y/N

UNC MYOCARDIAL ISCHEMIA-
RELATED TO 

SPONTANEOUS CORONARY 
ARTERY DISSECTION@@/

Myocardial Ischemia- Related to 

2 28AUG2020 12/1 1 No O NA R 
(28AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

spontaneous coronary artery 
dissection

>55/
C459100
1 1140 
11401035

3^ SKIN Urticaria/
urticaria

1 13AUG2020 10/1 2 No O P/TC/W R 
(13AUG2020)

N/N

>55/
C459100
1 1140 
11401036

3^ GENRL Pyrexia/
Fever

2 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

GASTR Nausea/
Nausea

2 10SEP2020 3/1 1 Yes NA R 
(10SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 10SEP2020 3/1 1 Yes NA R 
(10SEP2020)

N/N

Pain/
Body Aches

2 10SEP2020 3/1 1 Yes NA R 
(10SEP2020)

N/N

>55/
C459100
1 1140 
11401041

3^ INJ&P Muscle strain/
muscle strain L hip

1 11AUG2020 7/C 2 No O NA N N/N

>55/
C459100
1 1140 
11401043

3^ EAR Ear pain/
Bilateral Otalgia

1 19AUG2020 15/C 1 No O NA N N/N

>55/
C459100
1 1140 
11401047

3^ VASC Hypertension/
hypertension

1 05AUG2020 1/C 2 No O NA/TC N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Musculoskeletal pain/
Left Buttock Pain

1 23AUG2020 19/C 1 No O NA N N/N

>55/
C459100
1 1140 
11401078

3^ HEPAT Cholecystitis acute/
Acute Cholecystitis

2 16SEP2020 20/15 4 No O NA/TC R 
(30SEP2020)

Y/N

>55/
C459100
1 1140 
11401082

3^ INJ&P Arthropod sting/
Bee-Sting

1 10AUG2020 4/1 2 No O NA/TC R 
(10AUG2020)

N/N

>55/
C459100
1 1140 
11401104

3^ MUSC Back pain/
Low Back Pain

1 18AUG2020 6/1 1 No O NA R 
(18AUG2020)

N/N

>55/
C459100
1 1140 
11401133

3^ VASC Phlebitis/
phlebitis*

17AUG2020 1/22 1 No O NA/TC R 
(07SEP2020)

N/N

>55/
C459100
1 1140 
11401145

3^ GENRL Injection site pain/
pain at injection site

1 18AUG2020 1/2 2 Yes NA/TC R 
(19AUG2020)

N/N

>55/
C459100
1 1140 
11401146

3^ GENRL Fatigue/
fatigue

2 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

Injection site pain/
Pain at injection site

2 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

>55/
C459100

3^ GENRL Fatigue/
Fatigue

2 12SEP2020 4/2 2 Yes NA R 
(13SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1140 
11401155

MUSC Myalgia/
Muscle Aches

2 12SEP2020 4/2 2 Yes NA R 
(13SEP2020)

N/N

>55/
C459100
1 1140 
11401173

3^ GENRL Pyrexia/
fever

2 10SEP2020 2/1 1 Yes NA/TC R 
(10SEP2020)

N/N

>55/
C459100
1 1140 
11401179

3^ GENRL Injection site pain/
pain at injection site

2 14SEP2020 1/4 1 Yes NA/TC R 
(17SEP2020)

N/N

>55/
C459100
1 1140 
11401182

3^ INV Body temperature decreased/
Low Temperature

1 14SEP2020 22/1 1 No O NA R 
(14SEP2020)

N/N

GASTR Nausea/
Nausea

2 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)

N/N

MUSC Myalgia/
Muscle Aches

2 15SEP2020 2/1 1 Yes NA R 
(15SEP2020)

N/N

>55/
C459100
1 1140 
11401185

3^ INFEC Sinusitis/
Sinus Infection

1 25AUG2020 2/16 2 No O NA R 
(09SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 15SEP2020 2/3 2 Yes NA R 
(17SEP2020)

N/N

Pyrexia/
Fever

2 15SEP2020 2/3 1 Yes NA R 
(17SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Generalized Myalgias

2 15SEP2020 2/3 2 Yes NA R 
(17SEP2020)

N/N

NERV Headache/
Headache

2 15SEP2020 2/3 1 Yes NA R 
(17SEP2020)

N/N

PSYCH Insomnia/
Insomnia

2 15SEP2020 2/3 2 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1140 
11401194

3^ GENRL Injection site pain/
pain at injection site

1 26AUG2020 1/7 1 Yes NA R 
(01SEP2020)

N/N

GASTR Diarrhoea/
loose stool

1 29AUG2020 4/1 1 Yes NA R 
(29AUG2020)

N/N

MUSC Myalgia/
Left arm muscular pain

1 29AUG2020 4/1 1 Yes NA R 
(29AUG2020)

N/N

>55/
C459100
1 1140 
11401197

3^ GENRL Fatigue/
Fatigue

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

Pyrexia/
Fever

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1140 
11401213

3^ GENRL Injection site pain/
Pain at Injection Site

1 28AUG2020 1/2 2 Yes NA R 
(29AUG2020)

N/N

>55/
C459100
1 1140 
11401222

3^ GENRL Injection site pain/
Pain at injection site

1 31AUG2020 1/2 2 Yes NA/TC R 
(01SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
Pain at injection site

2 21SEP2020 1/1 2 Yes NA/TC R 
(21SEP2020)

N/N

>55/
C459100
1 1140 
11401230

3^ NERV Headache/
headache

2 22SEP2020 2/2 1 Yes NA/TC R 
(23SEP2020)

N/N

GENRL Injection site pain/
pain at injection site

2 23SEP2020 3/2 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1140 
11401235

3^ GENRL Injection site pain/
Pain at injection site

1 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/N

GENRL Injection site pain/
Pain at injection site

2 22SEP2020 1/2 2 Yes NA R 
(23SEP2020)

N/N

>55/
C459100
1 1140 
11401236

3^ GENRL Chills/
chills

2 24SEP2020 2/1 1 Yes NA R 
(24SEP2020)

N/N

Fatigue/
fatigue

2 24SEP2020 2/1 1 Yes NA R 
(24SEP2020)

N/N

MUSC Pain in extremity/
Left arm soreness

2 24SEP2020 2/5 2 Yes NA/TC R 
(28SEP2020)

N/N

>55/
C459100
1 1140 
11401237

3^ MUSC Pain in extremity/
Pain in upper right arm

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

GENRL Chills/
Chills

2 21SEP2020 1/2 1 Yes NA/TC R 
(22SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Pain in extremity/
Pain in upper R arm

2 21SEP2020 1/3 1 Yes NA/TC R 
(23SEP2020)

N/N

GENRL Pyrexia/
fever

2 22SEP2020 2/1 1 Yes NA/TC R 
(22SEP2020)

N/N

>55/
C459100
1 1140 
11401238

3^ SKIN Night sweats/
Night Sweats

2 25SEP2020 2/C 1 Yes NA RG N/N

>55/
C459100
1 1140 
11401244

3^ GASTR Gastrointestinal pain/
Worsening GI Cramping

1 08SEP2020 7/13 3 No O NA R 
(20SEP2020)

N/N

Small intestinal obstruction/
Small Bowel Obstruction

1 08SEP2020 7/13 3 No O NA R 
(20SEP2020)

Y/N

>55/
C459100
1 1140 
11401247

3^ VASC Hypertension/
hypertension*

02SEP2020 1/C 2 No O NA/TC N N/N

>55/
C459100
1 1140 
11401254

3^ MUSC Pain in extremity/
Sore Arm-LEFT

2 22SEP2020 1/3 1 Yes NA/TC R 
(24SEP2020)

N/N

GENRL Malaise/
general malaise

2 23SEP2020 2/2 2 Yes NA/TC R 
(24SEP2020)

N/N

MUSC Myalgia/
generalized myalgias

2 23SEP2020 2/2 2 Yes NA/TC R 
(24SEP2020)

N/N

NERV Headache/
headache

2 23SEP2020 2/2 1 Yes NA/TC R 
(24SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1140 
11401268

3^ GENRL Injection site pain/
pain at injection site

1 08OCT2020 1/4 1 Yes NA/TC R 
(11OCT2020)

N/N

>55/
C459100
1 1140 
11401276

3^ GENRL Asthenia/
Weakness

1 09OCT2020 1/2 1 Yes NA R 
(10OCT2020)

N/N

Injection site pain/
Pain at injection site

1 09OCT2020 1/2 2 Yes NA R 
(10OCT2020)

N/N

NERV Headache/
Headache

1 09OCT2020 1/2 2 Yes NA R 
(10OCT2020)

N/N

>55/
C459100
1 1141 
11411001

2^ SKIN Macule/
Skin Macule on left upper arm

1 06AUG2020 8/11 1 Yes NA R 
(16AUG2020)

N/N

>55/
C459100
1 1141 
11411028

3^ MUSC Back pain/
Back Pain

2 27AUG2020 2/21 3 Yes NA R 
(16SEP2020)

N/N

GENRL Face oedema/
Facial edema

2 01SEP2020 7/2 1 No O NA R 
(02SEP2020)

N/N

SKIN Papule/
skin papules

2 01SEP2020 7/3 1 No O NA R 
(03SEP2020)

N/N

SKIN Rash maculo-papular/
Maculopapular rash

2 26OCT2020 62/C 3 No O NA/TC N N/N

GASTR Diarrhoea/
Loose stools

2 27OCT2020 63/C 1 No O NA RG N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1141 
11411100

3^ GENRL Injection site pain/
Tenderness at injection site

2 08SEP2020 1/4 1 Yes NA R 
(11SEP2020)

N/N

GENRL Injection site erythema/
Erythema at injection site

2 09SEP2020 2/3 1 Yes NA R 
(11SEP2020)

N/N

Injection site swelling/
Swelling at injection site

2 09SEP2020 2/3 1 Yes NA R 
(11SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

>55/
C459100
1 1141 
11411101

3^ GENRL Injection site pain/
injection site soreness

1 19AUG2020 1/2 1 Yes NA R 
(20AUG2020)

N/N

>55/
C459100
1 1141 
11411105

3^ GENRL Injection site plaque/
skin plaque injection area left 

upper extremity

1 20AUG2020 2/21 1 Yes NA R 
(09SEP2020)

N/N

>55/
C459100
1 1141 
11411111

3^ GENRL Injection site pain/
injection pain

1 20AUG2020 1/3 1 Yes NA R 
(22AUG2020)

N/Y

GENRL Fatigue/
Fatigue

2 12SEP2020 2/3 3 Yes NA R 
(14SEP2020)

N/N

Injection site pain/
Injection site pain

2 12SEP2020 2/C 2 Yes NA/TC RG N/N

MUSC Arthralgia/
Bilateral Knee Arthralgia

2 12SEP2020 2/3 2 Yes NA R 
(14SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pain in extremity/
Leg Aches Bilateral

2 12SEP2020 2/3 2 Yes NA R 
(14SEP2020)

N/N

NERV Headache/
Headache

2 12SEP2020 2/3 1 Yes NA R 
(14SEP2020)

N/N

>55/
C459100
1 1141 
11411134

3^ GENRL Injection site pain/
injection site pain

1 26AUG2020 1/3 1 Yes NA R 
(28AUG2020)

N/N

>55/
C459100
1 1141 
11411143

3^ GENRL Chills/
Chills

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

Fatigue/
Fatigue

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

NERV Headache/
Headache

2 19SEP2020 2/2 1 Yes NA/TC R 
(20SEP2020)

N/N

>55/
C459100
1 1141 
11411147

3^ GENRL Injection site pain/
Injection site soreness left arm

2 18SEP2020 1/1 1 Yes NA R 
(18SEP2020)

N/Y

>55/
C459100
1 1141 
11411155

3^ GENRL Injection site pain/
arm pain at injection site

1 01SEP2020 2/2 2 Yes NA R 
(02SEP2020)

N/N

Pyrexia/
fever

1 01SEP2020 2/2 2 Yes NA R 
(02SEP2020)

N/N

MUSC Myalgia/
myalgias

1 01SEP2020 2/2 1 Yes NA R 
(02SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
headache

1 01SEP2020 2/2 1 Yes NA R 
(02SEP2020)

N/N

GENRL Chills/
Chills

2 22SEP2020 2/2 1 Yes NA/TC R 
(23SEP2020)

N/N

Injection site pain/
Injection Site Pain

2 22SEP2020 2/3 1 Yes NA/TC R 
(24SEP2020)

N/N

Pyrexia/
Fever

2 22SEP2020 2/2 1 Yes NA/TC R 
(23SEP2020)

N/N

MUSC Myalgia/
Myalgia Generalized

2 22SEP2020 2/2 1 Yes NA/TC R 
(23SEP2020)

N/N

>55/
C459100
1 1141 
11411157

3^ GENRL Injection site pain/
injection site pain left

1 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/N

MUSC Myalgia/
diffuse arm myalgia

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

GENRL Pyrexia/
low grade fever

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

>55/
C459100
1 1141 
11411160

3^ GENRL Injection site bruising/
bruise at injection site

2 23SEP2020 1/3 1 Yes NA R 
(25SEP2020)

N/Y

Injection site pain/
injection site pain

2 23SEP2020 1/3 1 Yes NA R 
(25SEP2020)

N/Y

>55/
C459100
1 1141 
11411183

3^ GENRL Pyrexia/
low grade fever

1 10SEP2020 2/3 1 Yes NA R 
(12SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Arthralgia/
arthralgia

1 10SEP2020 2/3 1 Yes NA R 
(12SEP2020)

N/N

GENRL Pyrexia/
Low Grade Fever

2 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N

MUSC Arthralgia/
Arthralgia

2 30SEP2020 2/2 1 Yes NA/TCN R 
(01OCT2020)

N/N

>55/
C459100
1 1141 
11411189

3^ GENRL Injection site pain/
Injection Site Pain

1 11SEP2020 3/1 1 Yes NA/TC R 
(11SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 01OCT2020 2/3 2 Yes NA/TC R 
(03OCT2020)

N/N

Malaise/
Malaise

2 01OCT2020 2/3 2 Yes NA R 
(03OCT2020)

N/N

Pyrexia/
Low grade Fever

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

INJ&P Vaccination complication/
Range of upward motion 

decreased in Vaccinated arm

2 01OCT2020 2/3 2 Yes NA R 
(03OCT2020)

N/N

>55/
C459100
1 1141 
11411191

3^ GENRL Injection site pain/
Injection Site Pain

1 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 01OCT2020 1/5 1 Yes NA R 
(05OCT2020)

N/N

GASTR Nausea/
Nausea

2 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

2 02OCT2020 2/2 1 Yes NA R 
(03OCT2020)

N/N

>55/
C459100
1 1141 
11411200

3^ GENRL Injection site pain/
injection pain site soreness

1 11SEP2020 1/3 1 Yes NA R 
(13SEP2020)

N/N

GENRL Injection site swelling/
injection site swelling

1 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

INV Body temperature increased/
elevated body temperature

1 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

NERV Dizziness/
Dizziness

1 14SEP2020 4/1 1 Yes NA R 
(14SEP2020)

N/N

GENRL Injection site pain/
Injection Site Tenderness/Pain

2 30SEP2020 1/3 1 Yes NA R 
(02OCT2020)

N/N

GENRL Pyrexia/
Fever (Tmax 101.2)

2 01OCT2020 2/2 2 Yes NA R 
(02OCT2020)

N/N

NERV Headache/
Headache

2 01OCT2020 2/2 2 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1141 
11411207

3^ GASTR Vomiting/
Emesis

2 08OCT2020 2/1 1 No O NA R 
(08OCT2020)

N/N

>55/
C459100
1 1141 
11411216

3^ GENRL Injection site pain/
injection site soreness left arm

1 16SEP2020 1/2 1 Yes NA/TC R 
(17SEP2020)

N/N

GENRL Injection site pain/
Injection Site Soreness

2 07OCT2020 1/2 1 Yes NA/TC R 
(08OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1141 
11411232

3^ GENRL Injection site pain/
tenderness at injection site

1 18SEP2020 1/3 1 Yes NA R 
(20SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 19SEP2020 2/3 1 Yes NA R 
(21SEP2020)

N/N

Malaise/
Malaise

1 19SEP2020 2/3 1 Yes NA R 
(21SEP2020)

N/N

Pain/
Body aches

1 19SEP2020 2/3 1 Yes NA R 
(21SEP2020)

N/N

>55/
C459100
1 1141 
11411233

3^ GENRL Chills/
Chills

1 19SEP2020 2/1 2 Yes NA R 
(19SEP2020)

N/N

Fatigue/
Fatigue19

1 19SEP2020 2/2 2 Yes NA R 
(20SEP2020)

N/N

Injection site pain/
Injection site pain left arm

1 19SEP2020 2/2 2 Yes NA R 
(20SEP2020)

N/N

MUSC Myalgia/
Myalgia back area

1 19SEP2020 2/2 2 Yes NA R 
(20SEP2020)

N/N

NERV Headache/
Headache

1 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

GENRL Injection site pain/
Injection Site Soreness

2 09OCT2020 1/3 1 Yes NA R 
(11OCT2020)

N/N

GENRL Fatigue/
Fatigue

2 10OCT2020 2/1 1 Yes NA R 
(10OCT2020)

N/N

NERV Headache/
Headache

2 14OCT2020 6/1 2 Yes NA/TC R 
(14OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1141 
11411244

3^ GENRL Fatigue/
Fatigue

1 25SEP2020 2/1 1 Yes NA R 
(25SEP2020)

N/N

RESP Oropharyngeal pain/
Sore Throat

1 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

GENRL Chills/
Chills

2 16OCT2020 2/2 1 Yes NA R 
(17OCT2020)

N/N

2 16OCT2020 2/2 3 Yes NA/TC R 
(17OCT2020)

N/N

Injection site pain/
Injection Site Pain Left Arm

2 16OCT2020 2/2 2 Yes NA R 
(17OCT2020)

N/N

Pyrexia/
Fever

2 16OCT2020 2/2 3 Yes NA/TC R 
(17OCT2020)

N/N

INV Body temperature increased/
Elevated Body Temperature

2 16OCT2020 2/2 2 Yes NA/TC R 
(17OCT2020)

N/N

MUSC Myalgia/
Generalized Myalgias

2 16OCT2020 2/2 2 Yes NA/TC R 
(17OCT2020)

N/N

Myalgia/
Muscle Aches

2 16OCT2020 2/2 2 Yes NA/TC R 
(17OCT2020)

N/N

NERV Headache/
Headache

2 16OCT2020 2/2 1 Yes NA/TC R 
(17OCT2020)

N/N

>55/
C459100
1 1141 
11411253

3^ MUSC Muscle spasms/
Back Spasms

1 17OCT2020 11/9 3 No O NA/TC/TCN R 
(25OCT2020)

N/N

>55/
C459100

3^ VASC Orthostatic hypotension/
Possible postural hypotension

2 31AUG2020 4/1 4 No O NA/TC R 
(31AUG2020)

Y/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1142 
11421032

>55/
C459100
1 1142 
11421044

3^ GASTR Colitis/
Colitis

2 05SEP2020 8/C 3 No O NA/TC RG Y/N

>55/
C459100
1 1142 
11421061

3^ GENRL Fatigue/
Fatigue

2 03SEP2020 7/2 1 Yes NA R 
(04SEP2020)

N/N

NERV Headache/
Headache

2 03SEP2020 7/2 2 Yes NA R 
(04SEP2020)

N/N

UNC GENERALIZED JOINT 
PAIN@@/

Generalized Joint pain

2 03SEP2020 7/2 1 Yes NA R 
(04SEP2020)

N/N

>55/
C459100
1 1142 
11421104

3^ NERV Tension headache/
tension headache

1 14AUG2020 1/2 3 No O NA/TC R 
(15AUG2020)

N/Y

>55/
C459100
1 1142 
11421111

3^ GASTR Abdominal pain/
Abdominal Pain

1 26AUG2020 10/41 2 Yes P R 
(05OCT2020)

N/N

SKIN Night sweats/
Night sweats

1 29AUG2020 13/C 3 Yes P RG N/N

>55/
C459100
1 1142 
11421146

3^ GENRL Injection site pain/
Injection site pain

2 12SEP2020 2/3 1 Yes NA R 
(14SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1142 
11421148

3^ INJ&P Muscle strain/
muscle strain of lower leg/calf

2 25SEP2020 12/C 1 No O NA/TC RG N/N

>55/
C459100
1 1142 
11421177

3^ GENRL Vaccination site pain/
vaccine site pain (left deltoid)

1 02SEP2020 1/3 1 Yes NA/TCN R 
(04SEP2020)

N/N

GENRL Vaccination site pain/
vaccine site pain (left deltoid)

2 24SEP2020 2/3 1 Yes NA/TC/TCN R 
(26SEP2020)

N/N

>55/
C459100
1 1142 
11421227

3^ GENRL Injection site pain/
Injection site pain

2 05OCT2020 1/2 2 Yes NA R 
(06OCT2020)

N/N

GENRL Fatigue/
Fatigue

2 06OCT2020 2/2 2 Yes NA R 
(07OCT2020)

N/N

>55/
C459100
1 1142 
11421232

3^ GENRL Fatigue/
Fatigue

2 07OCT2020 1/4 3 Yes NA R 
(10OCT2020)

N/N

Injection site pain/
Injection site pain

2 07OCT2020 1/4 3 Yes NA R 
(10OCT2020)

N/N

Pain/
Body aches

2 07OCT2020 1/4 3 Yes NA R 
(10OCT2020)

N/N

NERV Headache/
Headache

2 07OCT2020 1/4 3 Yes NA R 
(10OCT2020)

N/N

>55/
C459100

3^ GENRL Malaise/
Malaise

2 08OCT2020 2/2 1 Yes NA R 
(09OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1142 
11421243

>55/
C459100
1 1142 
11421247

3^ CARD Ventricular arrhythmia/
Ventricular arrhythmias

2 14OCT2020 1/8 3 Yes NA/TC R 
(21OCT2020)

Y/N

>55/
C459100
1 1142 
11421259

3^ GENRL Injection site pain/
Injection site soreness

1 24SEP2020 1/2 2 Yes NA R 
(25SEP2020)

N/N

NERV Headache/
Headache

1 25SEP2020 2/1 1 Yes NA R 
(25SEP2020)

N/N

GENRL Injection site pain/
Injection site soreness

2 14OCT2020 1/2 1 Yes NA R 
(15OCT2020)

N/N

NERV Headache/
Headache

2 15OCT2020 2/1 1 Yes NA R 
(15OCT2020)

N/N

>55/
C459100
1 1145 
11451008

3^ GENRL Pain/
body ache

2 08SEP2020 7/2 1 Yes NA/TC R 
(09SEP2020)

N/N

>55/
C459100
1 1145 
11451012

3^ MUSC Back pain/
back pain

1 16AUG2020 3/16 2 No O NA/TCN R 
(31AUG2020)

N/N

>55/
C459100
1 1145 
11451014

3^ GENRL Injection site pain/
injection site pain ( Left Arm)

2 30SEP2020 29/2 1 Yes NA R 
(01OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1145 
11451016

3^ NERV Headache/
Headache

2 11SEP2020 2/4 1 Yes NA R 
(14SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 12SEP2020 3/3 1 Yes NA R 
(14SEP2020)

N/N

>55/
C459100
1 1145 
11451023

3^ GENRL Asthenia/
Weakness

1 19AUG2020 2/2 2 Yes NA R 
(20AUG2020)

N/N

Injection site pain/
Injection site pain

1 19AUG2020 2/2 3 Yes NA/TC R 
(20AUG2020)

N/N

>55/
C459100
1 1145 
11451024

3^ GENRL Injection site pain/
Pain at injection site

1 18AUG2020 1/1 1 Yes NA R 
(18AUG2020)

N/Y

GENRL Chills/
chills

2 09SEP2020 2/3 2 Yes NA R 
(11SEP2020)

N/N

Fatigue/
fatigue

2 09SEP2020 2/3 2 Yes NA R 
(11SEP2020)

N/N

MUSC Arthralgia/
generalized joint pain

2 09SEP2020 2/3 1 Yes NA R 
(11SEP2020)

N/N

Myalgia/
muscle pain

2 09SEP2020 2/3 2 Yes NA R 
(11SEP2020)

N/N

NERV Headache/
headache

2 09SEP2020 2/3 2 Yes NA R 
(11SEP2020)

N/N

GENRL Chills/
chills

2 11SEP2020 4/4 1 Yes NA R 
(14SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
injection site pain

2 11SEP2020 4/4 1 Yes NA R 
(14SEP2020)

N/N

Injection site swelling/
swelling at injection site left arm

2 11SEP2020 4/4 1 Yes NA R 
(14SEP2020)

N/N

>55/
C459100
1 1145 
11451038

3^ GENRL Injection site pain/
Pain at injection site

2 15SEP2020 1/4 2 Yes NA/TC R 
(18SEP2020)

N/Y

MUSC Myalgia/
Muscle pain

2 15SEP2020 1/4 2 Yes NA/TC R 
(18SEP2020)

N/N

NERV Headache/
Headache

2 15SEP2020 1/4 3 Yes NA/TC R 
(18SEP2020)

N/N

>55/
C459100
1 1145 
11451041

3^ GENRL Injection site pain/
pain at injection site

2 15SEP2020 1/1 1 Yes NA R 
(15SEP2020)

N/Y

>55/
C459100
1 1145 
11451052

3^ GENRL Asthenia/
Asthenia (weakness)

2 15SEP2020 1/2 1 Yes NA/TCN R 
(16SEP2020)

N/N

Injection site pain/
left injection site pain

2 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

PSYCH Insomnia/
Insomnia

2 16SEP2020 2/1 2 Yes NA R 
(16SEP2020)

N/N

>55/
C459100
1 1145 
11451056

3^ CARD Tachycardia/
tachycardia

2 07OCT2020 21/2 3 No O NA R 
(08OCT2020)

Y/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

CARD Pericardial effusion/
small pericardial effusion

2 08OCT2020 22/C 2 No O NA RG N/N

>55/
C459100
1 1145 
11451061

3^ INJ&P Limb injury/
LEFT LOWER LEG PAIN 

(POST-TRAUMATIC)

1 16SEP2020 17/C 2 No O NA RG N/N

>55/
C459100
1 1145 
11451065

3^ SKIN Pruritus/
Itching legs

1 06SEP2020 4/1 1 Yes NA R 
(06SEP2020)

N/N

>55/
C459100
1 1145 
11451072

3^ GENRL Fatigue/
Fatigue

1 05SEP2020 2/2 1 Yes NA R 
(06SEP2020)

N/N

Injection site pain/
Injection site pain

1 05SEP2020 2/1 1 Yes NA R 
(05SEP2020)

N/N

>55/
C459100
1 1145 
11451073

3^ GENRL Injection site pain/
Injection site pain

1 05SEP2020 2/3 1 Yes NA R 
(07SEP2020)

N/N

>55/
C459100
1 1145 
11451076

3^ NERV Parkinsonism/
parkinsonism

1 18SEP2020 15/C 1 No O P N N/N

>55/
C459100
1 1145 
11451078

3^ GENRL Fatigue/
Fatigue

1 05SEP2020 2/2 1 Yes NA R 
(06SEP2020)

N/N

Injection site pain/
Injection site pain

1 05SEP2020 2/2 1 Yes NA R 
(06SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

1 05SEP2020 2/2 1 Yes NA/TC R 
(06SEP2020)

N/N

MUSC Musculoskeletal stiffness/
Neck stiffness

1 15SEP2020 12/2 1 Yes NA/TC R 
(16SEP2020)

N/N

GASTR Nausea/
NAUSEOUS

1 24SEP2020 21/3 1 Yes NA R 
(26SEP2020)

N/N

NERV Headache/
headache

2 24SEP2020 1/3 2 Yes NA R 
(26SEP2020)

N/N

GENRL Chills/
CHILLS

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

Fatigue/
FATIGUE

2 25SEP2020 2/2 3 Yes NA R 
(26SEP2020)

N/N

NERV Dizziness/
DIZZINESS

2 25SEP2020 2/2 2 Yes NA R 
(26SEP2020)

N/N

>55/
C459100
1 1145 
11451083

3^ GENRL Injection site pain/
Injection site pain

1 09SEP2020 1/3 2 Yes NA R 
(11SEP2020)

N/N

Injection site swelling/
Injection site swelling

1 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

Injection site warmth/
Injection site warmth

1 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

METAB Decreased appetite/
Loss of appetite

1 09SEP2020 1/1 1 Yes NA R 
(09SEP2020)

N/N

VASC Flushing/
Facial flushing

1 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

GENRL Chills/
Chills

1 10SEP2020 2/1 2 Yes NA R 
(10SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Fatigue/
Fatigue

1 10SEP2020 2/2 2 Yes NA R 
(11SEP2020)

N/N

GENRL Injection site pain/
injection site pain

2 29SEP2020 1/3 2 Yes NA R 
(01OCT2020)

N/N

METAB Decreased appetite/
anorexia

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

VASC Flushing/
facial flushing

2 29SEP2020 1/3 1 Yes NA R 
(01OCT2020)

N/N

GENRL Fatigue/
fatigue

2 30SEP2020 2/2 2 Yes NA R 
(01OCT2020)

N/N

>55/
C459100
1 1145 
11451084

3^ GENRL Injection site pain/
injection site pain*

09SEP2020 1/3 2 Yes NA R 
(11SEP2020)

N/N

GENRL Injection site pain/
injection site pain

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

>55/
C459100
1 1145 
11451089

3^ GENRL Injection site pain/
injection site pain

1 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N

>55/
C459100
1 1145 
11451100

3^ GENRL Injection site pain/
injection site pain

1 11SEP2020 1/2 2 Yes NA R 
(12SEP2020)

N/N

GENRL Injection site erythema/
injection site redness

2 01OCT2020 1/4 1 Yes NA R 
(04OCT2020)

N/N

>55/
C459100

3^ GENRL Injection site pain/
Left Arm injection site pain

1 11SEP2020 1/2 2 Yes NA R 
(12SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1145 
11451102

GENRL Injection site pain/
injection site pain

2 01OCT2020 1/3 3 Yes NA R 
(03OCT2020)

N/N

MUSC Arthralgia/
joint aches

2 02OCT2020 2/2 3 Yes NA R 
(03OCT2020)

N/N

Myalgia/
muscle aches

2 02OCT2020 2/2 3 Yes NA R 
(03OCT2020)

N/N

>55/
C459100
1 1146 
11461005

3^ SURG Hip surgery/
Excision of cyst of the right hip

2 17SEP2020 18/1 2 No O NA/TCN R 
(17SEP2020)

N/N

>55/
C459100
1 1146 
11461024

3^ GASTR Faeces soft/
Change in bowel movements -

Softer Stool

1 16AUG2020 3/66 1 Yes NA R 
(20OCT2020)

N/N

>55/
C459100
1 1146 
11461027

3^ INV Blood glucose increased/
Increased glucose

2 02OCT2020 19/C 2 No O NA/TC N N/N

>55/
C459100
1 1146 
11461039

3^ GENRL Fatigue/
Fatigue

1 17AUG2020 1/8 1 Yes NA R 
(24AUG2020)

N/N

Injection site erythema/
Redness at injection site

1 17AUG2020 1/8 1 Yes NA R 
(24AUG2020)

N/N

>55/
C459100

3^ GENRL Injection site pain/
injection site pain

1 19AUG2020 1/3 1 Yes NA R 
(21AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1146 
11461060

GENRL Injection site pain/
Injection site pain

2 08SEP2020 1/5 1 Yes NA R 
(12SEP2020)

N/Y

>55/
C459100
1 1146 
11461062

3^ GENRL Injection site pain/
injection site pain

2 08SEP2020 1/3 1 Yes NA R 
(10SEP2020)

N/N

>55/
C459100
1 1146 
11461064

3^ GENRL Injection site pain/
injection site pain

1 19AUG2020 1/3 1 Yes NA R 
(21AUG2020)

N/Y

GENRL Fatigue/
Fatigue

2 10SEP2020 3/3 1 Yes NA R 
(12SEP2020)

N/N

Pain/
Body Aches

2 10SEP2020 3/3 1 Yes NA R 
(12SEP2020)

N/N

Pyrexia/
Fever of 100.3

2 10SEP2020 3/3 1 Yes NA/TC R 
(12SEP2020)

N/N

NERV Headache/
Headache

2 10SEP2020 3/3 1 Yes NA R 
(12SEP2020)

N/N

>55/
C459100
1 1146 
11461065

3^ INV Blood glucose increased/
Increase in blood sugar

1 12SEP2020 24/C 1 No O NA N N/N

>55/
C459100
1 1146 
11461101

3^ INFEC Hordeolum/
Stye of left eye

2 28SEP2020 15/7 1 No O NA/TCN R 
(04OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1146 
11461109

3^ INV Blood glucose increased/
Increase in baseline blood sugar

1 01SEP2020 8/C 2 No O NA/TC RG N/N

>55/
C459100
1 1146 
11461152

3^ INJ&P Chest injury/
Bruised ribs

2 07OCT2020 22/C 1 No O NA N N/N

Fall/
Fall off ladder

2 07OCT2020 22/1 1 No O NA/TCN R 
(07OCT2020)

N/N

>55/
C459100
1 1146 
11461153

3^ GENRL Chest pain/
Exertional chest pain

2 04OCT2020 19/12 2 No O NA R 
(15OCT2020)

N/N

>55/
C459100
1 1146 
11461161

3^ RESP Interstitial lung disease/
Interstitial Pneumonitis

1 09SEP2020 10/1 2 No O NA R 
(09SEP2020)

Y/N

RESP Atelectasis/
Bibasilar Atelectasis on chest 

xray

1 10SEP2020 11/31 1 No O NA R 
(10OCT2020)

N/N

>55/
C459100
1 1146 
11461174

3^ INV Low density lipoprotein 
increased/

Elevated LDL

2 16OCT2020 24/C 2 No O NA/TC N N/N

>55/
C459100
1 1146 
11461180

3^ GASTR Colitis ulcerative/
Ulcerative colitis

2 12OCT2020 22/11 2 No O NA/TC R 
(22OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1146 
11461181

3^ GENRL Cyst/
Cyst-like mass on back of head

1 07SEP2020 7/4 2 No O NA R 
(10SEP2020)

N/N

>55/
C459100
1 1146 
11461232

3^ GENRL Fatigue/
Fatigue

1 05OCT2020 22/3 2 Yes NA R 
(07OCT2020)

N/N

Injection site pain/
Injection Site pain

2 05OCT2020 1/3 2 Yes NA R 
(07OCT2020)

N/Y

Pyrexia/
Fever of 101.0F

2 05OCT2020 1/3 1 Yes NA/TC R 
(07OCT2020)

N/Y

>55/
C459100
1 1146 
11461264

3^ RESP Pulmonary embolism/
Pulmonary Emboli

2 08NOV2020 26/C 2 No O NA/TC N Y/N

>55/
C459100
1 1147 
11471009

3^ RESP Oropharyngeal pain/
sore throat

1 05AUG2020 3/1 1 No O NA R 
(05AUG2020)

N/N

>55/
C459100
1 1147 
11471062

3^ EYE Eye pain/
bilateral eye pain

1 11AUG2020 5/2 1 No O NA/TC R 
(12AUG2020)

N/N

INV Blood triglycerides increased/
Elevated triglycerides

2 14SEP2020 18/C 1 No O NA/TCN N N/N

>55/
C459100
1 1147 
11471086

3^ SKIN Dermatitis contact/
allergic contact dermatitis caused 
by clothing irritation on sensitive 

skin in lower right abdomen

1 17AUG2020 8/8 1 No O NA/TC R 
(24AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NEOPL Seborrhoeic keratosis/
inflamed seborrheic keratosis

1 18AUG2020 9/1 1 No O NA/TCN R 
(18AUG2020)

N/N

>55/
C459100
1 1147 
11471091

3^ METAB Iron deficiency/
iron deficiency

1 13AUG2020 3/C 1 No O NA N N/N

>55/
C459100
1 1147 
11471106

3^ MUSC Exostosis/
Bone spur on right knuckle index 

finger

2 14SEP2020 13/18 1 No O NA/TC R 
(01OCT2020)

N/N

>55/
C459100
1 1147 
11471108

3^ EAR Ear discomfort/
ear fullness

2 01OCT2020 30/C 1 No O NA/TC/TCN N N/N

INV Blood urea increased/
Elevated BUN

2 01OCT2020 30/C 1 No O NA N N/N

Mean cell haemoglobin 
decreased/

decreased mean corpuscular 
hemoglobin concentrate

2 01OCT2020 30/C 1 No O NA N N/N

Mean cell volume increased/
elevated mean corpuscular 

hemoglobin

2 01OCT2020 30/C 1 No O NA N N/N

Mean cell volume increased/
elevated mean corpuscular 

volume

2 01OCT2020 30/C 1 No O NA N N/N

RESP Oropharyngeal pain/
sore throat

2 01OCT2020 30/C 1 No O NA/TC/TCN N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1147 
11471124

3^ NERV Dizziness/
dizziness

1 17AUG2020 4/1 1 No O NA RS 
(17AUG2020)

N/N

>55/
C459100
1 1147 
11471200

3^ RESP Nasal congestion/
Nasal Congestion

1 31AUG2020 4/C 1 No O NA N N/N

Oropharyngeal pain/
Sore throat

1 31AUG2020 4/C 1 No O NA N N/N

Paranasal sinus hypersecretion/
Cough r/t Sinus drainage

1 31AUG2020 4/C 1 No O NA N N/N

>55/
C459100
1 1147 
11471208

3^ GASTR Inguinal hernia/
Left inguinal hernia 

(exacerbation)

2 08OCT2020 17/C 1 No O NA N N/N

>55/
C459100
1 1147 
11471221

3^ INFEC Hordeolum/
Stye on left eyelid

1 09SEP2020 7/C 1 No O NA N N/N

>55/
C459100
1 1147 
11471239

3^ INV High density lipoprotein 
increased/

Increased HDL (95)

1 18SEP2020 9/C 1 No O NA N N/N

REPRO Ovarian mass/
Ovarian Mass

1 21SEP2020 12/C 2 No O NA/TCN RG Y/N

INV Blood chloride decreased/
Decreased Chloride (94)

1 24SEP2020 15/C 1 No O NA N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Blood sodium decreased/
Decreased Sodium (131)

1 24SEP2020 15/C 1 No O NA N N/N

Urine ketone body present/
Trace Ketones (Urinalysis)

1 24SEP2020 15/C 1 No O NA N N/N

White blood cells urine positive/
Trace Leukocytes in Urinalysis

1 24SEP2020 15/C 1 No O NA N N/N

GASTR Abdominal pain lower/
Left Lower Quadrant Pain

1 25SEP2020 16/C 1 No O NA/TCN N N/N

>55/
C459100
1 1149 
11491041

3^ GENRL Pain/
body aches

1 18AUG2020 8/2 1 Yes NA R 
(19AUG2020)

N/N

NERV Headache/
Headaches

1 18AUG2020 8/2 1 Yes NA R 
(19AUG2020)

N/N

>55/
C459100
1 1149 
11491080

3^ GENRL Injection site pain/
left arm injection site pain with 

motion

2 08SEP2020 1/8 1 Yes NA R 
(15SEP2020)

N/N

GENRL Pyrexia/
Fever

2 09SEP2020 2/6 1 Yes NA R 
(14SEP2020)

N/N

>55/
C459100
1 1149 
11491090

3^ GENRL Chills/
chills

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

Pyrexia/
fever

2 10SEP2020 2/2 1 Yes NA/TC R 
(11SEP2020)

N/N

>55/
C459100

3^ GENRL Fatigue/
fatigue

2 11SEP2020 2/2 1 Yes NA R 
(12SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1149 
11491102

MUSC Myalgia/
muscle aches

2 11SEP2020 2/2 1 Yes NA R 
(12SEP2020)

N/N

>55/
C459100
1 1149 
11491131

3^ MUSC Myalgia/
muscle aches

1 24AUG2020 1/2 1 Yes NA R 
(25AUG2020)

N/N

Pain in extremity/
left arm soreness

1 24AUG2020 1/5 1 Yes NA R 
(28AUG2020)

N/N

>55/
C459100
1 1149 
11491132

3^ GENRL Chills/
chills

1 24AUG2020 1/1 1 Yes NA R 
(24AUG2020)

N/N

MUSC Pain in extremity/
left arm pain

1 24AUG2020 1/1 1 Yes NA R 
(24AUG2020)

N/N

>55/
C459100
1 1149 
11491134

3^ NERV Headache/
Headache*

24AUG2020 1/4 1 Yes NA R 
(27AUG2020)

N/N

Paraesthesia/
Right Arm Paresthesia*

24AUG2020 1/1 1 Yes NA R 
(24AUG2020)

N/N

NERV Headache/
headache

2 14SEP2020 1/4 1 Yes NA R 
(17SEP2020)

N/N

GENRL Pyrexia/
fever

2 15SEP2020 2/3 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100

3^ GENRL Injection site pain/
left arm pain at injection site

1 25AUG2020 1/2 1 Yes NA R 
(26AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1149 
11491138

GASTR Abdominal distension/
bloating

1 14SEP2020 21/1 1 No O NA R 
(14SEP2020)

N/N

Nausea/
nausea

1 14SEP2020 21/1 1 No O NA R 
(14SEP2020)

N/N

MUSC Myalgia/
myalgia

2 29SEP2020 15/5 1 No O NA R 
(03OCT2020)

N/N

>55/
C459100
1 1149 
11491139

3^ GENRL Fatigue/
fatigue

1 14SEP2020 21/1 1 No O NA R 
(14SEP2020)

N/N

Pain/
body aches

1 14SEP2020 21/1 1 No O NA R 
(14SEP2020)

N/N

Pyrexia/
fever

1 14SEP2020 21/1 1 No O NA/TC R 
(14SEP2020)

N/N

>55/
C459100
1 1149 
11491152

3^ MUSC Pain in extremity/
Left arm pain

1 26AUG2020 1/2 1 Yes NA R 
(27AUG2020)

N/N

>55/
C459100
1 1149 
11491153

3^ MUSC Myalgia/
Myalgia

2 19SEP2020 4/2 1 Yes NA R 
(20SEP2020)

N/N

NERV Headache/
Headaches

2 19SEP2020 4/2 1 Yes NA R 
(20SEP2020)

N/N

RESP Nasal congestion/
Nasal Congestion

2 02OCT2020 17/4 1 No O NA R 
(05OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1149 
11491168

3^ MUSC Pain in extremity/
Left arm pain

1 28AUG2020 1/4 1 Yes NA R 
(31AUG2020)

N/N

GENRL Fatigue/
Fatigue

2 18SEP2020 1/4 1 Yes NA R 
(21SEP2020)

N/N

NERV Headache/
Headache

2 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

GENRL Pyrexia/
Fever

2 19SEP2020 2/3 1 Yes NA R 
(21SEP2020)

N/N

PSYCH Insomnia/
Increased Insomnia

2 19SEP2020 2/8 1 Yes NA R 
(26SEP2020)

N/N

>55/
C459100
1 1149 
11491184

3^ GENRL Fatigue/
fatigue

1 06SEP2020 5/5 1 Yes NA R 
(10SEP2020)

N/N

Malaise/
malaise

1 06SEP2020 5/5 1 Yes NA R 
(10SEP2020)

N/N

NERV Headache/
headache

1 06SEP2020 5/5 1 Yes NA R 
(10SEP2020)

N/N

>55/
C459100
1 1149 
11491193

3^ GENRL Injection site pain/
right arm pain with touch at 

injection site

1 03SEP2020 1/3 1 Yes NA R 
(05SEP2020)

N/N

>55/
C459100
1 1149 
11491200

3^ MUSC Pain in extremity/
left arm pain

1 05SEP2020 2/7 1 Yes NA R 
(11SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
chills

2 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

Fatigue/
Fatigue

2 26SEP2020 2/4 1 Yes NA R 
(29SEP2020)

N/N

Injection site pain/
Tenderness in Left arm (injection 

site)

2 26SEP2020 2/4 1 Yes NA R 
(29SEP2020)

N/N

Pyrexia/
Fever

2 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

MUSC Myalgia/
Diffuse muscle aching

2 26SEP2020 2/4 1 Yes NA R 
(29SEP2020)

N/N

Pain in extremity/
left arm pain

2 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

NERV Headache/
Headache

2 26SEP2020 2/4 1 Yes NA R 
(29SEP2020)

N/N

>55/
C459100
1 1149 
11491214

3^ GENRL Fatigue/
fatigue & lassitude

1 09SEP2020 2/3 1 Yes NA R 
(11SEP2020)

N/N

>55/
C459100
1 1149 
11491222

3^ GENRL Injection site pain/
Injection site pain

1 10SEP2020 1/1 1 Yes NA R 
(10SEP2020)

N/N

>55/
C459100
1 1149 
11491237

3^ GENRL Injection site pain/
Left Arm Pain at injection site

1 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1149 
11491239

3^ UNC RIGHT ARM PAIN WITH 
MOTION@@/

Right arm pain with motion

1 22SEP2020 8/4 1 Yes NA R 
(25SEP2020)

N/N

UNC SWOLLEN LYMPH NODE IN 
RIGHT AXILLA@@/

Swollen lymph node in right 
axilla

1 05OCT2020 21/8 1 No O NA/TC R 
(12OCT2020)

N/N

>55/
C459100
1 1149 
11491251

3^ MUSC Pain in extremity/
Left arm pain

1 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

GENRL Chills/
chills

2 10OCT2020 2/2 1 Yes NA/TC R 
(11OCT2020)

N/N

Pyrexia/
fever

2 10OCT2020 2/2 1 Yes NA/TC R 
(11OCT2020)

N/N

MUSC Myalgia/
myalgia

2 10OCT2020 2/2 1 Yes NA/TC R 
(11OCT2020)

N/N

>55/
C459100
1 1149 
11491257

3^ GENRL Chills/
chills

2 10OCT2020 2/2 1 Yes NA R 
(11OCT2020)

N/N

Injection site pain/
Left arm pain at injection site

2 10OCT2020 2/2 1 Yes NA R 
(11OCT2020)

N/N

Pyrexia/
fever

2 10OCT2020 2/2 1 Yes NA/TC R 
(11OCT2020)

N/N

NERV Headache/
headache

2 10OCT2020 2/2 1 Yes NA R 
(11OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1149 
11491260

3^ MUSC Neck pain/
Cervicalgia

1 21SEP2020 4/3 1 Yes NA R 
(23SEP2020)

N/N

INFEC Otitis externa/
Right otitis externa

1 30SEP2020 13/4 1 No O NA R 
(03OCT2020)

N/N

INFEC Otitis externa/
Right otitis externa

1 04OCT2020 17/C 1 No O NA N N/N

>55/
C459100
1 1149 
11491264

3^ GENRL Fatigue/
Fatigue

1 22SEP2020 2/4 1 Yes NA R 
(25SEP2020)

N/N

Injection site pain/
Left arm pain at injection site

1 22SEP2020 2/4 1 Yes NA R 
(25SEP2020)

N/N

GENRL Fatigue/
fatigue

2 12OCT2020 1/1 1 Yes NA R 
(12OCT2020)

N/N

Injection site pain/
Left arm pain at injection site

2 12OCT2020 1/1 1 Yes NA/TC R 
(12OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 12OCT2020 1/1 1 Yes NA R 
(12OCT2020)

N/N

>55/
C459100
1 1149 
11491288

3^ GENRL Injection site pain/
pain at injection site (arm)

1 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

PSYCH Insomnia/
insomnia

1 23SEP2020 1/3 1 Yes NA R 
(25SEP2020)

N/N

MUSC Myalgia/
body aches/ myalgia

1 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
headache

1 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

>55/
C459100
1 1149 
11491298

3^ GENRL Injection site pain/
right arm injection site pain

1 24SEP2020 1/4 1 Yes NA R 
(27SEP2020)

N/N

>55/
C459100
1 1149 
11491301

3^ GENRL Injection site pain/
left arm injection site pain

1 24SEP2020 1/3 1 Yes NA R 
(26SEP2020)

N/N

Pyrexia/
fever

1 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

GENRL Fatigue/
fatigue

1 27SEP2020 4/3 1 Yes NA R 
(29SEP2020)

N/N

Injection site pain/
Injection site pain with touch & 

motion in deltoid muscles

1 27SEP2020 4/3 1 Yes NA R 
(29SEP2020)

N/N

>55/
C459100
1 1149 
11491309

3^ GENRL Injection site pain/
Right arm pain at injection site 

with motion

2 14OCT2020 2/3 1 Yes NA R 
(16OCT2020)

N/N

Pyrexia/
Low grade fever 100.5

2 14OCT2020 2/2 1 Yes NA R 
(15OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 14OCT2020 2/2 1 Yes NA R 
(15OCT2020)

N/N

>55/
C459100
1 1149 
11491313

3^ RESP Cough/
severe cough

2 01NOV2020 18/C 3 No O NA RG Y/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 2058

FDA-CBER-2021-5683-0128084



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1149 
11491317

3^ GENRL Injection site pain/
Pain (with movement) in left arm 

at injection site

1 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

>55/
C459100
1 1149 
11491319

3^ GENRL Injection site pain/
Injection site pain with touch in 

left arm

1 25SEP2020 1/5 1 Yes NA R 
(29SEP2020)

N/N

>55/
C459100
1 1149 
11491326

3^ GENRL Injection site pain/
left arm injection site pain

1 25SEP2020 1/4 1 Yes NA R 
(28SEP2020)

N/N

>55/
C459100
1 1152 
11521013

3^ METAB Hypercholesterolaemia/
hypercholesterolemia diagnosed

2 28SEP2020 27/C 1 No O NA/TC N N/N

>55/
C459100
1 1152 
11521092

3^ GASTR Diarrhoea/
diarrhea

2 10SEP2020 1/1 1 Yes NA R 
(10SEP2020)

N/N

Vomiting/
vomiting

2 10SEP2020 1/1 1 Yes NA R 
(10SEP2020)

N/N

>55/
C459100
1 1152 
11521095

3^ RENAL Pollakiuria/
urinary frequency

2 06OCT2020 27/27 1 No O NA R 
(01NOV2020)

N/N

PSYCH Bipolar disorder/
worsening of bipolar disorder

2 29OCT2020 50/9 3 No O NA/TC R 
(06NOV2020)

Y/N

RESP Cough/
cough

2 03NOV2020 55/4 1 No O NA R 
(06NOV2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 2059

FDA-CBER-2021-5683-0128085



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1152 
11521123

3^ GASTR Diarrhoea/
diarrhea

1 21AUG2020 2/15 2 Yes NA/TC R 
(04SEP2020)

N/N

GENRL Chills/
chills

1 21AUG2020 2/15 2 Yes NA R 
(04SEP2020)

N/N

Fatigue/
fatigue

1 21AUG2020 2/24 2 Yes NA R 
(13SEP2020)

N/N

NERV Headache/
headache

1 21AUG2020 2/15 2 Yes NA/TC R 
(04SEP2020)

N/N

MUSC Arthralgia/
bilateral hip pain

2 08OCT2020 29/2 1 No O NA R 
(09OCT2020)

N/N

Arthralgia/
bilateral knee pain

2 08OCT2020 29/2 1 No O NA R 
(09OCT2020)

N/N

>55/
C459100
1 1152 
11521136

3^ INV Fractional exhaled nitric oxide 
increased/

elevated exhaled nitric oxide 
level

2 02OCT2020 22/C 1 No O NA/TC N N/N

>55/
C459100
1 1152 
11521233

3^ INFEC Localised infection/
infection left index finger

2 01OCT2020 17/13 2 No O NA/TC R 
(13OCT2020)

N/N

>55/
C459100
1 1152 
11521260

3^ NEOPL Malignant melanoma/
melanoma left shoulder

1 04SEP2020 5/35 3 No O NA/TC/TCN R 
(08OCT2020)

Y/N

>55/
C459100

3^ MUSC Muscle spasms/
back muscle spasms

1 04SEP2020 1/2 3 No O P R 
(05SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1152 
11521359

GENRL Injection site induration/
injection site induration

1 05SEP2020 2/3 1 Yes NA R 
(07SEP2020)

N/N

Injection site pain/
injection site tenderness

1 05SEP2020 2/3 1 Yes NA R 
(07SEP2020)

N/N

NERV Dysgeusia/
sour taste

1 06SEP2020 3/5 2 Yes NA R 
(10SEP2020)

N/N

>55/
C459100
1 1152 
11521386

3^ SKIN Rash/
rash on legs

1 22SEP2020 15/7 2 No O NA/TC R 
(28SEP2020)

N/N

>55/
C459100
1 1152 
11521417

3^ INFEC Herpes zoster/
shingles

1 15SEP2020 7/20 2 Yes NA/TC R 
(04OCT2020)

N/N

>55/
C459100
1 1152 
11521471

3^ GENRL Injection site swelling/
Injection Site Reaction 

(swelling)

1 24SEP2020 1/1 1 Yes NA/TCN R 
(24SEP2020)

N/Y

>55/
C459100
1 1152 
11521476

3^ EAR Deafness unilateral/
hearing loss right ear

1 14OCT2020 20/10 3 Yes P R 
(23OCT2020)

N/N

>55/
C459100
1 1152 
11521497

3^ NERV Syncope/
vasovagal syncope

1 26OCT2020 20/ 3 No O P/TC/TCN UNK Y/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1156 
11561001

3^ RESP Oropharyngeal pain/
SORE THROAT

1 23AUG2020 5/8 1 No O NA R 
(30AUG2020)

N/N

INJ&P Facial bones fracture/
FRACTURE OF ROOF OF 

RIGHT ORBITAL (GRADE 3)

2 06OCT2020 29/C 3 No O NA/TC N Y/N

Fall/
FALL FROM BICYCLE

2 06OCT2020 29/1 2 No O NA R 
(06OCT2020)

N/N

Muscle strain/
PARTIAL TEAR OF THE 

RIGHT TRAPEZIUS MUSCLE 
(GRADE 1)

2 06OCT2020 29/C 2 No O NA/TC RG N/N

Traumatic intracranial 
haemorrhage/
TRAUMATIC 

INTRACRANIAL 
HEMORRHAGE

2 06OCT2020 29/C 3 No O NA/TC RG Y/N

MUSC Arthropathy/
WIDENINNG 

OFACROMIOCLAVICULAR 
JOINT SPACE (GRADE 1)

2 06OCT2020 29/C 2 No O NA/TC RG N/N

NERV Subarachnoid haemorrhage/
SUBARACHNOID 
HEMORRHAGE

2 06OCT2020 29/12 4 No O NA/TC R 
(17OCT2020)

Y/N

>55/
C459100
1 1156 
11561020

3^ GASTR Diarrhoea/
diarrhea

2 16SEP2020 3/2 1 Yes NA R 
(17SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
fatigue

2 16SEP2020 3/5 1 Yes NA R 
(20SEP2020)

N/N

>55/
C459100
1 1156 
11561025

3^ MUSC Arthralgia/
arthralgia

2 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

>55/
C459100
1 1156 
11561037

3^ MUSC Myalgia/
muscle soreness

2 16SEP2020 2/2 1 Yes NA/TC R 
(17SEP2020)

N/N

>55/
C459100
1 1156 
11561084

3^ MUSC Myalgia/
myalgia

2 21SEP2020 1/5 1 Yes NA/TC R 
(25SEP2020)

N/N

>55/
C459100
1 1156 
11561095

3^ GENRL Chills/
CHILLS

2 29SEP2020 7/2 1 Yes NA R 
(30SEP2020)

N/N

NERV Hypoaesthesia/
NUMBNESS OF LEFT UPPER 

EXTREMITY

2 23OCT2020 31/C 1 No O NA RG N/N

Paraesthesia/
TINGLING OF LEFT UPPER 

EXTREMITY

2 23OCT2020 31/C 1 No O NA RG N/N

>55/
C459100
1 1156 
11561099

3^ INFEC Rash pustular/
bilateral papulopustular lesion on 

face

2 20OCT2020 26/1 1 No O NA/TC R 
(20OCT2020)

N/N

>55/
C459100

3^ INFEC Onychomycosis/
ONYCHOMYCOSIS

2 25SEP2020 1/C 1 No O NA/TC RG N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 2063

FDA-CBER-2021-5683-0128089



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1156 
11561100

MUSC Back pain/
LUMBAGO

2 30SEP2020 6/C 1 No O NA/TC RG N/N

>55/
C459100
1 1156 
11561114

3^ MUSC Arthritis reactive/
REACTIVE ARTHRITIS

2 29SEP2020 2/8 1 Yes NA R 
(06OCT2020)

N/N

>55/
C459100
1 1156 
11561127

3^ GENRL Pyrexia/
fever

2 01OCT2020 2/2 1 Yes NA/TC R 
(02OCT2020)

N/N

MUSC Myalgia/
myalgia

2 01OCT2020 2/2 1 Yes NA/TC R 
(02OCT2020)

N/N

>55/
C459100
1 1156 
11561144

3^ EAR Vertigo positional/
BENIGN PAROXYSMAL 
POSITIONAL VERTIGO

2 12OCT2020 6/4 1 No O NA/TC R 
(15OCT2020)

N/N

>55/
C459100
1 1156 
11561151

3^ GASTR Diarrhoea/
diarrhea

1 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

>55/
C459100
1 1156 
11561152

3^ GASTR Diarrhoea/
diarrhea

1 17SEP2020 1/3 1 Yes NA R 
(19SEP2020)

N/N

>55/
C459100

3^ INJ&P Muscle injury/
Left Hamstring Injury

1 29AUG2020 18/C 1 No O NA N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1157 
11571007

>55/
C459100
1 1157 
11571008

3^ RESP Cough/
Cough

2 18SEP2020 15/1 1 No O NA R 
(18SEP2020)

N/N

>55/
C459100
1 1157 
11571014

3^ GENRL Injection site pain/
Pain at injection site

2 04SEP2020 1/4 1 Yes NA R 
(07SEP2020)

N/N

>55/
C459100
1 1157 
11571024

3^ INFEC Bronchitis/
Bronchitis

2 06OCT2020 33/20 3 No O NA/TC R 
(25OCT2020)

N/N

>55/
C459100
1 1157 
11571096

3^ GENRL Injection site pain/
Injection Site Pain

1 15SEP2020 21/6 2 Yes NA R 
(20SEP2020)

N/N

MUSC Myalgia/
Left Biceps Pain

1 15SEP2020 21/6 2 Yes NA R 
(20SEP2020)

N/N

>55/
C459100
1 1157 
11571116

3^ INFEC Conjunctivitis/
Bilateral Conjunctivitis

2 28SEP2020 6/C 1 No O NA/TC N N/N

>55/
C459100
1 1157 
11571128

3^ MUSC Myalgia/
General Muscle Aches

1 02SEP2020 2/2 1 Yes NA R 
(03SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1157 
11571134

3^ NERV Tremor/
Tremor

2 13OCT2020 20/C 2 No CD NA N N/N

NERV Transient ischaemic attack/
Suspected Transient Ischemic 

Attack

2 27OCT2020 34/2 3 No O NA/TC R 
(28OCT2020)

Y/N

>55/
C459100
1 1157 
11571139

3^ REPRO Erectile dysfunction/
Erectile Dysfunction

1 04SEP2020 3/C 1 Yes NA N N/N

>55/
C459100
1 1161 
11611029

3^ INV SARS-CoV-2 test positive/
SARS-COV-2 Positive

2 10NOV2020 7/C 3 No O NA N Y/N

INFEC Pneumonia/
pneumonia

2 11NOV2020 8/C 3 No O NA N Y/N

>55/
C459100
1 1161 
11611038

3^ INJ&P Fall/
Fell off step

1 15OCT2020 72/1 1 No O NA R 
(15OCT2020)

N/N

Humerus fracture/
Lt Shoulder fracture of humeral 

head

1 15OCT2020 72/C 2 No O NA/TC N N/N

>55/
C459100
1 1161 
11611042

3^ NERV Carpal tunnel syndrome/
worsening of carpal tunnel 

syndrome in lt hand

1 15OCT2020 71/C 1 No O NA/TC/TCN RG N/N

>55/
C459100

3^ RESP Oropharyngeal pain/
sore throat*

03AUG2020 -3/2 1 No CND NA R 
(04AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1162 
11621014

>55/
C459100
1 1162 
11621052

3^ GENRL Injection site pain/
Arm soreness (injection site 

pain)

2 25AUG2020 1/2 1 Yes NA R 
(26AUG2020)

N/N

>55/
C459100
1 1162 
11621059

3^ INFEC Pneumonia/
pneumonia

2 03SEP2020 2/11 3 No O NA/TC RS 
(13SEP2020)

Y/N

>55/
C459100
1 1162 
11621071

3^ GENRL Fatigue/
Moderate Fatigue

2 02SEP2020 2/9 1 No O NA/TC R 
(10SEP2020)

N/N

>55/
C459100
1 1162 
11621149

3^ MUSC Myalgia/
muscle aches

1 19AUG2020 2/3 1 Yes NA R 
(21AUG2020)

N/N

>55/
C459100
1 1162 
11621160

3^ MUSC Back pain/
Back Pain

1 28AUG2020 11/3 1 No O NA R 
(30AUG2020)

N/N

GASTR Diarrhoea/
Loose stools

1 29AUG2020 12/2 1 No O NA R 
(30AUG2020)

N/N

>55/
C459100
1 1162 
11621194

3^ MUSC Neck pain/
Neck pain

1 26SEP2020 33/2 2 No O NA/TC R 
(27SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GASTR Diarrhoea/
Diarrhea

1 27SEP2020 34/2 1 No O NA R 
(28SEP2020)

N/N

>55/
C459100
1 1162 
11621196

3^ MUSC Arthralgia/
R Hip Pain

2 08NOV2020 54/2 1 No O NA R 
(09NOV2020)

N/N

>55/
C459100
1 1162 
11621277

3^ GENRL Pyrexia/
Fever

1 24SEP2020 22/2 1 Yes NA R 
(25SEP2020)

N/N

NERV Headache/
Headache

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

UNC CHILLS@@/
Chills

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

>55/
C459100
1 1162 
11621288

3^ RESP Cough/
Cough

2 02OCT2020 5/2 1 No O NA R 
(03OCT2020)

N/N

>55/
C459100
1 1162 
11621312

3^ INFEC Cellulitis/
Left leg Cellulitis

1 19SEP2020 12/C 2 No O NA/TC/TCN RG N/N

>55/
C459100
1 1162 
11621327

3^ VASC Arteriosclerosis/
Atherosclerotic Disease

1 13SEP2020 4/1 4 No O NA/W F 
(13SEP2020)

Y/N

>55/
C459100
1 1162 
11621359

3^ GENRL Fatigue/
Fatigue

2 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1163 
11631070

3^ GENRL Injection site pain/
Left arm pain to injection site

2 31AUG2020 1/1 1 Yes NA R 
(31AUG2020)

N/Y

>55/
C459100
1 1163 
11631099

3^ GENRL Injection site pain/
LOCAL INJECTION SITE 

SORENESS (LEFT) DELTOID

2 01SEP2020 2/2 1 Yes NA R 
(02SEP2020)

N/N

NERV Dizziness/
DIZZINESS

2 01SEP2020 2/2 1 No O NA R 
(02SEP2020)

N/N

>55/
C459100
1 1167 
11671015

3^ INFEC Urinary tract infection/
Urinary Tract Infection

2 27OCT2020 48/C 1 No O NA/TC N N/N

>55/
C459100
1 1167 
11671085

3^ CARD Angina unstable/
Unstable Angina Pectoris

2 20OCT2020 34/1 2 No O NA/TC/TCN R 
(20OCT2020)

Y/N

>55/
C459100
1 1167 
11671137

3^ GENRL Injection site erythema/
redness at injection site

2 26SEP2020 3/8 1 Yes NA/TC R 
(03OCT2020)

N/N

>55/
C459100
1 1168 
11681131

3^ GENRL Injection site pain/
Injection site pain

1 03SEP2020 1/4 2 Yes NA R 
(06SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 24SEP2020 1/3 2 Yes NA R 
(26SEP2020)

N/N

>55/
C459100

3^ GENRL Chills/
chills

2 26SEP2020 2/3 1 Yes NA R 
(28SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1168 
11681139

Fatigue/
fatigue

2 26SEP2020 2/3 1 Yes NA R 
(28SEP2020)

N/N

Pyrexia/
low grade fever

2 26SEP2020 2/3 2 Yes NA R 
(28SEP2020)

N/N

MUSC Myalgia/
myalgia

2 26SEP2020 2/3 1 Yes NA R 
(28SEP2020)

N/N

>55/
C459100
1 1168 
11681150

3^ MUSC Arthralgia/
JOINT PAIN

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

NERV Headache/
HEADACHE

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

>55/
C459100
1 1168 
11681173

3^ MUSC Myalgia/
myalgia

2 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N

>55/
C459100
1 1168 
11681205

3^ NERV Headache/
headache

2 13OCT2020 1/2 1 Yes NA/TC R 
(14OCT2020)

N/N

>55/
C459100
1 1169 
11691005

3^ MUSC Pain in extremity/
Soreness Left Arm

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

GENRL Injection site pain/
Sore Injection Site

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1169 
11691006

3^ GENRL Injection site pain/
Soreness at Injection Site

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

GENRL Injection site pain/
Soreness at Injection Site

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

>55/
C459100
1 1169 
11691008

3^ GENRL Fatigue/
Fatigue

1 03SEP2020 1/2 1 Yes NA R 
(04SEP2020)

N/N

Injection site pain/
Pain at injection site

1 03SEP2020 1/4 1 Yes NA R 
(06SEP2020)

N/N

Injection site pruritus/
Itching at injection site

1 03SEP2020 1/2 1 Yes NA R 
(04SEP2020)

N/N

Injection site swelling/
swelling at injection site

1 03SEP2020 1/4 1 Yes NA R 
(06SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 24SEP2020 1/2 1 Yes NA/TC R 
(25SEP2020)

N/N

Injection site pain/
Pain at injection site

2 24SEP2020 1/2 1 Yes NA/TC R 
(25SEP2020)

N/N

Injection site pruritus/
Itching at injection site

2 24SEP2020 1/2 1 Yes NA/TC R 
(25SEP2020)

N/N

Injection site swelling/
Swelling at injection site

2 24SEP2020 1/2 1 Yes NA/TC R 
(25SEP2020)

N/N

>55/
C459100
1 1169 
11691013

3^ RESP Cough/
Dry Cough

1 05SEP2020 2/2 1 No O NA R 
(06SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Rhinorrhoea/
Rhinorrhea

1 05SEP2020 2/2 1 No O NA R 
(06SEP2020)

N/N

GENRL Injection site pain/
Injection Site pain

2 24SEP2020 2/1 1 Yes NA/TC R 
(24SEP2020)

N/N

Pain/
Generalized Body Aches

2 24SEP2020 2/1 1 Yes NA/TC R 
(24SEP2020)

N/N

>55/
C459100
1 1169 
11691016

3^ GENRL Injection site pain/
Pain at injection site

1 04SEP2020 1/4 1 Yes NA R 
(07SEP2020)

N/N

GENRL Injection site pain/
Pain at Injection Site

2 23SEP2020 1/2 1 Yes NA/TC R 
(24SEP2020)

N/N

>55/
C459100
1 1169 
11691028

3^ GENRL Injection site pain/
Injection Site Soreness

2 30SEP2020 1/3 1 Yes NA R 
(02OCT2020)

N/Y

RESP Bronchospasm/
Exercise Induced Bronchospasm

2 10NOV2020 42/1 1 No O NA R 
(10NOV2020)

N/N

>55/
C459100
1 1169 
11691032

3^ GENRL Injection site pain/
Pain at injection site

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

GENRL Injection site pain/
Mild Pain at Injection Site

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

>55/
C459100
1 1169 
11691035

3^ MUSC Myalgia/
Entire body muscle pain

1 11SEP2020 2/3 2 Yes NA/TC R 
(13SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Entire body muscle pain

2 03OCT2020 2/3 2 Yes NA/TC R 
(05OCT2020)

N/N

>55/
C459100
1 1169 
11691037

3^ MUSC Pain in extremity/
Pain in left arm

1 12SEP2020 2/2 1 Yes NA/TC R 
(13SEP2020)

N/N

GENRL Pain/
Generalized Body Aches

1 24SEP2020 14/3 1 No O NA/TC R 
(26SEP2020)

N/N

GENRL Chills/
chills

1 26SEP2020 16/2 1 No O NA/TC R 
(27SEP2020)

N/N

MUSC Myalgia/
generalized muscle aches

1 26SEP2020 16/2 1 No O NA/TC R 
(27SEP2020)

N/N

GENRL Fatigue/
fatigue

2 01OCT2020 1/2 1 No O NA R 
(02OCT2020)

N/N

Injection site pain/
Arm Soreness at Injection Site

2 01OCT2020 1/3 1 Yes NA/TC R 
(03OCT2020)

N/N

Pyrexia/
Fever

2 01OCT2020 1/2 1 Yes NA/TC R 
(02OCT2020)

N/N

NERV Headache/
Headache

2 01OCT2020 1/1 1 No O NA/TC R 
(01OCT2020)

N/N

>55/
C459100
1 1169 
11691042

3^ MUSC Arthralgia/
Painfull Right Shoulder

2 22OCT2020 18/6 2 No O NA/TC R 
(27OCT2020)

N/N

Neck pain/
Painfull Neck

2 22OCT2020 18/6 2 No O NA/TC R 
(27OCT2020)

N/N

>55/
C459100

3^ NERV Headache/
Headache

1 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1169 
11691050

GENRL Injection site pain/
Mild injection Site pain

2 05OCT2020 1/2 1 Yes NA R 
(06OCT2020)

N/N

>55/
C459100
1 1169 
11691051

3^ GENRL Injection site pain/
Pain at injection site

1 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

Injection site pain/
Tenderness at injection site

1 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

>55/
C459100
1 1169 
11691052

3^ NERV Sinus headache/
Right Sided Sinus Headache

1 04OCT2020 19/8 1 No O NA/TC R 
(11OCT2020)

N/N

>55/
C459100
1 1169 
11691061

3^ GENRL Injection site pain/
Injection site pain

1 17SEP2020 1/3 1 Yes NA R 
(19SEP2020)

N/N

GENRL Injection site pain/
Mild pain at injection site

2 09OCT2020 1/2 1 Yes NA R 
(10OCT2020)

N/N

>55/
C459100
1 1169 
11691068

3^ GENRL Injection site pain/
injection site pain

1 19SEP2020 2/3 2 Yes NA R 
(21SEP2020)

N/N

MUSC Joint range of motion decreased/
mild range of motion deficit left 

arm

1 19SEP2020 2/3 1 Yes NA R 
(21SEP2020)

N/N

GASTR Constipation/
worsening constipation

2 16OCT2020 8/C 2 No O NA/TC RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1169 
11691070

3^ MUSC Pain in extremity/
Pain in left arm

1 18SEP2020 1/3 1 Yes NA/TC R 
(20SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 19SEP2020 2/2 1 No O NA/TC R 
(20SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 07OCT2020 2/2 2 Yes NA R 
(08OCT2020)

N/N

MUSC Arthralgia/
Entire Body Joint Aches

2 07OCT2020 2/2 2 Yes NA R 
(08OCT2020)

N/N

>55/
C459100
1 1169 
11691071

3^ GENRL Chills/
Chills Post Shingrix Vaccine

2 13NOV2020 38/1 2 No O NA/TC R 
(13NOV2020)

N/N

>55/
C459100
1 1169 
11691074

3^† EYE Retinal haemorrhage/
Left Eye Retinal hemorrhage

1 03OCT2020 2/C 2 No O NA N N/N

Vitreous detachment/
Bilateral Vitreous Detachment

1 03OCT2020 2/C 2 No O NA N N/N

>55/
C459100
1 1170 
11701004

3^ GASTR Diarrhoea/
Diarrhea

2 31AUG2020 1/2 2 Yes NA R 
(01SEP2020)

N/N

GENRL Chills/
Chills

2 31AUG2020 1/2 2 Yes NA R 
(01SEP2020)

N/N

Injection site erythema/
Injection Site Redness

2 31AUG2020 1/2 2 Yes NA R 
(01SEP2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 2075

FDA-CBER-2021-5683-0128101



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Pain at injection site

2 31AUG2020 1/2 2 Yes NA R 
(01SEP2020)

N/N

Injection site swelling/
Injection Site Swelling

2 31AUG2020 1/2 2 Yes NA R 
(01SEP2020)

N/N

Pyrexia/
Fever

2 31AUG2020 1/2 2 Yes NA R 
(01SEP2020)

N/N

MUSC Arthralgia/
Joint Pain

2 31AUG2020 1/2 2 Yes NA R 
(01SEP2020)

N/N

Myalgia/
Muscle Pain

2 31AUG2020 1/2 2 Yes NA R 
(01SEP2020)

N/N

NERV Headache/
Headache

2 31AUG2020 1/2 2 Yes NA R 
(01SEP2020)

N/N

>55/
C459100
1 1170 
11701030

3^ GENRL Chills/
Chills

2 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

Pyrexia/
Fever

2 09SEP2020 1/2 1 Yes NA/TC R 
(10SEP2020)

N/N

>55/
C459100
1 1170 
11701032

3^ GENRL Injection site pain/
Injection Site Pain

1 18AUG2020 1/3 1 Yes NA R 
(20AUG2020)

N/N

>55/
C459100
1 1170 
11701039

3^ GENRL Injection site pain/
Injection Site Pain

1 19AUG2020 1/3 1 Yes NA R 
(21AUG2020)

N/N

GENRL Chills/
Chills

2 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Injection Site Pain

2 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

MUSC Myalgia/
Muscle Pain

2 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

NERV Headache/
Headache

2 10SEP2020 1/2 1 Yes NA/TC R 
(11SEP2020)

N/N

>55/
C459100
1 1170 
11701046

3^ GENRL Injection site pain/
Pain at Injection Site

2 10SEP2020 1/4 1 Yes NA R 
(13SEP2020)

N/N

>55/
C459100
1 1170 
11701050

3^ GENRL Injection site pain/
Injection Site Pain

2 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

>55/
C459100
1 1170 
11701053

3^ GENRL Injection site pain/
Injection Site Pain

1 21AUG2020 1/3 1 Yes NA R 
(23AUG2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 11SEP2020 1/3 1 Yes NA R 
(13SEP2020)

N/N

MUSC Myalgia/
Muscle Pain Generalized

2 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

>55/
C459100
1 1170 
11701058

3^ GASTR Constipation/
Constipation

2 14SEP2020 4/3 2 No O NA/TC R 
(16SEP2020)

N/N

MUSC Arthralgia/
Worsening Joint Pain

2 14SEP2020 4/C 2 No O NA/TC N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1170 
11701062

3^ GENRL Injection site pain/
Injection Site Pain

1 25AUG2020 2/3 1 Yes NA R 
(27AUG2020)

N/N

NERV Headache/
Headache

1 25AUG2020 2/21 1 Yes NA/TC R 
(14SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 15SEP2020 2/3 1 Yes NA/TC R 
(17SEP2020)

N/N

>55/
C459100
1 1170 
11701066

3^ SKIN Rash/
General Body Rash

2 19SEP2020 6/8 1 Yes NA/TC R 
(26SEP2020)

N/N

>55/
C459100
1 1170 
11701067

3^ GENRL Chills/
Chills

2 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

Fatigue/
Fatigue

2 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

>55/
C459100
1 1170 
11701068

3^ NERV Headache/
Headache

1 26AUG2020 3/1 1 Yes NA R 
(26AUG2020)

N/N

>55/
C459100
1 1170 
11701078

3^ GENRL Injection site pain/
Injection Site Pain

2 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

GASTR Diarrhoea/
Diarrhea

2 16SEP2020 2/1 1 Yes NA R 
(16SEP2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 2078

FDA-CBER-2021-5683-0128104



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1170 
11701083

3^ GENRL Fatigue/
Fatigue

1 27AUG2020 2/21 1 Yes NA R 
(16SEP2020)

N/N

MUSC Arthralgia/
Joint Pain

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

>55/
C459100
1 1170 
11701090

3^ GENRL Fatigue/
Fatigue

2 23SEP2020 8/2 1 Yes NA R 
(24SEP2020)

N/N

Malaise/
Malaise

2 23SEP2020 8/2 1 Yes NA R 
(24SEP2020)

N/N

EYE Vision blurred/
Blurred Vision

2 01OCT2020 16/31 2 No O NA R 
(31OCT2020)

N/N

GENRL Asthenia/
General Weakness

2 01OCT2020 16/31 2 No O NA R 
(31OCT2020)

N/N

NERV Dizziness/
Dizziness

2 01OCT2020 16/31 2 No O NA R 
(31OCT2020)

N/N

Syncope/
Syncope

2 01OCT2020 16/1 3 No O NA R 
(01OCT2020)

N/N

>55/
C459100
1 1170 
11701109

3^ GENRL Injection site pain/
Injection Site Pain

1 28AUG2020 2/3 1 Yes NA R 
(30AUG2020)

N/N

GENRL Chills/
Chills

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

Injection site erythema/
Redness at Injection Site

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Injection Site Pain

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

Injection site swelling/
Swelling at Injection Site

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

MUSC Myalgia/
Muscle Pain

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

>55/
C459100
1 1170 
11701114

3^ GENRL Injection site pain/
Injection Site Soreness

1 29AUG2020 2/2 1 Yes NA R 
(30AUG2020)

N/N

GENRL Injection site pain/
Injection Site Soreness

2 19SEP2020 2/3 2 Yes NA/TC R 
(21SEP2020)

N/N

GASTR Diarrhoea/
Diarrhea

2 22SEP2020 5/2 1 Yes NA R 
(23SEP2020)

N/N

NERV Headache/
Headache

2 23SEP2020 6/3 2 Yes NA/TC R 
(25SEP2020)

N/N

>55/
C459100
1 1170 
11701124

3^ GENRL Injection site pain/
Pain at Injection Site

2 17SEP2020 1/3 1 Yes NA R 
(19SEP2020)

N/N

Injection site swelling/
Injection Site Swelling

2 17SEP2020 1/3 1 Yes NA R 
(19SEP2020)

N/N

>55/
C459100
1 1170 
11701132

3^ NERV Tremor/
Shakiness

1 07SEP2020 8/1 1 Yes NA R 
(07SEP2020)

N/N

>55/
C459100

3^ GENRL Injection site pain/
Injection Site Pain

1 01SEP2020 2/2 1 Yes NA R 
(02SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1170 
11701133

GENRL Injection site pain/
Injection Site Pain

2 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

>55/
C459100
1 1170 
11701140

3^ GENRL Injection site pain/
Injection Site Pain

1 31AUG2020 1/2 1 Yes NA R 
(01SEP2020)

N/N

MUSC Arthralgia/
Joint Pain

1 01SEP2020 2/1 1 Yes NA R 
(01SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

Injection site pain/
Injection Site Pain

2 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

>55/
C459100
1 1170 
11701141

3^ GENRL Injection site pain/
Injection Site Pain

1 31AUG2020 1/3 1 Yes NA R 
(02SEP2020)

N/N

>55/
C459100
1 1170 
11701147

3^ GENRL Injection site pain/
Injection Site Pain

1 01SEP2020 2/2 1 Yes NA R 
(02SEP2020)

N/N

GENRL Chills/
Chills

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

MUSC Arthralgia/
Generalized Joint Pain

2 23SEP2020 2/2 1 Yes NA/TC R 
(24SEP2020)

N/N

NERV Headache/
Headache

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1170 
11701155

3^ GENRL Fatigue/
Fatigue

1 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/N

Injection site pain/
Injection site pain

1 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 22SEP2020 1/3 1 Yes NA R 
(24SEP2020)

N/N

Injection site pain/
Injection Site Pain

2 22SEP2020 1/3 1 Yes NA R 
(24SEP2020)

N/N

GENRL Chills/
Chills

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

Pyrexia/
Fever

2 23SEP2020 2/2 2 Yes NA R 
(24SEP2020)

N/N

MUSC Myalgia/
Generalized Muscle Pain

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

NERV Headache/
Headache

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1170 
11701157

3^ GENRL Fatigue/
Fatigue

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

>55/
C459100
1 1170 
11701160

3^ GENRL Injection site pain/
Injection Site Pain

1 01SEP2020 1/3 1 Yes NA R 
(03SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 22SEP2020 1/3 1 Yes NA R 
(24SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
General Muscle Pain

2 22SEP2020 1/3 1 Yes NA R 
(24SEP2020)

N/N

NERV Headache/
Headache

2 22SEP2020 1/3 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1170 
11701161

3^ GENRL Injection site pain/
Injection Site Pain

1 02SEP2020 2/3 1 Yes NA R 
(04SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 22SEP2020 1/3 1 Yes NA R 
(24SEP2020)

N/N

MUSC Myalgia/
General Muscle Pain

2 22SEP2020 1/3 1 Yes NA R 
(24SEP2020)

N/N

NERV Headache/
Headache

2 22SEP2020 1/3 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1170 
11701169

3^ GENRL Injection site pain/
Injection Site Pain

1 02SEP2020 1/4 1 Yes NA R 
(05SEP2020)

N/N

>55/
C459100
1 1170 
11701172

3^ GENRL Chills/
Chills

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

Injection site pain/
Injection Site Pain

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

MUSC Myalgia/
General Muscle Pain

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 23SEP2020 1/1 1 Yes NA R 
(23SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Generalized Muscle Pain

2 23SEP2020 1/1 1 Yes NA R 
(23SEP2020)

N/N

GENRL Cyst/
Cyst on Left Pinky

2 09OCT2020 17/C 1 No O NA N N/N

>55/
C459100
1 1170 
11701177

3^ GENRL Fatigue/
Fatigue

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

NERV Headache/
Headache

1 02SEP2020 1/2 1 Yes NA/TC R 
(03SEP2020)

N/N

>55/
C459100
1 1170 
11701186

3^ GENRL Injection site pain/
Injection Site Pain

1 02SEP2020 1/3 1 Yes NA R 
(04SEP2020)

N/N

GENRL Chills/
Chills

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

Injection site pain/
Pain at injection site

2 24SEP2020 2/3 1 Yes NA R 
(26SEP2020)

N/N

Malaise/
Malaise

2 24SEP2020 2/1 1 Yes NA/TC R 
(24SEP2020)

N/N

Pyrexia/
Fever

2 24SEP2020 2/1 1 Yes NA/TC R 
(24SEP2020)

N/N

MUSC Arthralgia/
Joint Pain

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

Myalgia/
Myalgias

2 24SEP2020 2/1 1 Yes NA/TC R 
(24SEP2020)

N/N

NERV Headache/
Headache

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1170 
11701188

3^ GENRL Injection site pain/
Injection Site Pain

1 02SEP2020 1/3 1 Yes NA R 
(04SEP2020)

N/N

>55/
C459100
1 1170 
11701194

3^ GENRL Fatigue/
Fatigue

1 03SEP2020 1/2 1 Yes NA R 
(04SEP2020)

N/N

MUSC Arthralgia/
Generalized Joint Pain

1 04SEP2020 2/3 1 Yes NA/TC R 
(06SEP2020)

N/N

Myalgia/
General Muscle Pain

1 04SEP2020 2/3 1 Yes NA/TC R 
(06SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 24SEP2020 1/3 1 Yes NA R 
(26SEP2020)

N/N

>55/
C459100
1 1170 
11701197

3^ GASTR Nausea/
Queeziness

1 03SEP2020 1/7 1 Yes NA R 
(09SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

1 03SEP2020 1/2 1 Yes NA R 
(04SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 05SEP2020 3/5 1 Yes NA R 
(09SEP2020)

N/N

>55/
C459100
1 1170 
11701198

3^ GENRL Injection site pain/
Injection Site Pain

1 03SEP2020 1/7 2 Yes NA R 
(09SEP2020)

N/N

Injection site swelling/
Injection Site Swelling

1 03SEP2020 1/7 2 Yes NA R 
(09SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GASTR Nausea/
Queeziness

1 06SEP2020 4/3 1 Yes NA R 
(08SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 06SEP2020 4/3 1 Yes NA R 
(08SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 24SEP2020 1/3 1 Yes NA R 
(26SEP2020)

N/N

Injection site erythema/
Injection Site Redness

2 24SEP2020 1/3 1 Yes NA R 
(26SEP2020)

N/N

Injection site pain/
Injection Site Pain

2 24SEP2020 1/17 1 Yes NA R 
(10OCT2020)

N/N

Injection site swelling/
Injection Site Swelling

2 24SEP2020 1/5 1 Yes NA R 
(28SEP2020)

N/N

>55/
C459100
1 1170 
11701200

3^ GENRL Injection site pain/
Injection Site Pain

1 03SEP2020 1/2 1 Yes NA R 
(04SEP2020)

N/N

NERV Headache/
Headache

1 06SEP2020 4/1 1 Yes NA R 
(06SEP2020)

N/N

NERV Headache/
Headache

2 24SEP2020 1/15 1 Yes NA R 
(08OCT2020)

N/N

>55/
C459100
1 1170 
11701202

3^ GENRL Injection site pain/
Injection Site Pain

1 03SEP2020 1/1 1 Yes NA R 
(03SEP2020)

N/N

>55/
C459100
1 1170 
11701217

3^ INJ&P Limb injury/
Wound of left lower leg

1 12SEP2020 5/19 3 No O NA/TC R 
(30SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

BLOOD Neutropenia/
Neutropenia

2 01OCT2020 3/C 3 No O NA/TC/TCN RG Y/N

Thrombocytopenia/
Thrombocytopenia

2 01OCT2020 3/C 2 No O NA RG Y/N

INFEC Cellulitis/
Cellulitis of left lower leg

2 01OCT2020 3/C 3 No O NA/TC/TCN RG Y/N

>55/
C459100
1 1170 
11701218

3^ GENRL Injection site pain/
Injection Site Pain

1 08SEP2020 1/1 1 Yes NA R 
(08SEP2020)

N/N

>55/
C459100
1 1170 
11701219

3^ GENRL Injection site pain/
Injection Site Pain

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

>55/
C459100
1 1170 
11701238

3^ GENRL Injection site pain/
Pain at injection site

1 10SEP2020 2/2 1 Yes NA R
(11SEP2020)

N/N

Pyrexia/
Fever

1 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

GENRL Injection site pain/
Pain at Injection Site

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

>55/
C459100
1 1170 
11701240

3^ GENRL Chills/
Chills

1 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

NERV Headache/
Headache

1 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
Chills

2 30SEP2020 1/3 1 Yes NA R 
(02OCT2020)

N/N

Injection site pain/
Pain at Injection Site

2 30SEP2020 1/3 1 Yes NA R
(02OCT2020)

N/N

NERV Headache/
Headache

2 30SEP2020 1/3 1 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1170 
11701242

3^ GENRL Injection site pain/
Injection Site Pain

1 10SEP2020 2/3 1 Yes NA R 
(12SEP2020)

N/N

NERV Headache/
Headache

1 22SEP2020 14/4 1 Yes NA/TC R 
(25SEP2020)

N/N

GENRL Injection site erythema/
Injection Site Redness

2 28SEP2020 1/3 1 Yes NA R 
(30SEP2020)

N/N

Injection site pain/
Injection Site Soreness

2 28SEP2020 1/3 2 Yes NA/TC R 
(30SEP2020)

N/N

Injection site pain/
Pain at Injection Site

2 28SEP2020 1/3 1 Yes NA R 
(30SEP2020)

N/N

Injection site swelling/
Injection Site Swelling

2 28SEP2020 1/3 1 Yes NA R 
(30SEP2020)

N/N

GENRL Malaise/
Malaise

2 29SEP2020 2/2 2 Yes NA/TC R 
(30SEP2020)

N/N

Pyrexia/
Fever

2 29SEP2020 2/2 2 Yes NA/TC R 
(30SEP2020)

N/N

NERV Headache/
Headache

2 29SEP2020 2/2 2 Yes NA/TC R 
(30SEP2020)

N/N

>55/
C459100

3^ GENRL Chills/
Chills

2 30SEP2020 1/2 2 Yes NA R 
(01OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1170 
11701246

Injection site pain/
Injection Site Tenderness

2 30SEP2020 1/2 2 Yes NA/TC R 
(01OCT2020)

N/N

NERV Headache/
Headache

2 30SEP2020 1/2 1 Yes NA/TC R 
(01OCT2020)

N/N

>55/
C459100
1 1170 
11701254

3^ GENRL Injection site pain/
Injection Site Pain

1 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

GENRL Chills/
Chills

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

Fatigue/
Fatigue

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

Injection site pain/
Injection Site Pain

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

MUSC Arthralgia/
Joint Pain

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

Myalgia/
Muscle Pain

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

NERV Headache/
Headache

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1170 
11701266

3^ GENRL Fatigue/
Fatigue

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

GENRL Injection site erythema/
Injection Site Redness

1 11SEP2020 2/2 1 Yes NA R 
(12SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Pain at injection site

1 11SEP2020 2/3 1 Yes NA R 
(13SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 30SEP2020 1/1 1 Yes NA R 
(30SEP2020)

N/N

MUSC Arthralgia/
Joint Pain

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

EAR Vertigo/
Vertigo

2 14OCT2020 15/15 1 No O NA R 
(28OCT2020)

N/N

>55/
C459100
1 1170 
11701267

3^ GENRL Fatigue/
Fatigue

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1170 
11701270

3^ MUSC Arthralgia/
Joint Ache

1 12SEP2020 3/3 1 Yes NA/TC R 
(14SEP2020)

N/N

Myalgia/
Myalgias

1 12SEP2020 3/3 1 Yes NA/TC R 
(14SEP2020)

N/N

>55/
C459100
1 1170 
11701272

3^ GENRL Injection site pain/
Injection Site Pain

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

>55/
C459100
1 1170 
11701275

3^ GENRL Injection site pain/
Injection Site Pain

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

>55/
C459100

3^ GENRL Injection site pain/
Injection Site Pain

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1170 
11701277

>55/
C459100
1 1170 
11701278

3^ GENRL Injection site pain/
Injection Site Pain

2 01OCT2020 1/5 1 Yes NA/TC R 
(05OCT2020)

N/N

GENRL Chills/
Chills

2 02OCT2020 2/2 1 Yes NA/TC R 
(03OCT2020)

N/N

Fatigue/
Fatigue

2 02OCT2020 2/2 1 Yes NA/TC R 
(03OCT2020)

N/N

Malaise/
Malaise

2 02OCT2020 2/2 1 Yes NA/TC R 
(03OCT2020)

N/N

Pyrexia/
Fever

2 02OCT2020 2/2 1 Yes NA/TC R 
(03OCT2020)

N/N

>55/
C459100
1 1170 
11701294

3^ NERV Headache/
Headache

1 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 02OCT2020 1/3 1 Yes NA R 
(04OCT2020)

N/N

Pyrexia/
Fever

2 02OCT2020 1/3 1 Yes NA R 
(04OCT2020)

N/N

NERV Headache/
Headache

2 02OCT2020 1/C 1 Yes NA N N/N

>55/
C459100
1 1170 
11701295

3^ GENRL Injection site pain/
Injection Site Pain

1 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
Fatigue

2 02OCT2020 1/4 1 Yes NA R 
(05OCT2020)

N/N

MUSC Myalgia/
Muscle Aches

2 02OCT2020 1/C 1 Yes NA RG N/N

GENRL Chills/
Chills

2 03OCT2020 2/2 1 Yes NA R 
(04OCT2020)

N/N

Pyrexia/
Fever

2 03OCT2020 2/1 1 Yes NA R 
(03OCT2020)

N/N

>55/
C459100
1 1170 
11701309

3^ GENRL Injection site pain/
Injection Site Pain

1 12SEP2020 2/3 1 Yes NA R 
(14SEP2020)

N/N

NERV Headache/
Intermittent Headache

1 14SEP2020 4/8 1 Yes NA R 
(21SEP2020)

N/N

GENRL Injection site pain/
Injection Site Pain

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

>55/
C459100
1 1170 
11701327

3^ GENRL Injection site pain/
Injection Site Pain

1 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1170 
11701329

3^ GENRL Injection site erythema/
Injection Site Redness

1 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

Injection site pain/
Pain at Injection Site

1 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

Injection site swelling/
Injection Site Swelling

1 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Generalized Muscle Pain

1 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

>55/
C459100
1 1170 
11701330

3^† INFEC Conjunctivitis/
Conjunctivitis

1 06OCT2020 21/C 1 No O NA/TC N N/N

>55/
C459100
1 1170 
11701333

3^ GENRL Injection site pain/
Injection Site Pain

1 16SEP2020 1/5 1 Yes NA R 
(20SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 19SEP2020 4/2 1 Yes NA R 
(20SEP2020)

N/N

>55/
C459100
1 1170 
11701335

3^ GENRL Injection site pain/
Injection Site Pain

1 17SEP2020 2/4 1 Yes NA R 
(20SEP2020)

N/N

GASTR Diarrhoea/
Diarrhea

1 23SEP2020 8/3 1 Yes NA R 
(25SEP2020)

N/N

>55/
C459100
1 1170 
11701336

3^ GENRL Injection site pain/
Pain at injection Site

1 17SEP2020 2/3 1 Yes NA R 
(19SEP2020)

N/N

>55/
C459100
1 1170 
11701356

3^ GENRL Injection site pain/
Injection Site Pain

1 19SEP2020 2/2 1 Yes NA/TC R 
(20SEP2020)

N/N

>55/
C459100
1 1170 
11701368

3^ GENRL Injection site pain/
Injection Site Pain

1 22SEP2020 1/6 1 Yes NA R 
(27SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
Fatigue

1 24SEP2020 3/6 1 Yes NA R 
(29SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 13OCT2020 2/4 1 Yes NA R 
(16OCT2020)

N/N

>55/
C459100
1 1170 
11701371

3^ GENRL Fatigue/
Fatigue

2 16OCT2020 1/2 1 Yes NA R 
(17OCT2020)

N/N

MUSC Myalgia/
Muscle Pain

2 16OCT2020 1/2 1 Yes NA R 
(17OCT2020)

N/N

NERV Headache/
Headache

2 16OCT2020 1/2 1 Yes NA R 
(17OCT2020)

N/N

>55/
C459100
1 1171 
11711007

3^ GENRL Fatigue/
Fatigue

2 05SEP2020 6/3 2 Yes NA R 
(07SEP2020)

N/N

GASTR Diarrhoea/
Diarrhea

2 06SEP2020 7/2 2 Yes NA R 
(07SEP2020)

N/N

NERV Headache/
Headache

2 06SEP2020 7/2 1 Yes NA R 
(07SEP2020)

N/N

>55/
C459100
1 1171 
11711015

3^ GENRL Chills/
Chills

1 13AUG2020 1/2 1 Yes NA R 
(14AUG2020)

N/N

>55/
C459100
1 1171 
11711040

3^ GENRL Injection site pain/
Injection Site Pain [Left Arm 

Deltoid]

2 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1171 
11711049

3^ INJ&P Fall/
Fall

2 25SEP2020 18/1 2 No O NA R 
(25SEP2020)

N/N

Fibula fracture/
Fibula Fracture [Right]

2 25SEP2020 18/C 2 No O NA/TC N N/N

>55/
C459100
1 1171 
11711064

3^ GENRL Fatigue/
Fatigue

2 09SEP2020 1/1 1 Yes NA R 
(09SEP2020)

N/N

>55/
C459100
1 1171 
11711102

3^ RESP Oropharyngeal pain/
Sore Throat

2 26SEP2020 13/3 2 No O NA/TC R 
(28SEP2020)

N/N

>55/
C459100
1 1171 
11711107

3^ GENRL Injection site pain/
Soreness around injection site

2 14SEP2020 1/3 1 Yes NA R 
(16SEP2020)

N/N

Pain/
Body aches (generalized)

2 14SEP2020 1/3 1 Yes NA R 
(16SEP2020)

N/N

NERV Headache/
Headache

2 14SEP2020 1/3 1 Yes NA R 
(16SEP2020)

N/N

>55/
C459100
1 1171 
11711180

3^ GENRL Pyrexia/
Low grade fever

2 23SEP2020 1/3 1 Yes NA/TC R 
(25SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 23SEP2020 1/3 1 Yes NA/TC R 
(25SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1171 
11711188

3^ GENRL Fatigue/
Fatigue

1 04SEP2020 3/3 1 Yes NA R 
(06SEP2020)

N/N

Injection site pain/
Left Arm pain ( At the injection 

site )

1 04SEP2020 3/3 1 Yes NA R 
(06SEP2020)

N/N

MUSC Myalgia/
Myalgia

1 04SEP2020 3/3 1 Yes NA R 
(06SEP2020)

N/N

>55/
C459100
1 1171 
11711199

3^ RESP Cough/
Worsening of Cough

2 18OCT2020 19/13 2 No O NA R 
(30OCT2020)

N/N

>55/
C459100
1 1171 
11711201

3^ MUSC Pain in extremity/
Arm Pain [Left]

1 08SEP2020 1/3 1 Yes NA R 
(10SEP2020)

N/N

NERV Headache/
Headache

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

METAB Hyperlipidaemia/
Worsening of hyperlipidemia

2 21OCT2020 22/C 1 No O NA/TC N N/N

Type 2 diabetes mellitus/
Worsening of diabetes type II

2 21OCT2020 22/C 1 No O NA/TC N N/N

>55/
C459100
1 1171 
11711208

3^ GENRL Injection site pain/
Injection site soreness

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

>55/
C459100

3^ GENRL Fatigue/
Fatigue

2 29SEP2020 2/2 1 Yes NA R 
(30SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1171 
11711217

>55/
C459100
1 1171 
11711220

3^ GASTR Nausea/
Nausea

2 28SEP2020 1/3 1 Yes NA R 
(30SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 28SEP2020 1/3 1 Yes NA R 
(30SEP2020)

N/N

>55/
C459100
1 1171 
11711227

3^ GASTR Diarrhoea/
Diarrhea

1 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N

GENRL Injection site pain/
Arm pain ( at the injection site )

1 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N

>55/
C459100
1 1171 
11711233

3^ INV Blood glucose fluctuation/
Worsening Blood Sugar 

Fluctuation

2 28SEP2020 1/C 1 No O NA N N/N

>55/
C459100
1 1171 
11711243

3^ MUSC Pain in extremity/
Pain in Arm [Left]

1 11SEP2020 1/3 1 Yes NA R 
(13SEP2020)

N/N

>55/
C459100
1 1171 
11711276

3^ GENRL Injection site pain/
Left Arm Pain (at the inject site )

1 19SEP2020 2/3 1 Yes NA R 
(21SEP2020)

N/N

>55/
C459100

3^ MUSC Myalgia/
Muscle aches, generalized

1 07OCT2020 2/1 1 Yes NA R 
(07OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1171 
11711302

MUSC Myalgia/
Muscle aches, generalized

2 27OCT2020 2/2 2 Yes NA/TC R 
(28OCT2020)

N/N

>55/
C459100
1 1174 
11741022

3^ EAR Tinnitus/
Bilateral Tinnitus

1 13SEP2020 11/C 1 No O NA N N/N

>55/
C459100
1 1174 
11741042

3^ RENAL Hydronephrosis/
Hydronephrosis

1 02OCT2020 17/5 2 No O NA/TC/TCN R 
(06OCT2020)

N/N

Nephrolithiasis/
nephrolithiasis

1 02OCT2020 17/5 3 No O NA/TC/TCN R 
(06OCT2020)

Y/N

>55/
C459100
1 1174 
11741069

3^ SKIN Rash/
Rash left upper arm

1 22SEP2020 1/4 1 No O NA R 
(25SEP2020)

N/N

>55/
C459100
1 1177 
11771006

3^ RESP Oropharyngeal pain/
SORE THROAT, MILD 

INTERMITTENT

1 14AUG2020 3/11 1 No O NA R 
(24AUG2020)

N/N

>55/
C459100
1 1177 
11771012

3^ RESP Pulmonary embolism/
Right Lower Lobe Pulmonary 

Artery Embolus

2 01OCT2020 29/C 2 No O NA/TC N N/N

VASC Aortic aneurysm/
Aortic Aneurysm

2 01OCT2020 29/C 1 No O NA/TC N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1177 
11771055

3^ EAR Tinnitus/
TINNITUS

2 08SEP2020 1/4 1 No O NA R 
(11SEP2020)

N/N

GENRL Injection site pain/
MUSCLE PAIN AT 
INJECTION SITE

2 08SEP2020 1/4 1 Yes NA R 
(11SEP2020)

N/N

>55/
C459100
1 1177 
11771063

3^ NEOPL Malignant melanoma/
MELANOMA

2 29SEP2020 22/C 2 No O NA N N/N

>55/
C459100
1 1177 
11771069

3^ MUSC Myalgia/
MUSCLE PAIN, BOTH ARMS

2 09SEP2020 2/3 1 Yes NA R 
(11SEP2020)

N/N

>55/
C459100
1 1177 
11771089

3^ GENRL Injection site pain/
Injection Site Pain

2 09SEP2020 1/3 2 Yes NA R 
(11SEP2020)

N/N

>55/
C459100
1 1177 
11771115

3^ GENRL Injection site pain/
Injection Site Pain

2 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

GENRL Chills/
Chills

2 12SEP2020 2/1 1 Yes NA R 
(12SEP2020)

N/N

>55/
C459100
1 1177 
11771143

3^ GENRL Pyrexia/
FEVER

2 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1177 
11771178

3^ INJ&P Fall/
MECHANICAL FALL

1 03SEP2020 8/1 3 No O NA R 
(03SEP2020)

N/N

Spinal compression fracture/
LUMBAR COMPRESSION 

FRACTURE, L1

1 03SEP2020 8/C 2 No O NA/TC N N/N

>55/
C459100
1 1177 
11771299

3^ GENRL Pyrexia/
Fever

1 05SEP2020 1/2 2 Yes NA R 
(06SEP2020)

N/N

>55/
C459100
1 1177 
11771353

3^ MUSC Pain in extremity/
Pain, Left toe

1 14SEP2020 1/3 2 No O NA R 
(16SEP2020)

N/N

>55/
C459100
1 1177 
11771370

3^ GENRL Chills/
Chills

2 08OCT2020 2/2 1 Yes NA R 
(09OCT2020)

N/N

>55/
C459100
1 1177 
11771380

3^ GASTR Aphthous ulcer/
Aphthous Ulcers

1 19SEP2020 3/C 2 Yes NA/TC RG N/N

GENRL Fatigue/
Fatigue

2 09OCT2020 2/10 1 Yes NA R 
(18OCT2020)

N/N

>55/
C459100
1 1177 
11771421

3^ GENRL Fatigue/
FATIGUE

2 15OCT2020 2/2 1 Yes NA R 
(16OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
HEADACHE

2 15OCT2020 2/2 1 Yes NA R 
(16OCT2020)

N/N

>55/
C459100
1 1177 
11771431

3^ GENRL Pain/
Generalized Body Aches

2 16OCT2020 2/2 1 Yes NA R 
(17OCT2020)

N/N

>55/
C459100
1 1177 
11771448

3^ GASTR Diarrhoea/
DIARRHEA

1 25SEP2020 1/1 1 Yes NA R 
(25SEP2020)

N/N

GENRL Asthenia/
WEAKNESS

1 25SEP2020 1/1 2 Yes NA R 
(25SEP2020)

N/N

SKIN Cold sweat/
COLD SWEATS

1 25SEP2020 1/1 1 Yes NA R 
(25SEP2020)

N/N

MUSC Myalgia/
MUSCLE PAIN, LEFT ARM

1 27SEP2020 3/3 1 Yes NA R 
(29SEP2020)

N/N

GENRL Pyrexia/
FEVER

1 28SEP2020 4/7 1 Yes NA/TC R 
(04OCT2020)

N/N

NERV Headache/
HEADACHE

1 28SEP2020 4/7 1 Yes NA/TC R 
(04OCT2020)

N/N

GENRL Injection site pain/
Injection Site Pain, Left Arm

2 16OCT2020 1/17 1 Yes NA R 
(01NOV2020)

N/N

>55/
C459100
1 1177 
11771457

3^ GENRL Injection site pain/
Injection Site Pain

1 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N

>55/
C459100

3^ GENRL Fatigue/
Fatigue

1 22AUG2020 2/2 1 Yes NA R 
(23AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1178 
11781002

Injection site pain/
Injection site muscle soreness 

left arm

1 22AUG2020 2/3 1 Yes NA R 
(24AUG2020)

N/N

INV Body temperature increased/
increased temperature

1 22AUG2020 2/2 2 Yes NA R 
(23AUG2020)

N/N

>55/
C459100
1 1178 
11781005

3^ EAR Vertigo/
vertigo-intermittent

1 30AUG2020 7/24 2 Yes NA/TCN R 
(22SEP2020)

N/N

>55/
C459100
1 1178 
11781006

3^ GENRL Injection site pain/
injection site soreness

1 25AUG2020 2/3 1 Yes NA R 
(27AUG2020)

N/N

GENRL Injection site erythema/
redness at injection site, left arm

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

Injection site pain/
soreness at injection site, left arm

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

Malaise/
malaise

2 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

>55/
C459100
1 1178 
11781007

3^ GENRL Fatigue/
Fatigue

2 15SEP2020 2/3 1 Yes NA/TC R 
(17SEP2020)

N/N

MUSC Myalgia/
Generalized myalgia

2 15SEP2020 2/3 1 Yes NA R 
(17SEP2020)

N/N

NERV Headache/
Headache

2 15SEP2020 2/3 1 Yes NA R 
(17SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1178 
11781011

3^ GENRL Fatigue/
intermittent fatigue

1 26AUG2020 3/7 1 Yes NA R 
(01SEP2020)

N/N

RESP Upper-airway cough syndrome/
post-nasal drip (intermittent)

1 27AUG2020 4/5 1 Yes NA R 
(31AUG2020)

N/N

GENRL Fatigue/
Fatigue

2 15SEP2020 2/2 2 Yes NA R 
(16SEP2020)

N/N

>55/
C459100
1 1178 
11781015

3^ GENRL Injection site pain/
injection site tenderness

1 25AUG2020 1/2 1 Yes NA R 
(26AUG2020)

N/N

NERV Transient global amnesia/
transient global amnesia

2 10OCT2020 26/1 3 No O NA R 
(10OCT2020)

Y/N

VASC Aortic dilatation/
Ascending aorta ectasia

2 10OCT2020 26/C 1 No O NA N N/N

CARD Left ventricular dysfunction/
Diastolic dysfunction of the left 

ventricle

2 11OCT2020 27/C 1 No O NA N N/N

>55/
C459100
1 1178 
11781017

3^ NERV Headache/
headache

1 25AUG2020 1/2 1 Yes NA/TC R 
(26AUG2020)

N/N

INFEC Herpes zoster/
shingles outbreak

1 28AUG2020 4/8 1 Yes NA R 
(04SEP2020)

N/N

NERV Headache/
headache

2 16SEP2020 2/1 1 Yes NA/TC R 
(16SEP2020)

N/N

>55/
C459100

3^ GENRL Fatigue/
fatigue

1 26AUG2020 1/2 2 Yes NA R 
(27AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1178 
11781021

Injection site pain/
injection site tenderness

1 26AUG2020 1/2 1 Yes NA R 
(27AUG2020)

N/N

GENRL Injection site pain/
Injection site tenderness

2 15SEP2020 1/3 1 Yes NA R 
(17SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 16SEP2020 2/2 1 Yes NA/TC R 
(17SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 01OCT2020 17/1 1 No O NA R 
(01OCT2020)

N/N

CARD Angina pectoris/
angina pectoris

2 20OCT2020 36/C 1 No O NA N N/N

>55/
C459100
1 1178 
11781024

3^ GENRL Injection site bruising/
bruising at injection site

2 16SEP2020 1/4 1 Yes NA R 
(19SEP2020)

N/N

Injection site pain/
tenderness at injection site

2 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

>55/
C459100
1 1178 
11781025

3^ RENAL Nephrolithiasis/
kidney stones

2 19SEP2020 4/5 3 No O NA/TC R 
(23SEP2020)

Y/N

INFEC Pyelonephritis/
Pyelonephritis

2 03OCT2020 18/28 2 No O NA/TC R 
(30OCT2020)

Y/N

RENAL Nephrolithiasis/
Kidney stone, worsening

2 03OCT2020 18/14 3 No O NA/TC R 
(16OCT2020)

N/N

>55/
C459100

3^ GASTR Toothache/
generalized teeth ache

1 27AUG2020 2/3 1 No O NA R 
(29AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1178 
11781027

GENRL Pain/
generalized body ache

1 27AUG2020 2/2 1 Yes NA R 
(28AUG2020)

N/N

NERV Headache/
headache

1 27AUG2020 2/3 1 Yes NA R 
(29AUG2020)

N/N

GENRL Fatigue/
Fatigue

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

Pain/
Generalized body ache

2 17SEP2020 2/2 1 Yes NA/TC R 
(18SEP2020)

N/N

NERV Headache/
Headache

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

>55/
C459100
1 1178 
11781028

3^ GENRL Injection site pain/
Left deltoid soreness at injection 

site

2 15SEP2020 1/2 1 Yes NA R 
(16SEP2020)

N/N

>55/
C459100
1 1178 
11781032

3^ GENRL Injection site pain/
Tenderness at injection site

2 17SEP2020 2/3 1 Yes NA R 
(19SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 18SEP2020 3/2 1 Yes NA R 
(19SEP2020)

N/N

>55/
C459100
1 1178 
11781033

3^ INJ&P Contusion/
Bruising - bilateral forearms

1 30AUG2020 4/C 1 No O NA N N/N

>55/
C459100

3^ INJ&P Contusion/
bruising, bilateral upper 

extremities

1 03SEP2020 8/22 1 No O NA R 
(24SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1178 
11781035

GENRL Injection site pain/
Injection site tenderness

2 17SEP2020 1/3 1 Yes NA R 
(19SEP2020)

N/N

>55/
C459100
1 1178 
11781039

3^ SKIN Acne/
whiteheads, bilateral ears

1 11SEP2020 15/34 1 No O NA R 
(14OCT2020)

N/N

GENRL Injection site discomfort/
discomfort at injection site

2 16SEP2020 1/1 1 Yes NA R 
(16SEP2020)

N/N

MUSC Arthralgia/
right shoulder pain

2 21OCT2020 36/3 1 No O NA/TC R 
(23OCT2020)

N/N

>55/
C459100
1 1178 
11781047

3^ PSYCH Libido increased/
Increased Libido

1 10SEP2020 11/29 1 No O NA R 
(08OCT2020)

N/N

>55/
C459100
1 1178 
11781048

3^ GASTR Salivary gland calculus/
salivary gland stone

1 20SEP2020 21/C 2 No O NA/TC RG Y/N

>55/
C459100
1 1178 
11781057

3^ GASTR Diarrhoea/
diarrhea

1 31AUG2020 1/1 1 Yes NA R 
(31AUG2020)

N/N

GENRL Injection site pain/
injection site tenderness, left arm

1 31AUG2020 1/3 1 Yes NA R 
(02SEP2020)

N/N

GENRL Chills/
chills

1 01SEP2020 2/1 1 Yes NA R 
(01SEP2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 2106

FDA-CBER-2021-5683-0128132



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
chills

2 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

Fatigue/
fatigue

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

Pain/
generalized body ache

2 22SEP2020 2/1 1 Yes NA/TC R 
(22SEP2020)

N/N

Pyrexia/
Fever

2 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

>55/
C459100
1 1178 
11781059

3^ GENRL Injection site pain/
Injection Site Soreness

2 22SEP2020 1/2 1 Yes NA/TC R 
(23SEP2020)

N/N

GENRL Chills/
Chills

2 23SEP2020 2/1 1 Yes NA R 
(23SEP2020)

N/N

>55/
C459100
1 1178 
11781064

3^ GENRL Injection site pain/
Injection site soreness

1 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/N

Injection site swelling/
Injection site swelling

1 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 22SEP2020 1/3 2 Yes NA R 
(24SEP2020)

N/N

Injection site swelling/
Injection site swelling

2 22SEP2020 1/9 2 Yes NA R 
(30SEP2020)

N/N

GENRL Pyrexia/
Fever

2 23SEP2020 2/1 1 Yes NA R 
(23SEP2020)

N/N

>55/
C459100

3^ GENRL Injection site pain/
pain at injection site

1 02SEP2020 1/4 1 Yes NA R 
(05SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1178 
11781081

GENRL Fatigue/
fatigue

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

NERV Headache/
headache

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

SKIN Night sweats/
night sweats

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

>55/
C459100
1 1178 
11781086

3^ NEOPL Basal cell carcinoma/
Basal cell carcinoma (nose)

2 20OCT2020 28/C 2 No O NA N N/N

>55/
C459100
1 1178 
11781093

3^ GASTR Diarrhoea/
loose stools

1 08SEP2020 6/4 1 Yes NA R 
(11SEP2020)

N/N

>55/
C459100
1 1178 
11781099

3^ GENRL Injection site pain/
Soreness at injection site

1 04SEP2020 1/3 1 Yes NA R 
(06SEP2020)

N/N

GENRL Pain/
generalized body ache

2 24SEP2020 1/2 2 Yes NA/TC R 
(25SEP2020)

N/N

Pyrexia/
fever

2 24SEP2020 1/2 1 Yes NA R 
(25SEP2020)

N/N

>55/
C459100
1 1178 
11781101

3^ MUSC Osteoarthritis/
osteoarthritis

1 14SEP2020 11/C 1 No O NA N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1178 
11781103

3^ MUSC Pain in extremity/
Left arm soreness

1 04SEP2020 1/4 2 Yes NA R 
(07SEP2020)

N/N

SKIN Urticaria/
Urticaria

1 05SEP2020 2/3 2 Yes NA/TC R 
(07SEP2020)

N/N

GENRL Injection site pain/
Injection site soreness

2 24SEP2020 1/3 1 Yes NA R 
(26SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

MUSC Myalgia/
Generalized muscle ache

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

>55/
C459100
1 1178 
11781108

3^ GENRL Injection site pain/
injection site pain, left arm

1 05SEP2020 2/1 2 Yes NA/TC R 
(05SEP2020)

N/N

>55/
C459100
1 1178 
11781109

3^ GENRL Injection site pain/
Pain at injection site

1 08SEP2020 1/3 1 Yes NA R 
(10SEP2020)

N/N

>55/
C459100
1 1178 
11781122

3^ NEOPL Basal cell carcinoma/
Basal Cell Carcinoma (face)

2 15OCT2020 18/C 2 No O NA N N/N

>55/
C459100
1 1178 
11781123

3^ GASTR Abdominal distension/
bloating, abdominal

1 23SEP2020 16/3 1 No O NA R 
(25SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1178 
11781125

3^ GENRL Pyrexia/
fever

2 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N

MUSC Myalgia/
myalgias

2 30SEP2020 2/1 1 Yes NA R 
(30SEP2020)

N/N

>55/
C459100
1 1178 
11781132

3^ INJ&P Wrist fracture/
Fracture left wrist

2 09OCT2020 11/C 2 No O NA/TC/TCN N N/N

>55/
C459100
1 1178 
11781134

3^ GENRL Injection site pain/
pain at injection site

1 09SEP2020 1/3 1 Yes NA R 
(11SEP2020)

N/N

>55/
C459100
1 1178 
11781136

3^ MUSC Myalgia/
Diffuse myalgias

2 29SEP2020 1/2 1 Yes NA/TC R 
(30SEP2020)

N/N

>55/
C459100
1 1178 
11781138

3^ RENAL Nocturia/
nocturia

1 10SEP2020 1/3 1 Yes NA R 
(12SEP2020)

N/N

CARD Coronary artery disease/
vascular disease (coronary artery 

disease)

2 08OCT2020 10/C 3 No O NA/TC N N/N

Myocardial infarction/
Myocardial infarction

2 08OCT2020 10/12 3 No O NA R 
(19OCT2020)

Y/N

>55/
C459100

3^ GENRL Injection site pain/
soreness at injection site

1 10SEP2020 1/6 1 Yes NA R 
(15SEP2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 2110

FDA-CBER-2021-5683-0128136



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1178 
11781140

INJ&P Wrist fracture/
Left wrist fracture

2 15OCT2020 17/C 2 No O NA/TC/TCN N N/N

>55/
C459100
1 1178 
11781143

3^ GENRL Malaise/
malaise

1 11SEP2020 2/1 1 Yes NA/TC R 
(11SEP2020)

N/N

GENRL Injection site pain/
Injection site soreness

2 01OCT2020 2/4 1 Yes NA R 
(04OCT2020)

N/N

Malaise/
Malaise

2 01OCT2020 2/1 1 Yes NA R 
(01OCT2020)

N/N

>55/
C459100
1 1178 
11781146

3^ GENRL Injection site pain/
injection site pain

1 10SEP2020 1/5 2 Yes NA R 
(14SEP2020)

N/N

GENRL Fatigue/
fatigue

1 11SEP2020 2/3 2 Yes NA R 
(13SEP2020)

N/N

Pyrexia/
fever

1 11SEP2020 2/1 1 Yes NA R 
(11SEP2020)

N/N

MUSC Myalgia/
generalized muscle ache

1 11SEP2020 2/3 1 Yes NA/TC R 
(13SEP2020)

N/N

NERV Headache/
headache

1 11SEP2020 2/3 1 Yes NA R 
(13SEP2020)

N/N

GENRL Chills/
chills

2 01OCT2020 1/3 1 Yes NA R 
(03OCT2020)

N/N

Pyrexia/
fever

2 01OCT2020 1/3 1 Yes NA/TC R 
(03OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
generalized muscle ache

2 01OCT2020 1/3 1 Yes NA R 
(03OCT2020)

N/N

NERV Headache/
headache

2 01OCT2020 1/3 1 Yes NA R 
(03OCT2020)

N/N

>55/
C459100
1 1178 
11781147

3^ RESP Sneezing/
sneezing

1 11SEP2020 2/1 1 Yes NA R 
(11SEP2020)

N/N

VASC Hypertension/
exacerbation of hypertension

1 28SEP2020 19/C 1 No O NA/TC N N/N

>55/
C459100
1 1178 
11781148

3^ GENRL Injection site pain/
injection site pain

1 11SEP2020 2/2 2 Yes NA R 
(12SEP2020)

N/N

GENRL Injection site pain/
Tenderness at injection site

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

NERV Headache/
Headache

2 03OCT2020 2/1 2 Yes NA R 
(03OCT2020)

N/N

>55/
C459100
1 1178 
11781151

3^ GENRL Injection site pain/
injection site tnederness

1 11SEP2020 1/2 1 Yes NA/TC R 
(12SEP2020)

N/N

>55/
C459100
1 1178 
11781157

3^ GENRL Injection site pain/
Pain at injection site

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

>55/
C459100

3^ GENRL Pyrexia/
Fever

1 12SEP2020 2/1 1 Yes NA R 
(12SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1178 
11781158

GENRL Chills/
Chills

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

Injection site pain/
Pain at injection site

2 01OCT2020 2/5 1 Yes NA R 
(05OCT2020)

N/N

>55/
C459100
1 1178 
11781160

3^ GENRL Injection site pain/
tenderness at injection site

1 18SEP2020 8/5 1 Yes NA R 
(22SEP2020)

N/N

>55/
C459100
1 1178 
11781164

3^ BLOOD Lymphadenopathy/
lymphadenopathy, rught axilla

2 14OCT2020 10/8 1 Yes NA R 
(21OCT2020)

N/N

>55/
C459100
1 1178 
11781166

3^ MUSC Arthralgia/
Left hip pain

2 20OCT2020 16/C 1 No O NA/TC RG N/N

INJ&P Skin laceration/
Laceration, Left lower leg

2 29OCT2020 25/C 2 No O NA/TC RG N/N

>55/
C459100
1 1178 
11781167

3^ HEPAT Cholecystitis/
cholecystitis

2 09OCT2020 5/4 3 No O NA/TC/TCN R 
(12OCT2020)

Y/N

Cholelithiasis/
cholelithiasis (gallstones)

2 09OCT2020 5/3 3 No O NA/TC/TCN R 
(11OCT2020)

N/N

>55/
C459100

3^ GENRL Injection site pain/
Tenderness at injection site

1 15SEP2020 1/3 1 Yes NA R 
(17SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1178 
11781173

GENRL Chills/
chills

1 06OCT2020 22/2 1 Yes NA R 
(07OCT2020)

N/N

Injection site pain/
Tenderness at injection site

2 06OCT2020 1/3 1 Yes NA R 
(08OCT2020)

N/N

GASTR Abdominal pain/
intermittent Right abdominal 

pain

2 17OCT2020 12/C 1 No O NA N N/N

>55/
C459100
1 1178 
11781176

3^ RENAL Urine odour abnormal/
urine odor

1 19SEP2020 5/C 1 No O NA N N/N

>55/
C459100
1 1178 
11781178

3^ GENRL Injection site pain/
Tenderness at injection site

1 15SEP2020 1/3 1 Yes NA R 
(17SEP2020)

N/N

GENRL Malaise/
generalized malaise

2 06OCT2020 1/2 1 Yes NA R 
(07OCT2020)

N/N

Pyrexia/
Fever

2 06OCT2020 1/2 1 Yes NA/TC R 
(07OCT2020)

N/N

>55/
C459100
1 1178 
11781184

3^ GENRL Injection site pain/
Pain at injection site

1 16SEP2020 1/2 1 Yes NA/TC R 
(17SEP2020)

N/N

Pain/
Body aches

1 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100

3^ GENRL Injection site pain/
Soreness of injection site

1 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1178 
11781195

GENRL Injection site pain/
Tenderness at injection site

2 05OCT2020 1/2 1 Yes NA R 
(06OCT2020)

N/N

>55/
C459100
1 1178 
11781196

3^ GENRL Fatigue/
Fatigue

1 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

Injection site pain/
Soreness at injection site - Left 

arm

1 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

GENRL Fatigue/
fatigue

2 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N

Injection site pain/
soreness at injection site, left arm

2 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N

MUSC Myalgia/
myalgia

2 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N

>55/
C459100
1 1178 
11781199

3^ GENRL Fatigue/
Fatigue

2 07OCT2020 1/8 1 Yes NA R 
(14OCT2020)

N/N

NERV Headache/
Headache

2 07OCT2020 1/1 1 Yes NA R 
(07OCT2020)

N/N

>55/
C459100
1 1178 
11781205

3^ GENRL Injection site pain/
injection site tenderness

1 17SEP2020 1/3 1 Yes NA/TC R 
(19SEP2020)

N/N

SKIN Rash/
generalized upper body rash

2 10OCT2020 2/3 1 Yes NA R 
(12OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1178 
11781212

3^ GENRL Injection site pain/
tenderness at injection site

1 18SEP2020 1/6 1 Yes NA R 
(23SEP2020)

N/N

Injection site swelling/
swelling, injection site

1 18SEP2020 1/6 1 Yes NA R 
(23SEP2020)

N/N

MUSC Intervertebral disc degeneration/
exacerbation of degenerative disc 

disease

2 28OCT2020 20/C 2 No O NA/TC N N/N

>55/
C459100
1 1178 
11781225

3^ GENRL Injection site pain/
left deltoid soreness at site of 

injection

1 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

GENRL Injection site pain/
pain at injection site

2 14OCT2020 2/2 1 Yes NA/TC R 
(15OCT2020)

N/N

>55/
C459100
1 1178 
11781229

3^ GENRL Injection site pain/
injection site soreness

1 23SEP2020 2/1 1 Yes NA R 
(23SEP2020)

N/N

>55/
C459100
1 1178 
11781235

3^ GENRL Injection site pain/
Pain at injection site.

1 22SEP2020 1/2 1 Yes NA/TC R 
(23SEP2020)

N/N

>55/
C459100
1 1178 
11781241

3^ REPRO Prostatomegaly/
Exacerbation of enlarged 

prostate

1 05OCT2020 13/C 2 No O NA N N/N

GENRL Injection site pain/
Injection site tenderness.

2 13OCT2020 1/3 1 Yes NA R 
(15OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1178 
11781242

3^ VASC Hypertension/
hypertension

1 09OCT2020 17/C 1 No O NA/TC N N/N

>55/
C459100
1 1178 
11781252

3^ GENRL Injection site pain/
tenderness at injection site

1 24SEP2020 1/3 1 Yes NA R 
(26SEP2020)

N/N

>55/
C459100
1 1178 
11781255

3^ GENRL Nodule/
Nodule/lump left arm below 

injection site.

1 12OCT2020 18/5 1 Yes NA R 
(16OCT2020)

N/N

>55/
C459100
1 1178 
11781256

3^ MUSC Muscular weakness/
Decreased strength in both arms.

1 01OCT2020 7/15 1 No O NA R 
(15OCT2020)

N/N

>55/
C459100
1 1178 
11781259

3^ GASTR Nausea/
nausea

2 14OCT2020 1/2 1 Yes NA R 
(15OCT2020)

N/N

GENRL Chills/
chills

2 14OCT2020 1/2 1 Yes NA R 
(15OCT2020)

N/N

>55/
C459100
1 1178 
11781261

3^ GENRL Injection site pain/
Left deltoid soreness at site of 

injection.

1 26SEP2020 2/2 1 Yes NA/TC R 
(27SEP2020)

N/N

GENRL Injection site pain/
soreness at injection site

2 17OCT2020 2/3 1 Yes NA/TC R 
(19OCT2020)

N/N

>55/
C459100

3^ GASTR Diarrhoea/
Diarrhea

1 02OCT2020 2/2 2 Yes NA R 
(03OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1178 
11781274

GENRL Chills/
Chills

1 02OCT2020 2/1 1 Yes NA R 
(02OCT2020)

N/N

Fatigue/
Fatigue

1 02OCT2020 2/2 2 Yes NA R 
(03OCT2020)

N/N

REPRO Pelvic pain/
pelvic pain

1 02OCT2020 2/2 1 Yes NA/TC R 
(03OCT2020)

N/N

MUSC Arthralgia/
joint pain

2 23OCT2020 1/2 1 Yes NA R 
(24OCT2020)

N/N

NERV Headache/
headache

2 23OCT2020 1/2 1 Yes NA/TC R 
(24OCT2020)

N/N

GENRL Chills/
chills

2 24OCT2020 2/1 1 Yes NA/TC R 
(24OCT2020)

N/N

>55/
C459100
1 1178 
11781278

3^ GENRL Injection site pain/
pain beyond injection site

1 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

>55/
C459100
1 1178 
11781293

3^ GENRL Injection site pain/
injection site soreness

1 07OCT2020 1/2 1 Yes NA R 
(08OCT2020)

N/N

>55/
C459100
1 1178 
11781294

3^ MUSC Myalgia/
Myalgias intermittent

1 09OCT2020 2/14 1 Yes NA/TC R 
(22OCT2020)

N/N

>55/
C459100

3^ INV Body temperature increased/
Elevated temperature of 99.6 

Fahrenheit.

1 10SEP2020 3/2 1 No O NA/TC R 
(11SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1179 
11791062

SKIN Rash/
Rash on bilateral hands and left 

lower extremity.

1 10SEP2020 3/2 1 No O NA/TC RS 
(11SEP2020)

N/N

>55/
C459100
1 1204 
12041003

3^ GENRL Pyrexia/
mild fever

2 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

>55/
C459100
1 1204 
12041007

3^ GENRL Pyrexia/
fever, 101.1F

2 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

MUSC Myalgia/
generalized muscle aches

2 16SEP2020 2/3 2 Yes NA R 
(18SEP2020)

N/N

>55/
C459100
1 1204 
12041014

3^ GENRL Fatigue/
Mild Fatigue

1 29AUG2020 2/1 1 Yes NA R 
(29AUG2020)

N/N

>55/
C459100
1 1204 
12041032

3^ GENRL Feeling hot/
feeling warm post vaccine #2 

administration

2 24SEP2020 1/3 1 Yes NA/TC R 
(26SEP2020)

N/N

MUSC Pain in extremity/
left arm pain

2 24SEP2020 1/3 1 Yes NA R 
(26SEP2020)

N/N

>55/
C459100
1 1204 
12041035

3^ NERV Headache/
Headache

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1204 
12041037

3^ MUSC Pain in extremity/
arm tenderness moderate, no 

fevers

1 04SEP2020 1/3 1 Yes NA R 
(06SEP2020)

N/N

>55/
C459100
1 1204 
12041042

3^ GENRL Injection site pain/
Pain at injection site

1 04SEP2020 1/4 2 Yes NA/TC R 
(07SEP2020)

N/N

NERV Dizziness/
Dizziness

2 25SEP2020 1/1 1 Yes NA R 
(25SEP2020)

N/Y

GENRL Fatigue/
fatigue

2 26SEP2020 2/1 1 Yes NA R 
(26SEP2020)

N/N

MUSC Pain in extremity/
right arm pain

2 26SEP2020 2/4 1 Yes NA/TC R 
(29SEP2020)

N/N

>55/
C459100
1 1204 
12041054

3^ GENRL Chills/
Chills

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

Pyrexia/
Low grade fever, 101

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

>55/
C459100
1 1204 
12041068

3^ MUSC Pain in extremity/
sore arm

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

METAB Decreased appetite/
loss of appetite

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

>55/
C459100

3^ MUSC Pain in extremity/
left arm pain

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1204 
12041069

>55/
C459100
1 1204 
12041104

3^ NERV Headache/
Headache

1 15SEP2020 1/2 2 Yes NA R 
(16SEP2020)

N/N

GENRL Vaccination site pain/
left arm pain (vac#2 injection 

site)

2 06OCT2020 1/4 1 Yes NA R 
(09OCT2020)

N/N

NERV Headache/
headache

2 07OCT2020 2/4 1 Yes NA/TC R 
(10OCT2020)

N/N

>55/
C459100
1 1204 
12041106

3^ GENRL Vaccination site pain/
left arm soreness (vac #2

injection site)

2 06OCT2020 1/3 1 Yes NA R 
(08OCT2020)

N/N

GENRL Pyrexia/
low grade fever, 100.0

2 07OCT2020 2/2 1 Yes NA R 
(08OCT2020)

N/N

>55/
C459100
1 1204 
12041115

3^ GASTR Nausea/
Nausea

1 17SEP2020 1/1 1 Yes NA R 
(17SEP2020)

N/N

GENRL Injection site pain/
Mild soreness at injection site

1 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

>55/
C459100
1 1204 
12041126

3^ GASTR Diarrhoea/
non-bloody diarrhea

1 20SEP2020 3/5 1 Yes NA R 
(24SEP2020)

N/N

GENRL Fatigue/
fatigue

1 23SEP2020 6/3 1 Yes NA R 
(25SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1204 
12041162

3^† GENRL Injection site pain/
left arm pain (injection site)

1 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

Pyrexia/
Low grade fever 100.6 F

1 25SEP2020 2/2 1 Yes NA/TC R 
(26SEP2020)

N/N

>55/
C459100
1 1204 
12041166

3^ MUSC Myalgia/
Generalized muscle aches

1 26SEP2020 2/4 1 Yes NA R 
(29SEP2020)

N/N

NERV Headache/
Headache

1 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

>55/
C459100
1 1204 
12041169

3^ GENRL Injection site pain/
Muscle tenderness at injection 

site

1 25SEP2020 1/4 1 Yes NA R 
(28SEP2020)

N/N

NERV Headache/
Headache

1 26SEP2020 2/1 1 Yes NA R 
(26SEP2020)

N/N

>55/
C459100
1 1204 
12041212

3^ GENRL Chills/
Chills

2 31OCT2020 2/3 1 Yes NA R 
(02NOV2020)

N/N

Pyrexia/
Low grade fever, 101.0

2 31OCT2020 2/3 1 Yes NA R 
(02NOV2020)

N/N

>55/
C459100
1 1219 
12191005

3^ SKIN Dermatitis contact/
itchy maculopapular rash, 

anterior neck - suspected contact 
dermatitis

1 05OCT2020 4/21 1 No O NA R 
(25OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1219 
12191010

3^ GENRL Fatigue/
fatigue

2 29OCT2020 3/1 1 Yes NA R 
(29OCT2020)

N/N

NERV Headache/
headache

2 29OCT2020 3/1 1 Yes NA/TC R 
(29OCT2020)

N/N

>55/
C459100
1 1219 
12191011

3^ GENRL Injection site pain/
injection site soreness only with 

movement of left arm

1 06OCT2020 1/C 1 Yes NA N N/Y

>55/
C459100
1 1223 
12231009

3^ SKIN Rash erythematous/
Left shoulder erythematous rash

2 20SEP2020 4/2 1 Yes NA R 
(21SEP2020)

N/N

>55/
C459100
1 1223 
12231011

3^ GENRL Injection site pain/
Injection Site Soreness

2 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

GENRL Chills/
Chills

2 18SEP2020 2/2 2 Yes NA R 
(19SEP2020)

N/N

Pyrexia/
Fever

2 18SEP2020 2/1 2 Yes NA R 
(18SEP2020)

N/N

INV Blood glucose increased/
Glucose Spike (350)

2 18SEP2020 2/5 3 Yes NA R 
(22SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 18SEP2020 2/2 2 Yes NA R 
(19SEP2020)

N/N

NERV Headache/
Headache

2 18SEP2020 2/2 2 Yes NA R 
(19SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1223 
12231020

3^ MUSC Pain in extremity/
Right arm soreness

2 18SEP2020 1/2 1 Yes NA/TC R 
(19SEP2020)

N/N

>55/
C459100
1 1223 
12231029

3^ GENRL Injection site pain/
soreness at injection site

1 29AUG2020 1/2 1 Yes NA R 
(30AUG2020)

N/N

>55/
C459100
1 1223 
12231037

3^ SURG Carpal tunnel decompression/
left ulner carpel tunnel surgery

2 29SEP2020 9/1 1 No O NA/TCN R 
(29SEP2020)

N/N

>55/
C459100
1 1223 
12231040

3^ MUSC Limb discomfort/
arm discomfort

2 22SEP2020 2/4 1 Yes NA/TC R 
(25SEP2020)

N/N

Neck pain/
neck pain

2 22SEP2020 2/12 2 Yes NA/TC R 
(03OCT2020)

N/N

MUSC Arthralgia/
joint pain

2 23SEP2020 3/4 1 Yes NA/TC R 
(26SEP2020)

N/N

>55/
C459100
1 1223 
12231049

3^ MUSC Arthralgia/
joint pain

2 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

NERV Dizziness/
lightheaded

2 22SEP2020 2/1 2 Yes NA R 
(22SEP2020)

N/N

Headache/
headache

2 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1223 
12231065

3^ MUSC Myalgia/
Myalgia

2 21SEP2020 1/2 2 Yes NA/TC R 
(22SEP2020)

N/N

Pain in extremity/
Left arm pain

2 21SEP2020 1/2 1 Yes NA/TC R 
(22SEP2020)

N/N

>55/
C459100
1 1223 
12231091

3^ GENRL Pyrexia/
fever

2 21SEP2020 1/2 2 Yes NA/TC R 
(22SEP2020)

N/N

MUSC Pain in extremity/
sore left arm

2 21SEP2020 1/3 2 Yes NA/TC R 
(23SEP2020)

N/N

>55/
C459100
1 1223 
12231097

3^ GASTR Constipation/
intermittent constipation

2 28OCT2020 34/2 1 No O NA/TC R 
(29OCT2020)

N/N

GENRL Asthenia/
Generalized Weakness

2 12NOV2020 49/C 3 No O NA/TC N Y/N

>55/
C459100
1 1223 
12231123

3^ GENRL Injection site pain/
injection site soreness

2 29SEP2020 1/4 1 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1223 
12231136

3^ GENRL Asthenia/
generalized weakness

2 01OCT2020 1/2 2 Yes NA R 
(02OCT2020)

N/N

Chills/
chills

2 01OCT2020 1/2 2 Yes NA R 
(02OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
muscle aches

2 01OCT2020 1/2 2 Yes NA R 
(02OCT2020)

N/N

NERV Headache/
headaches

2 01OCT2020 1/2 2 Yes NA/TC R 
(02OCT2020)

N/N

INFEC Oral herpes/
herpes lower lip lesion

2 28OCT2020 28/C 1 No O NA/TC N N/N

>55/
C459100
1 1223 
12231140

3^ GASTR Diarrhoea/
diarrhea

2 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1223 
12231142

3^ MUSC Pain in extremity/
left arm soreness

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

>55/
C459100
1 1223 
12231156

3^ MUSC Pain in extremity/
left sore arm

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1223 
12231159

3^ GASTR Pancreatic mass/
Mass at Pancreatic Head

2 05NOV2020 36/C 3 No O NA/TC/TCN N Y/N

>55/
C459100
1 1223 
12231182

3^ INFEC Diverticulitis/
progression of diverticulitis

1 29SEP2020 14/C 3 No O NA/TC RG Y/N

INFEC Abscess intestinal/
Pericolonic Abscess

2 13OCT2020 5/C 4 No O NA/TC/TCN N Y/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1223 
12231193

3^ GENRL Pyrexia/
fever

2 13OCT2020 2/1 1 Yes NA/TC R 
(13OCT2020)

N/N

>55/
C459100
1 1223 
12231227

3^ MUSC Arthralgia/
left sided shoulder pain

1 07OCT2020 1/2 2 Yes NA R 
(08OCT2020)

N/N

>55/
C459100
1 1224 
12241004

3^ GASTR Diarrhoea/
Diarrhea

2 25SEP2020 26/1 1 No O NA R 
(25SEP2020)

N/N

>55/
C459100
1 1224 
12241012

3^ INJ&P Ankle fracture/
Lateral Malleolus Fracture - left 

ankle

1 19AUG2020 7/C 2 No O P/TC/TCN/W N N/N

Fall/
FALL

1 19AUG2020 7/1 2 No O NA/W RS 
(19AUG2020)

N/N

MUSC Muscular weakness/
Diffuse weakness in extremities 

(Bilateral legs and Left arm)

1 19AUG2020 7/7 2 No O NA/W RS 
(25AUG2020)

N/N

NERV Transient ischaemic attack/
Suspected TIA

1 19AUG2020 7/1 2 No O NA/W RS 
(19AUG2020)

N/N

>55/
C459100
1 1224 
12241030

3^ VASC Hypertension/
Worsening of Hypertension

1 02SEP2020 17/C 1 No O NA/TC N N/N

GENRL Chills/
Chills

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pain/
Body aches

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

Pyrexia/
Fever (99.5)

2 10SEP2020 2/2 1 Yes NA R 
(11SEP2020)

N/N

METAB Decreased appetite/
Loss of Appetite

2 10SEP2020 2/11 1 Yes NA R 
(20SEP2020)

N/N

>55/
C459100
1 1224 
12241033

3^ MUSC Arthralgia/
Hip Pain - Right

2 14SEP2020 6/11 1 No O NA R 
(24SEP2020)

N/N

>55/
C459100
1 1224 
12241036

3^ GENRL Drug withdrawal syndrome/
Diarrhea - Oxycontin 

Withdrawal

1 04SEP2020 18/7 1 No O NA R 
(10SEP2020)

N/N

Drug withdrawal syndrome/
Nausea - Oxycontin Withdrawal

1 04SEP2020 18/7 1 No O NA R 
(10SEP2020)

N/N

>55/
C459100
1 1224 
12241039

3^ MUSC Myalgia/
Soreness - Left Deltoid

2 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

GASTR Nausea/
Nausea

2 09SEP2020 2/1 1 Yes NA R 
(09SEP2020)

N/N

GENRL Chills/
Chills

2 09SEP2020 2/1 1 Yes NA R 
(09SEP2020)

N/N

Pyrexia/
Fever - 99.5

2 09SEP2020 2/1 1 Yes NA R 
(09SEP2020)

N/N

INJ&P Joint dislocation/
Right hip dislocation

2 06OCT2020 29/1 2 No O NA/TC/TCN R 
(06OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Osteoarthritis/
Chronic Degenerative Changes 

in Left Hip

2 06OCT2020 29/C 1 No O NA N N/N

Osteoarthritis/
Chronic Degenerative Changes 

in Pubic Symphyses

2 06OCT2020 29/C 1 No O NA N N/N

Spinal osteoarthritis/
Chronic Degenerative Changes 

in bilateral sacro iliac joints

2 06OCT2020 29/C 1 No O NA N N/N

>55/
C459100
1 1224 
12241042

3^ GENRL Injection site pruritus/
Pruritus around injection site

2 10SEP2020 2/3 1 Yes NA R 
(12SEP2020)

N/N

NERV Headache/
Headache

2 10SEP2020 2/3 1 Yes NA R 
(12SEP2020)

N/N

>55/
C459100
1 1224 
12241045

3^ GASTR Abdominal pain upper/
Stomach Cramps

2 28SEP2020 20/3 1 No O NA R 
(30SEP2020)

N/N

GENRL Pyrexia/
Low Grade Fever

2 29SEP2020 21/2 1 No O NA R 
(30SEP2020)

N/N

>55/
C459100
1 1224 
12241070

3^ MUSC Arthralgia/
Hip Pain - right side

1 27AUG2020 4/C 1 No O NA N N/N

>55/
C459100
1 1224 
12241082

3^ INJ&P Ligament rupture/
Torn Anterior Cruciate Ligament 

- Left

2 28SEP2020 7/2 2 No O NA/TC/TCN R 
(29SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1224 
12241107

3^ INFEC Herpes zoster/
Shingles

2 17OCT2020 27/C 2 No O NA/TC N N/N

>55/
C459100
1 1224 
12241112

3^ NERV Dysgeusia/
Worsening of Copper Taste (in 

mouth)

2 21SEP2020 1/C 1 Yes NA N N/N

CARD Atrial flutter/
Atrial Flutter

2 25SEP2020 5/1 2 No O NA R 
(25SEP2020)

N/N

>55/
C459100
1 1224 
12241122

3^ GENRL Pyrexia/
Low Grade Fever

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

MUSC Myalgia/
Muscle Soreness

2 23SEP2020 2/2 2 Yes NA R 
(24SEP2020)

N/N

NERV Lethargy/
Lethargy

2 23SEP2020 2/2 2 Yes NA R 
(24SEP2020)

N/N

NERV Sinus headache/
Sinus Headache

2 24SEP2020 3/2 2 Yes NA R 
(25SEP2020)

N/N

>55/
C459100
1 1224 
12241125

3^ GENRL Pyrexia/
Fever

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

NERV Lethargy/
Lethargy

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

>55/
C459100

3^ EYE Vision blurred/
Blurry Vision

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1224 
12241154

GENRL Chills/
Cold Chills

2 30SEP2020 2/2 1 Yes NA R 
(01OCT2020)

N/N

Pain/
Body Aches

2 30SEP2020 2/2 2 Yes NA R 
(01OCT2020)

N/N

Pyrexia/
Fever

2 30SEP2020 2/2 3 Yes NA/TC R 
(01OCT2020)

N/N

NERV Lethargy/
Lethargy

2 30SEP2020 2/3 1 Yes NA R 
(02OCT2020)

N/N

VASC Flushing/
Flushed

2 30SEP2020 2/3 1 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1226 
12261028

3^ NERV Dizziness/
dizziness

2 01OCT2020 36/1 2 No O NA/TC R 
(01OCT2020)

N/N

>55/
C459100
1 1226 
12261034

3^ VASC Hypertension/
Worsening of systemic arterial 

hypertension

2 22OCT2020 57/C 3 No O NA/TC RG N/N

>55/
C459100
1 1226 
12261062

3^ NERV Headache/
Headache

1 17AUG2020 8/1 1 Yes NA/TC R 
(17AUG2020)

N/N

MUSC Myalgia/
Muscle pain

2 10SEP2020 11/2 1 No O NA R 
(11SEP2020)

N/N

>55/
C459100

3^ RESP Oropharyngeal discomfort/
Throat discomfort

2 22OCT2020 53/3 1 No O NA/TC R 
(24OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12261077

>55/
C459100
1 1226 
12261145

3^ RESP Rhinorrhoea/
runny nose

2 03OCT2020 30/8 1 No O NA/TC R 
(10OCT2020)

N/N

>55/
C459100
1 1226 
12261169

3^ NERV Headache/
Headache

2 17SEP2020 15/1 1 No O NA/TC R 
(17SEP2020)

N/N

>55/
C459100
1 1226 
12261195

3^ NERV Headache/
Headache

2 05SEP2020 2/1 2 Yes NA/TC R 
(05SEP2020)

N/N

MUSC Muscular weakness/
Lower limbs weakness

2 13OCT2020 40/C 1 No O NA/TC RG N/N

NERV Tremor/
Lower limbs tremor

2 13OCT2020 40/C 1 No O NA/TC RG N/N

>55/
C459100
1 1226 
12261209

3^ GASTR Nausea/
Nausea

2 09SEP2020 2/1 2 Yes NA/TC R 
(09SEP2020)

N/N

MUSC Myalgia/
Muscle pain

2 09SEP2020 2/1 2 Yes NA/TC R 
(09SEP2020)

N/N

NERV Headache/
Headache

2 09SEP2020 2/1 2 Yes NA/TC R 
(09SEP2020)

N/N

>55/
C459100

3^ GASTR Diarrhoea/
Diarrhea

2 14SEP2020 7/2 1 Yes NA R 
(15SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12261222

>55/
C459100
1 1226 
12261281

3^ GENRL Fatigue/
Fatigue

2 10SEP2020 1/2 2 Yes NA R 
(11SEP2020)

N/N

>55/
C459100
1 1226 
12261283

3^ GASTR Abdominal pain upper/
stomachache

1 20AUG2020 2/2 1 Yes NA R 
(21AUG2020)

N/N

GENRL Chills/
chills

2 11SEP2020 2/3 1 Yes NA R 
(13SEP2020)

N/N

Fatigue/
fatigue

2 11SEP2020 2/3 1 Yes NA R 
(13SEP2020)

N/N

GASTR Toothache/
toothache

2 03OCT2020 24/C 1 No O NA/TC RG N/N

>55/
C459100
1 1226 
12261286

3^ GENRL Injection site pain/
Pain at injection site

2 11SEP2020 2/1 1 Yes NA R 
(11SEP2020)

N/N

>55/
C459100
1 1226 
12261316

3^ GENRL Pyrexia/
Fever

1 21AUG2020 2/1 2 Yes NA/TC R 
(21AUG2020)

N/N

NERV Headache/
Headache

1 21AUG2020 2/1 2 Yes NA/TC R 
(21AUG2020)

N/N

GENRL Pyrexia/
Fever (38.8 C)

2 11SEP2020 1/2 1 Yes NA/TC/TCN R 
(12SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

2 11SEP2020 1/2 1 Yes NA/TC R 
(12SEP2020)

N/N

>55/
C459100
1 1226 
12261317

3^ GENRL Injection site pain/
Pain at injection site

1 20AUG2020 1/3 1 Yes NA R 
(22AUG2020)

N/N

>55/
C459100
1 1226 
12261329

3^ GASTR Diarrhoea/
diarrheia

2 12SEP2020 2/3 2 Yes NA R 
(14SEP2020)

N/N

>55/
C459100
1 1226 
12261335

3^ GENRL Chills/
chills

2 10SEP2020 1/4 2 Yes NA R 
(13SEP2020)

N/N

MUSC Myalgia/
muscle pain

2 10SEP2020 1/4 2 Yes NA/TC R 
(13SEP2020)

N/N

GENRL Fatigue/
fatigue

2 11SEP2020 2/3 1 Yes NA R 
(13SEP2020)

N/N

NERV Headache/
headache

2 11SEP2020 2/3 1 Yes NA R 
(13SEP2020)

N/N

>55/
C459100
1 1226 
12261342

3^ GENRL Chills/
Chills

2 10SEP2020 2/1 2 Yes NA/TC R 
(10SEP2020)

N/N

>55/
C459100
1 1226 
12261366

3^ GENRL Fatigue/
Fatigue

2 09SEP2020 1/3 2 Yes NA/TC R 
(11SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
pain at injectin site

2 09SEP2020 1/3 2 Yes NA/TC R 
(11SEP2020)

N/N

MUSC Myalgia/
muscle pain

2 10SEP2020 2/2 2 Yes NA/TC R 
(11SEP2020)

N/N

NERV Headache/
headache

2 10SEP2020 2/2 2 Yes NA/TC R 
(11SEP2020)

N/N

>55/
C459100
1 1226 
12261368

3^ NERV Headache/
headache

1 22AUG2020 2/1 1 Yes NA/TC R 
(22AUG2020)

N/N

GENRL Injection site pain/
pain at injection site

2 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

>55/
C459100
1 1226 
12261370

3^ EYE Iritis/
left eye iritis

1 01SEP2020 12/15 1 No O NA/TC R 
(15SEP2020)

N/N

>55/
C459100
1 1226 
12261371

3^ GENRL Injection site pain/
pain at injection site

1 21AUG2020 1/2 1 Yes NA R 
(22AUG2020)

N/N

MUSC Myalgia/
generalized muscle pain

1 22AUG2020 2/1 1 Yes NA R 
(22AUG2020)

N/N

GENRL Injection site pain/
pain at injection site

2 10SEP2020 1/2 2 Yes NA/TC R 
(11SEP2020)

N/N

MUSC Arthralgia/
joint pain

2 10SEP2020 1/2 2 Yes NA/TC R 
(11SEP2020)

N/N

Myalgia/
muscle pain

2 10SEP2020 1/2 2 Yes NA/TC R 
(11SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1226 
12261381

3^ GENRL Injection site pain/
Pain at injection site

1 25AUG2020 2/4 1 Yes NA R 
(28AUG2020)

N/N

>55/
C459100
1 1226 
12261398

3^ GENRL Injection site pain/
Pain at injection site

1 26AUG2020 2/3 1 Yes NA R 
(28AUG2020)

N/N

>55/
C459100
1 1226 
12261419

3^ GENRL Pyrexia/
Fever 38 C

2 17SEP2020 2/1 1 Yes NA/TC R 
(17SEP2020)

N/N

MUSC Arthralgia/
Joint pain

2 17SEP2020 2/3 1 Yes NA/TC R 
(19SEP2020)

N/N

Myalgia/
Muscle pain

2 17SEP2020 2/3 1 Yes NA/TC R 
(19SEP2020)

N/N

>55/
C459100
1 1226 
12261462

3^ INFEC Dental fistula/
dental fistula

2 OCT2020 13/C 2 No O NA RG N/N

RESP Sinus disorder/
Acute sinusopathy

2 20OCT2020 32/C 2 No O NA/TC RG N/N

>55/
C459100
1 1226 
12261464

3^ MUSC Myalgia/
Myalgia

2 15SEP2020 1/3 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1226 
12261473

3^ MUSC Myalgia/
Muscle pain

2 20SEP2020 2/1 2 Yes NA/TC R 
(20SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

2 20SEP2020 2/1 1 Yes NA R 
(20SEP2020)

N/N

>55/
C459100
1 1226 
12261487

3^ GENRL Fatigue/
fatigue

2 16SEP2020 2/3 2 Yes NA/TC R 
(18SEP2020)

N/N

>55/
C459100
1 1226 
12261499

3^ GENRL Fatigue/
Tiredness

1 29AUG2020 2/1 1 Yes NA R 
(29AUG2020)

N/N

MUSC Myalgia/
Muscle pain

1 29AUG2020 2/1 1 Yes NA R 
(29AUG2020)

N/N

>55/
C459100
1 1226 
12261510

3^ GENRL Injection site pain/
Pain at injection site*

01SEP2020 1/4 1 Yes NA R 
(04SEP2020)

N/N

MUSC Myalgia/
Muscle pain

2 22SEP2020 2/1 1 Yes NA/TC R 
(22SEP2020)

N/N

>55/
C459100
1 1226 
12261523

3^ GENRL Injection site pain/
Pain at the injection site

1 05SEP2020 2/2 1 Yes NA R 
(06SEP2020)

N/N

INFEC Urinary tract infection/
urinary tract infection

2 03NOV2020 42/8 1 No O NA/TC R 
(10NOV2020)

N/N

METAB Hypoglycaemia/
hypoglycemia

2 03NOV2020 42/1 3 No O NA/TC R 
(03NOV2020)

N/N

>55/
C459100

3^ GENRL Pyrexia/
Fever 38.6 C

2 26SEP2020 2/3 2 Yes NA/TC R 
(28SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12261539

MUSC Myalgia/
Muscle pain

2 26SEP2020 2/3 2 Yes NA/TC R 
(28SEP2020)

N/N

>55/
C459100
1 1226 
12261550

3^ GENRL Fatigue/
Fatigue

2 24SEP2020 1/4 1 Yes NA/TC R 
(27SEP2020)

N/N

Pain/
Body pain

2 24SEP2020 1/4 1 Yes NA/TC R 
(27SEP2020)

N/N

GENRL Pyrexia/
fever (38.5 C)

2 25SEP2020 2/2 1 Yes NA/TC R 
(26SEP2020)

N/N

>55/
C459100
1 1226 
12261552

3^ GENRL Fatigue/
Tiredness

2 24SEP2020 1/1 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1226 
12261556

3^ GENRL Pyrexia/
Fever (37.5 C)

1 06SEP2020 2/1 2 Yes NA/TC R 
(06SEP2020)

N/N

>55/
C459100
1 1226 
12261605

3^ NERV Headache/
Headache

1 08SEP2020 2/3 1 Yes NA R 
(10SEP2020)

N/N

>55/
C459100
1 1226 
12261617

3^ GENRL Injection site pain/
Pain at injection site

1 08SEP2020 2/2 1 Yes NA R 
(09SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1226 
12261638

3^ NERV Headache/
Headache

2 30SEP2020 2/1 1 Yes NA/TC R 
(30SEP2020)

N/N

>55/
C459100
1 1226 
12261662

3^ GENRL Injection site pain/
pain at injection site

1 12SEP2020 1/2 1 Yes NA R 
(13SEP2020)

N/N

MUSC Myalgia/
muscle pain

1 12SEP2020 1/2 1 Yes NA R 
(13SEP2020)

N/N

GENRL Fatigue/
fatigue

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

Injection site pain/
pain at injection site

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

MUSC Myalgia/
muscle pain

2 01OCT2020 1/2 1 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1226 
12261671

3^ GENRL Injection site pain/
Pain at injection site

1 13SEP2020 2/2 1 Yes NA R 
(14SEP2020)

N/N

GENRL Injection site pain/
Pain at the injection site

2 03OCT2020 2/1 1 Yes NA R 
(03OCT2020)

N/N

>55/
C459100
1 1226 
12261700

3^ GENRL Injection site pain/
Pain at injection site

1 15SEP2020 2/3 1 Yes NA R 
(17SEP2020)

N/N

GENRL Injection site pain/
Pain at injection site

2 06OCT2020 2/2 2 Yes NA R 
(07OCT2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 2139

FDA-CBER-2021-5683-0128165



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1226 
12261735

3^ GENRL Injection site pain/
Pain at the injection site

2 06OCT2020 1/3 1 Yes NA R 
(08OCT2020)

N/N

>55/
C459100
1 1226 
12261755

3^ NERV Headache/
Headache

2 23OCT2020 18/3 2 No O NA/TC R 
(25OCT2020)

N/N

>55/
C459100
1 1226
12261774

3^ GENRL Pyrexia/
Fever (38 C)

2 07OCT2020 1/2 2 Yes NA/TC R 
(08OCT2020)

N/N

MUSC Myalgia/
muscle pain

2 07OCT2020 1/2 2 Yes NA/TC R 
(08OCT2020)

N/N

>55/
C459100
1 1226 
12261783

3^ GENRL Asthenia/
weakness

2 09OCT2020 3/1 1 Yes NA R 
(09OCT2020)

N/N

>55/
C459100
1 1226 
12261786

3^ GENRL Injection site pain/
Pain at the injection site

1 18SEP2020 2/3 1 Yes NA R 
(20SEP2020)

N/N

MUSC Myalgia/
muscle pain

2 08OCT2020 2/1 2 Yes NA/TC R 
(08OCT2020)

N/N

SKIN Papule/
Papules on abdomen

2 10OCT2020 4/4 1 Yes NA/TC R 
(13OCT2020)

N/N

>55/
C459100
1 1226 
12261816

3^ GENRL Injection site erythema/
Erythema at injection site

1 19SEP2020 2/3 1 Yes NA R 
(21SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site oedema/
Edema at injection site

1 19SEP2020 2/3 1 Yes NA R 
(21SEP2020)

N/N

Injection site pain/
Pain at injection

1 19SEP2020 2/3 1 Yes NA R 
(21SEP2020)

N/N

GENRL Pyrexia/
fever (38.4C)

2 09OCT2020 2/1 1 Yes NA/TC R 
(09OCT2020)

N/N

GASTR Toothache/
Toothache

2 19OCT2020 12/7 1 No O NA/TC R 
(25OCT2020)

N/N

>55/
C459100
1 1226 
12261822

3^ GENRL Injection site pain/
Pain at injection site

2 08OCT2020 2/1 1 Yes NA/TC R 
(08OCT2020)

N/N

>55/
C459100
1 1226 
12261825

3^ GENRL Injection site pain/
pain at injection site

2 08OCT2020 1/2 1 Yes NA R 
(09OCT2020)

N/N

>55/
C459100
1 1226 
12261837

3^ INFEC Urinary tract infection/
Urinary tract infection

2 16OCT2020 8/4 2 No O NA/TC R 
(19OCT2020)

N/N

>55/
C459100
1 1226 
12261861

3^ GENRL Injection site pain/
Pain at injection site

2 08OCT2020 1/1 1 Yes NA R 
(08OCT2020)

N/N

VASC Hypertension/
Systemic arterial hypertension

2 20OCT2020 13/C 1 No O NA/TC RG N/N

>55/
C459100

3^ GENRL Injection site pain/
Pain at the injection site

2 09OCT2020 1/3 2 Yes NA R 
(11OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12261862

>55/
C459100
1 1226 
12261883

3^ GENRL Chills/
Chills

2 14OCT2020 1/1 2 Yes NA/TC R 
(14OCT2020)

N/N

MUSC Myalgia/
Muscle pain

2 14OCT2020 1/1 2 Yes NA/TC R 
(14OCT2020)

N/N

>55/
C459100
1 1226 
12261891

3^ GENRL Injection site pain/
Pain at the injection site

2 16OCT2020 2/1 1 Yes NA R 
(16OCT2020)

N/N

>55/
C459100
1 1226 
12261921

3^ GENRL Injection site erythema/
redness at the injection site

2 20OCT2020 2/8 1 Yes NA R 
(27OCT2020)

N/N

Injection site pain/
pain at injection site

2 20OCT2020 2/8 1 Yes NA R 
(27OCT2020)

N/N

>55/
C459100
1 1226 
12261949

3^ GENRL Chills/
chills

2 21OCT2020 2/1 1 Yes NA R 
(21OCT2020)

N/N

>55/
C459100
1 1226 
12261986

3^ GASTR Nausea/
nausea

1 02OCT2020 2/2 2 Yes NA R 
(03OCT2020)

N/N

GENRL Chills/
chills

1 02OCT2020 2/2 2 Yes NA R 
(03OCT2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 2142

FDA-CBER-2021-5683-0128168



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Dizziness/
dizziness

1 02OCT2020 2/2 2 Yes NA R 
(03OCT2020)

N/N

>55/
C459100
1 1226 
12261991

3^ MUSC Arthralgia/
Joint pain

1 07OCT2020 7/2 1 Yes NA R 
(08OCT2020)

N/N

>55/
C459100
1 1226 
12262004

3^ GENRL Injection site pain/
Pain at the injection site

1 01OCT2020 1/2 1 Yes NA/TC R 
(02OCT2020)

N/N

GENRL Pyrexia/
Fever (38 C)

1 02OCT2020 2/2 1 Yes NA/TC R 
(03OCT2020)

N/N

>55/
C459100
1 1226 
12262009

3^ GENRL Injection site pain/
Pain at the injection site

2 21OCT2020 1/3 2 Yes NA/TC R 
(23OCT2020)

N/N

Pain/
Body ache

2 21OCT2020 1/3 2 Yes NA R 
(23OCT2020)

N/N

NERV Headache/
Headache

2 21OCT2020 1/3 2 Yes NA/TC R 
(23OCT2020)

N/N

>55/
C459100
1 1226 
12262020

3^ GENRL Pyrexia/
Fever 38 C

2 23OCT2020 2/1 1 Yes NA R 
(23OCT2020)

N/N

MUSC Myalgia/
Muscle pain

2 23OCT2020 2/1 1 Yes NA R 
(23OCT2020)

N/N

>55/
C459100

3^ GENRL Injection site pain/
Pain at the injection site

2 26OCT2020 1/C 1 Yes NA/TC RG N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12262057

INV Body temperature increased/
Body temperature increased 37.5 

C

2 26OCT2020 1/1 1 Yes NA/TC R 
(26OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 26OCT2020 1/C 1 Yes NA/TC RG N/N

>55/
C459100
1 1226 
12262066

3^ GENRL Injection site erythema/
Redness at injection site

2 26OCT2020 1/2 2 Yes NA R 
(27OCT2020)

N/N

Injection site pain/
Pain at injection site

2 26OCT2020 1/2 2 Yes NA R 
(27OCT2020)

N/N

Pyrexia/
Fever (38.2 C)

2 26OCT2020 1/2 2 Yes NA R 
(27OCT2020)

N/N

NERV Headache/
Headache

2 26OCT2020 1/2 2 Yes NA R 
(27OCT2020)

N/N

>55/
C459100
1 1226 
12262082

3^ INJ&P Ligament sprain/
Sprained left ankle

1 13OCT2020 9/C 1 No O NA RG N/N

GENRL Chills/
Chills

2 27OCT2020 1/C 1 Yes NA RG N/N

Pyrexia/
Fever (38.0 C)

2 27OCT2020 1/C 1 Yes NA RG N/N

NERV Headache/
Headache

2 28OCT2020 2/C 2 Yes NA/TC RG N/N

>55/
C459100

3^ GENRL Injection site pain/
Pain at the injection site

1 07OCT2020 1/2 2 Yes NA R 
(08OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12262098

>55/
C459100
1 1226 
12262109

3^ MUSC Myalgia/
Muscle pain

1 19OCT2020 12/2 1 No O NA R 
(20OCT2020)

N/N

>55/
C459100
1 1226 
12262118

3^ GENRL Injection site pain/
pain at injection site

1 09OCT2020 1/2 1 Yes NA R 
(10OCT2020)

N/N

>55/
C459100
1 1229 
12291005

3^ MUSC Myalgia/
Myalgia

2 14OCT2020 1/C 1 Yes NA/TC N N/Y

>55/
C459100
1 1229 
12291125

3^ INJ&P Fall/
Slip and accidental fall

1 10OCT2020 5/1 1 No O NA/TC R 
(10OCT2020)

N/N

MUSC Arthralgia/
Left shoulder arthralgia

1 10OCT2020 5/C 1 No O NA/TC N N/N

>55/
C459100
1 1230 
12301016

3^ VASC Hypertension/
Hypertension*

24SEP2020 1/C 1 No O NA RG N/N

>55/
C459100
1 1230 
12301025

3^ NEOPL Penile neoplasm/
Penile Intra Epithelial Neoplasia

2 06NOV2020 22/C 3 No O NA N Y/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1230 
12301096

3^ MUSC Myalgia/
Severe Muscle Pain

1 06OCT2020 6/3 1 No O NA R 
(08OCT2020)

N/N

>55/
C459100
1 1230 
12301119

3^ INJ&P Arthropod bite/
Insect Bite

1 14OCT2020 12/3 1 No O NA/TC R 
(16OCT2020)

N/N

>55/
C459100
1 1230 
12301155

3^ MUSC Myalgia/
Muscle Pain

2 27OCT2020 1/3 3 Yes NA R 
(29OCT2020)

N/N

>55/
C459100
1 1231 
12311037

3^ GENRL Fatigue/
Mild fatigue

1 17AUG2020 7/2 2 No O NA/TCN R 
(18AUG2020)

N/N

>55/
C459100
1 1231 
12311060

3^ SKIN Pruritus/
Pruritus in legs and abdomen

1 21AUG2020 11/2 1 No O NA/TC R 
(22AUG2020)

N/N

>55/
C459100
1 1231 
12311090

3^ CARD Palpitations/
palpitations

2 10SEP2020 9/3 1 No O NA R 
(12SEP2020)

N/N

>55/
C459100
1 1231 
12311133

3^ SKIN Urticaria/
ACUTE HIVES

2 12NOV2020 71/C 1 No O NA/TC RG N/N

>55/
C459100

3^ GENRL Asthenia/
Asthenia

1 21AUG2020 9/4 1 No O NA/TC R 
(24AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12311146

>55/
C459100
1 1231 
12311155

3^ INFEC Tooth infection/
Upper left second molar 

infection

2 19SEP2020 19/16 1 No O NA/TC R 
(04OCT2020)

N/N

>55/
C459100
1 1231 
12311163

3^ GASTR Haemorrhoids/
Worseninng of chronic 

hemorroids

2 10SEP2020 10/16 1 No O NA/TC R 
(25SEP2020)

N/N

>55/
C459100
1 1231 
12311173

3^ NERV Migraine/
Worsening migraine

2 02SEP2020 2/5 2 No O NA/TC R 
(06SEP2020)

N/N

>55/
C459100
1 1231 
12311184

3^ GENRL Injection site swelling/
Swelling on left arm at injection 

site

2 09SEP2020 8/4 1 Yes NA R 
(12SEP2020)

N/N

>55/
C459100
1 1231 
12311203

3^ NERV Headache/
headache

2 23SEP2020 20/1 2 No O NA/TC R 
(23SEP2020)

N/N

GASTR Odynophagia/
odynophagia

2 27SEP2020 24/3 1 No O NA R 
(29SEP2020)

N/N

>55/
C459100
1 1231 
12311236

3^ GASTR Diverticulum intestinal/
Intestinal diverticulosis

2 06NOV2020 65/1 1 No O NA R 
(06NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Haemorrhoids/
internal hemorrhoids

2 06NOV2020 65/1 1 No O NA R 
(06NOV2020)

N/N

>55/
C459100
1 1231 
12311240

3^ RENAL Chronic kidney disease/
Worsening of chronic renal 

insufficiency

2 01OCT2020 30/8 1 No O NA/TC R 
(08OCT2020)

N/N

>55/
C459100
1 1231 
12311249

3^ INFEC Gastroenteritis/
acute gastroenteritis

2 29SEP2020 28/1 2 No O NA/TCN R 
(29SEP2020)

N/N

>55/
C459100
1 1231 
12311254

3^ MUSC Myalgia/
Myalgia generalized

2 15SEP2020 13/25 1 No CD NA R 
(09OCT2020)

N/N

>55/
C459100
1 1231 
12311278

3^ VASC Hypertension/
episode of hypertension

2 27SEP2020 25/2 1 No O NA/TC R 
(28SEP2020)

N/N

>55/
C459100
1 1231 
12311318

3^ GENRL Fatigue/
Fatigue

1 21AUG2020 7/3 1 No O NA R 
(23AUG2020)

N/N

>55/
C459100
1 1231 
12311326

3^ SKIN Hyperhidrosis/
profus sweating

1 01SEP2020 18/1 1 No O NA R 
(01SEP2020)

N/N

>55/
C459100
1 1231 
12311382

3^ SKIN Dermatitis/
Dermatitis on the scalp

1 31AUG2020 17/15 1 No O NA/TCN R 
(14SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
headache

2 30SEP2020 27/C 1 No O NA/TC N N/N

>55/
C459100
1 1231 
12311400

3^ EYE Conjunctival haemorrhage/
Conjunctival hemorrhage

1 20AUG2020 6/8 1 No O NA R 
(27AUG2020)

N/N

>55/
C459100
1 1231 
12311434

3^ SKIN Rosacea/
Rosacea

2 14SEP2020 11/C 1 No O NA RG N/N

>55/
C459100
1 1231 
12311442

3^ INFEC Tooth abscess/
Abscess in molar

2 01OCT2020 28/8 2 No O NA/TC R 
(08OCT2020)

N/N

>55/
C459100
1 1231 
12311498

3^ GENRL Swelling/
SWELLING IN THE RIGHT 

AXILLA AND IPSILATERAL 
CERVICAL REGION

2 05OCT2020 29/C 1 No O NA N N/N

>55/
C459100
1 1231 
12311514

3^ CARD Palpitations/
daily exacerbation of palpitations

2 10SEP2020 4/3 1 No O NA/TC R 
(12SEP2020)

N/N

>55/
C459100
1 1231 
12311536

3^ PSYCH Panic attack/
panic attack

2 14SEP2020 7/8 2 No O NA/TC R 
(21SEP2020)

N/N

>55/
C459100
1 1231 
12311563

3^ EYE Eyelid haematoma/
left eye eyelid hematoma

1 25AUG2020 10/5 1 No O NA R 
(29AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1231 
12311564

3^ GASTR Irritable bowel syndrome/
irritable bowel syndrome

2 15SEP2020 9/17 1 No O NA/TC/TCN R 
(01OCT2020)

N/N

>55/
C459100
1 1231 
12311579

3^ INJ&P Hand fracture/
closed fracture first phalanx right 

little finger

2 14SEP2020 8/32 1 No O NA/TC/TCN R 
(15OCT2020)

N/N

GASTR Gastritis/
Acute gastritis

2 17OCT2020 41/18 3 No O NA/TC/TCN R 
(03NOV2020)

Y/N

>55/
C459100
1 1231 
12311589

3^ MUSC Myalgia/
hands myalgia

1 28AUG2020 13/2 1 No O NA/TC R 
(29AUG2020)

N/N

SKIN Rash/
Rash in lower limbs

2 24SEP2020 18/5 1 No O NA R 
(28SEP2020)

N/N

>55/
C459100
1 1231 
12311603

3^ GASTR Nausea/
Nausea

1 16AUG2020 1/8 1 No O NA/TCN R 
(23AUG2020)

N/N

GASTR Nausea/
Nausea

2 07SEP2020 1/3 1 No O NA/TCN R 
(09SEP2020)

N/N

>55/
C459100
1 1231 
12311610

3^ SKIN Rash/
Skin rash in upper area of the 

back body, both sides of the neck 
and both sides of the abdomen

2 20SEP2020 13/10 1 No O NA/TC R 
(29SEP2020)

N/N

>55/
C459100
1 1231 
12311632

3^ INFEC Cystitis/
Urinary Infection (Cystitis)

2 04OCT2020 27/2 1 No O NA/TC R 
(05OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1231 
12311639

3^ MUSC Myalgia/
muscle pain (right arm)

2 09SEP2020 3/14 1 No O NA/TC R 
(22SEP2020)

N/N

MUSC Rotator cuff syndrome/
rotator cuff injury of the right 

shoulder

2 25OCT2020 49/C 2 No O NA/TC/TCN RG N/N

>55/
C459100
1 1231 
12311675

3^ RESP Dysphonia/
dysphonia

2 29OCT2020 52/2 1 No O NA R 
(30OCT2020)

N/N

>55/
C459100
1 1231 
12311706

3^ GASTR Odynophagia/
odynophagia

1 03SEP2020 18/2 1 No O NA R 
(04SEP2020)

N/N

NERV Headache/
headache

1 03SEP2020 18/2 1 No O NA/TC R 
(04SEP2020)

N/N

>55/
C459100
1 1231 
12311713

3^ GENRL Injection site pain/
Left deltoid muscle injection site 

pain

2 08SEP2020 2/3 1 Yes NA/TCN R 
(10SEP2020)

N/N

>55/
C459100
1 1231 
12311716

3^ INFEC Vulvovaginitis/
vulvovaginitis

2 06OCT2020 29/9 1 No O NA/TC R 
(14OCT2020)

N/N

>55/
C459100
1 1231 
12311720

3^ MUSC Pain in extremity/
Left arm pain

2 09SEP2020 1/2 2 No O NA/TC R 
(10SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1231 
12311729

3^ MUSC Back pain/
Back pain

1 22AUG2020 6/7 2 No O NA/TC R 
(28AUG2020)

N/N

>55/
C459100
1 1231 
12311744

3^ MUSC Myalgia/
MYALGIAS IN UPPER LIMBS

2 25SEP2020 19/1 1 No O NA/TC R 
(25SEP2020)

N/N

Temporomandibular joint 
syndrome/

ARTHRALGIA ON 
TEMPOROMANDIBULAR 

JOINT

2 25SEP2020 19/1 1 No O NA/TC R
(25SEP2020)

N/N

>55/
C459100
1 1231 
12311758

3^ SURG Botulinum toxin injection/
botulinum toxin application

2 21SEP2020 15/1 1 No O NA R 
(21SEP2020)

N/N

>55/
C459100
1 1231 
12311775

3^ NERV Headache/
headache

2 08SEP2020 2/26 2 Yes NA/TC R 
(03OCT2020)

N/N

>55/
C459100
1 1231 
12311808

3^ BLOOD Iron deficiency anaemia/
Iron deficiency anemia

2 09OCT2020 33/C 1 No O NA/TC RG N/N

>55/
C459100
1 1231 
12311814

3^ SKIN Urticaria chronic/
chronic urticaria

1 18AUG2020 2/C 1 No O NA/TC RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1231 
12311815

3^ NEOPL Lymphoproliferative disorder/
REACTIVE LYMPHOID 

PROLIFERATION 
SUPRACLAVICULAR

1 06SEP2020 21/C 1 No O NA N N/N

GENRL Injection site pain/
Pain in injection site

1 18SEP2020 33/1 1 Yes NA/TC R 
(18SEP2020)

N/N

>55/
C459100
1 1231
12311864

3^ SKIN Urticaria/
generalized urticaria

2 03NOV2020 58/10 2 No O NA/TC R 
(12NOV2020)

N/N

SURG Dental implantation/
DENTAL IMPLANT 

SURGERY

2 03NOV2020 58/1 2 No O NA/TC R 
(03NOV2020)

N/N

>55/
C459100
1 1231 
12311878

3^ ENDO Thyroid mass/
nodules in thyroid gland

2 08OCT2020 31/C 1 No O NA N N/N

METAB Vitamin D deficiency/
Vitamin D deficiency

2 08OCT2020 31/C 1 No O NA/TC RG N/N

>55/
C459100
1 1231 
12311912

3^ GASTR Dental caries/
Caries in the upper left second 

molar

2 05OCT2020 18/C 2 No O NA RG N/N

INFEC Periodontitis/
periodontitis

2 14OCT2020 27/15 2 No O NA/TC R 
(28OCT2020)

N/N

>55/
C459100
1 1231 
12311914

3^ INFEC Tooth infection/
Tooth infection (lower right 

molar)

1 20AUG2020 3/8 1 No O NA/TC R 
(27AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1231 
12311933

3^ SURG Tooth extraction/
Extraction of teeth

2 05OCT2020 29/1 1 No O NA/TC R 
(05OCT2020)

N/N

>55/
C459100
1 1231 
12311946

3^ NERV Syncope/
Syncope

2 11SEP2020 4/2 3 No O NA/TC R 
(12SEP2020)

Y/N

>55/
C459100
1 1231 
12311948

3^ INJ&P Fall/
fall from his own height

1 29AUG2020 12/4 1 No O NA/TC R 
(01SEP2020)

N/N

SKIN Dermal cyst/
Left frontal epidermal cyst

2 10NOV2020 64/C 1 No O NA/TCN RG N/N

>55/
C459100
1 1231 
12311956

3^ GENRL Asthenia/
asthenia

2 08SEP2020 1/C 2 No O NA N N/N

>55/
C459100
1 1231 
12311963

3^ VASC Hypertension/
arterial hypertension

2 29OCT2020 51/14 1 No O NA/TC R 
(11NOV2020)

N/N

>55/
C459100
1 1231 
12311970

3^ INV Blood glucose increased/
Elevated fasting blood glucose

2 20SEP2020 11/19 1 No O NA/TC R 
(08OCT2020)

N/N

>55/
C459100
1 1231 
12311978

3^ NERV Headache/
headache

1 03SEP2020 17/11 1 No O NA R 
(13SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

RESP Rhinorrhoea/
Rhinorrhea

1 03SEP2020 17/11 1 No O NA R 
(13SEP2020)

N/N

>55/
C459100
1 1231 
12311979

3^ INJ&P Skin laceration/
Cutting wound on left index 

finger

1 06SEP2020 20/16 1 No O NA/TC/TCN R 
(21SEP2020)

N/N

>55/
C459100
1 1231 
12312000

3^ SKIN Urticaria/
hives on the face and neck

2 16OCT2020 38/18 1 No O NA R 
(02NOV2020)

N/N

>55/
C459100
1 1231 
12312003

3^ MUSC Arthralgia/
Pain in left hip

2 23SEP2020 17/4 2 No O NA/TC R 
(26SEP2020)

N/N

Joint swelling/
Swelling in left hip

2 23SEP2020 17/4 2 No O NA/TC R 
(26SEP2020)

N/N

>55/
C459100
1 1231 
12312006

3^ SURG Dental implantation/
lower left premolar dental 

implant

2 24SEP2020 17/1 1 No O NA R 
(24SEP2020)

N/N

INFEC Device related infection/
Dental Implant Infection

2 27SEP2020 20/9 1 No O NA/TC R 
(05OCT2020)

N/N

>55/
C459100
1 1231 
12312025

3^ GASTR Abdominal distension/
ABDOMINAL DISTENSION

1 02SEP2020 16/1 1 No O NA/TC R 
(02SEP2020)

N/N

Abdominal pain/
GENERAL ABDOMINAL 

PAIN

1 02SEP2020 16/1 1 No O NA/TC R 
(02SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1231 
12312057

3^ INFEC Periodontitis/
periodontitis

1 20AUG2020 3/8 2 No O NA/TC/TCN R 
(27AUG2020)

N/N

>55/
C459100
1 1231
12312091

3^ INJ&P Dental restoration failure/
Rupture of a cavity fix in a lower 

molar

2 17SEP2020 11/7 1 No O NA/TC R 
(23SEP2020)

N/N

>55/
C459100
1 1231 
12312092

3^ GASTR Epiploic appendagitis/
Epiploic appendagitis

1 04SEP2020 18/8 1 No O NA/TC R 
(11SEP2020)

N/N

>55/
C459100
1 1231 
12312098

3^ INFEC Gingivitis/
gingivitis

1 07SEP2020 21/1 1 No O NA/TC R 
(07SEP2020)

N/N

>55/
C459100
1 1231 
12312156

3^ METAB Gout/
Worsening gout

1 27AUG2020 10/1 1 No O NA/TC R 
(27AUG2020)

N/N

INV Body temperature increased/
Body temperature increased

1 29AUG2020 12/1 1 No O NA R 
(29AUG2020)

N/N

>55/
C459100
1 1231 
12312158

3^ GASTR Abdominal pain/
Abdominal Pain

1 19AUG2020 2/7 3 Yes NA/TC/TCN R 
(25AUG2020)

N/N

Diarrhoea/
Diarrhea. Over 6 loose stools per 

day.

1 19AUG2020 2/7 3 Yes NA/TC/TCN R 
(25AUG2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 2156

FDA-CBER-2021-5683-0128182



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INV Body temperature increased/
Body temperature increased

1 19AUG2020 2/7 3 Yes NA/TC/TCN R 
(25AUG2020)

N/N

>55/
C459100
1 1231 
12312163

3^ GASTR Diarrhoea/
diarrhea

2 09SEP2020 2/2 3 No O NA R 
(10SEP2020)

N/N

>55/
C459100
1 1231 
12312206

3^ GASTR Odynophagia/
Odynophagia

2 10SEP2020 2/32 1 Yes NA R 
(11OCT2020)

N/N

GENRL Asthenia/
Asthenia

2 10SEP2020 2/32 1 Yes NA R 
(11OCT2020)

N/N

NERV Headache/
Headache

2 10SEP2020 2/32 1 Yes NA RS 
(11OCT2020)

N/N

>55/
C459100
1 1231 
12312208

3^ VASC Hypertension/
arterial hypertension associated 

with headache

2 15SEP2020 8/18 1 No O NA/TC R 
(02OCT2020)

N/N

>55/
C459100
1 1231 
12312220

3^ MUSC Pain in extremity/
pain in left arm.

1 19AUG2020 1/3 3 No O NA R 
(21AUG2020)

N/N

>55/
C459100
1 1231 
12312223

3^ NERV Headache/
headache

1 20AUG2020 2/1 1 Yes NA R 
(20AUG2020)

N/N

>55/
C459100
1 1231 
12312234

3^ SKIN Psoriasis/
Exacerbation of your underlying 

disease Psoriasis

2 11SEP2020 2/35 1 Yes NA/TC R 
(15OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GASTR Glossitis/
Glossitis

2 15SEP2020 6/60 1 No O NA R 
(13NOV2020)

N/N

>55/
C459100
1 1231 
12312237

3^ NERV Migraine with aura/
Migraine with aura

2 13SEP2020 3/17 2 No O NA/TC R 
(29SEP2020)

N/N

>55/
C459100
1 1231 
12312248

3^ IMMU
N

Seasonal allergy/
exacerbation of seasonal allergic 

rhinitis

2 15SEP2020 6/17 1 No O NA/TC R 
(01OCT2020)

N/N

>55/
C459100
1 1231 
12312256

3^ MUSC Back pain/
low back pain

2 15SEP2020 7/2 2 No O NA/TC R 
(16SEP2020)

N/N

>55/
C459100
1 1231 
12312265

3^ NERV Dizziness/
dizziness

2 14SEP2020 6/4 1 No O NA R 
(17SEP2020)

N/N

SURG Dental implantation/
dental implant

2 25SEP2020 17/1 1 No O NA/TC R 
(25SEP2020)

N/N

METAB Vitamin D deficiency/
hypovitaminosis d

2 30OCT2020 52/1 1 No O NA/TC R 
(30OCT2020)

N/N

>55/
C459100
1 1231 
12312277

3^ GENRL Asthenia/
asthenia

2 10SEP2020 2/1 2 Yes NA R 
(10SEP2020)

N/N

INV Body temperature increased/
increased body temperature oral 

cavity register 37.2

2 10SEP2020 2/1 1 Yes NA R 
(10SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
headache

2 10SEP2020 2/1 2 Yes NA R 
(10SEP2020)

N/N

>55/
C459100
1 1231 
12312318

3^ GASTR Toothache/
left upper molar pain

2 24SEP2020 16/5 1 No O NA/TC R 
(28SEP2020)

N/N

>55/
C459100
1 1231 
12312332

3^ REPRO Genital erythema/
Nonspecific glans erythema

2 15SEP2020 8/C 1 No O NA/TC RG N/N

>55/
C459100
1 1231 
12312380

3^ INFEC Urinary tract infection/
Urinary tract infection

2 24SEP2020 18/19 1 No O NA/TC R 
(12OCT2020)

N/N

>55/
C459100
1 1231 
12312453

3^ GASTR Diarrhoea/
diarrhea

1 06SEP2020 18/1 2 No O NA R 
(06SEP2020)

N/N

>55/
C459100
1 1231 
12312459

3^ INJ&P Ligament sprain/
Left foot sprain

2 28SEP2020 18/8 1 No O NA/TC R 
(05OCT2020)

N/N

>55/
C459100
1 1231 
12312463

3^ MUSC Arthralgia/
Left omalgia with irradiation to

the left pectoral.

2 10OCT2020 19/6 1 No O NA R 
(15OCT2020)

N/N

>55/
C459100
1 1231 
12312470

3^ GASTR Toothache/
tooth pain

2 12SEP2020 3/29 1 No O NA/TC R 
(10OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INFEC Tooth infection/
odontogenic infection

2 12SEP2020 3/11 1 No O NA/TC R
(22SEP2020)

N/N

NERV Headache/
headache

2 12SEP2020 3/29 1 No O NA/TC R 
(10OCT2020)

N/N

>55/
C459100
1 1231 
12312496

3^ MUSC Back pain/
ACUTE LOW BACK PAIN

1 03SEP2020 15/3 1 No O NA/TC R 
(05SEP2020)

N/N

MUSC Back pain/
acute low back pain

1 28SEP2020 40/2 2 No O NA/TC R 
(29SEP2020)

N/N

>55/
C459100
1 1231 
12312498

3^ NERV Headache/
Headache

2 05OCT2020 26/2 2 No O NA R 
(06OCT2020)

N/N

VASC Hypertension/
Arterial hypertension

2 05OCT2020 26/2 1 No O NA R 
(06OCT2020)

N/N

>55/
C459100
1 1231 
12312527

3^ MUSC Neck pain/
cervicalgia

2 28SEP2020 20/16 2 No O NA/TC/TCN R 
(13OCT2020)

N/N

>55/
C459100
1 1231 
12312556

3^ INJ&P Skin laceration/
Left hand thumb and index 

finger cut

2 24SEP2020 14/2 1 No O NA/TC/TCN R 
(25SEP2020)

N/N

>55/
C459100
1 1231 
12312568

3^ GENRL Injection site pain/
Injection site pain.

2 11SEP2020 2/14 1 Yes NA R 
(24SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1231 
12312614

3^ INFEC Urinary tract infection/
Urinary infection

1 02SEP2020 14/14 1 No O NA/TC R 
(15SEP2020)

N/N

>55/
C459100
1 1231 
12312646

3^ METAB Hyperuricaemia/
Hyperuricemia

1 02SEP2020 14/31 1 No O NA/TC/TCN R 
(02OCT2020)

N/N

>55/
C459100
1 1231 
12312700

3^ GASTR Diarrhoea/
Diarrhea

2 24SEP2020 17/2 1 No O NA R 
(25SEP2020)

N/N

>55/
C459100
1 1231 
12312703

3^ SKIN Rash/
left axilar skin rash

2 17SEP2020 8/2 1 Yes NA/TC R 
(18SEP2020)

N/N

>55/
C459100
1 1231 
12312722

3^ NERV Headache/
headache

2 01OCT2020 24/3 1 No O NA R 
(03OCT2020)

N/N

>55/
C459100
1 1231 
12312749

3^ INJ&P Burns first degree/
First-degree burn

2 10OCT2020 28/14 2 No O NA/TC/TCN R 
(23OCT2020)

N/N

Burns second degree/
Second-degree burn

2 10OCT2020 28/14 2 No O NA/TC/TCN R 
(23OCT2020)

N/N

>55/
C459100
1 1231 
12312756

3^ MUSC Arthralgia/
Right omalgia

2 12NOV2020 64/C 1 No O NA/TCN N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1231 
12312768

3^ GENRL Pyrexia/
fever 37.4 c.

2 19SEP2020 9/1 1 No O NA/TC R 
(19SEP2020)

N/N

NERV Headache/
headache

2 19SEP2020 9/1 1 No O NA/TC R 
(19SEP2020)

N/N

>55/
C459100
1 1231 
12312820

3^ MUSC Back pain/
low back pain

2 15SEP2020 5/3 1 No O NA/TC R 
(17SEP2020)

N/N

EAR Meniere's disease/
Menieres disease exacerbation

2 20SEP2020 10/32 1 No O NA R 
(21OCT2020)

N/N

>55/
C459100
1 1231 
12312841

3^ INJ&P Facial bones fracture/
Nose fracture

1 21AUG2020 1/16 2 No O NA/TC/TCN R 
(05SEP2020)

N/N

>55/
C459100
1 1231 
12312863

3^ INFEC Sinusitis/
SINUSITIS

1 21AUG2020 1/15 3 No O NA/TC R 
(04SEP2020)

N/N

MUSC Temporomandibular joint 
syndrome/

Temporomandibular joint 
dysfunction

1 04SEP2020 15/15 2 No O NA/TC R 
(18SEP2020)

N/N

MUSC Exostosis/
Nasal septum spur

2 30SEP2020 6/37 2 No O NA/TCN R 
(05NOV2020)

N/N

RESP Nasal turbinate hypertrophy/
hypertrophy of nasal turbinates.

2 30SEP2020 6/37 2 No O NA/TCN R 
(05NOV2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Trigeminal neuralgia/
TRIGEMINAL NEURALGIA

2 07OCT2020 13/C 2 No O NA/TC RG N/N

>55/
C459100
1 1231 
12312887

3^ GASTR Oesophageal spasm/
esophageal spasm

2 15SEP2020 7/1 2 No O NA/TC R 
(15SEP2020)

N/N

SKIN Rash pruritic/
Pruritic rash on both legs gluteal 

region and both arms

2 22OCT2020 44/C 1 No O NA/TC RG N/N

>55/
C459100
1 1231 
12312893

3^ INV Lumbar puncture/
Spinal Puncture in the lumbar 

sacral region

2 06OCT2020 26/1 1 Yes NA R 
(06OCT2020)

N/N

>55/
C459100
1 1231 
12312902

3^ GENRL Pyrexia/
febrile syndrome

2 30SEP2020 21/1 1 No O NA/TC R 
(30SEP2020)

N/N

>55/
C459100
1 1231 
12312909

3^ INJ&P Skin laceration/
Dirty cutting wound in right 

upper limb

2 04OCT2020 24/2 1 No O NA/TC R 
(05OCT2020)

N/N

>55/
C459100
1 1231 
12312915

3^ SURG Lens extraction/
Phacoemulsification of the right 

eye

1 31AUG2020 11/1 1 No O NA/TC/TCN R 
(31AUG2020)

N/N

>55/
C459100
1 1231 
12312945

3^ GASTR Gastritis/
Gastritis

1 30AUG2020 10/4 1 No CND NA/TC R 
(02SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1231 
12312967

3^ METAB Hypercholesterolaemia/
hypercholesterolemia

2 07OCT2020 27/C 1 No O NA/TC/TCN N N/N

>55/
C459100
1 1231 
12312980

3^ MUSC Back pain/
low back pain

1 07SEP2020 18/2 2 No O NA R 
(08SEP2020)

N/N

Neck pain/
cervicalgia

1 07SEP2020 18/4 2 No O NA R 
(10SEP2020)

N/N

NERV Paraesthesia/
Intermittent paresthesia in hands

1 07SEP2020 18/2 1 No O NA R 
(08SEP2020)

N/N

>55/
C459100
1 1231 
12312993

3^ ENDO Thyroid mass/
thyroid nodules

2 07OCT2020 27/C 1 No O NA N N/N

>55/
C459100
1 1231 
12312997

3^ METAB Diabetes mellitus inadequate 
control/

Dysregulation of your insulin-
dependent Diabetes Mellitus 

with poor management of blood 
glucose lev.

2 21SEP2020 12/C 1 No O NA/TC RG N/N

>55/
C459100
1 1231 
12313073

3^ MUSC Arthralgia/
interphalangeal joint arthralgias 

of both hands

2 16SEP2020 6/7 2 No O NA/TC R 
(22SEP2020)

N/N

>55/
C459100
1 1231 
12313089

3^ INJ&P Fall/
Fall from own height

2 16OCT2020 37/1 2 No O NA/TC/TCN R 
(16OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Joint injury/
RIGHT KNEE TRAUMA

2 16OCT2020 37/1 2 No O NA/TC/TCN R 
(16OCT2020)

N/N

Tibia fracture/
right tibia anterior tuberosity 

fracture

2 16OCT2020 37/19 2 No O NA/TC/TCN R 
(03NOV2020)

N/N

>55/
C459100
1 1231 
12313114

3^ SURG Tooth extraction/
tooth extraction

1 03SEP2020 13/1 1 No O NA/TC R 
(03SEP2020)

N/N

>55/
C459100
1 1231 
12313118

3^ MUSC Myalgia/
myalgia

2 12OCT2020 33/5 1 No O NA/TC R 
(16OCT2020)

N/N

>55/
C459100
1 1231 
12313150

3^ MUSC Myalgia/
myalgia in left lower limb

2 22SEP2020 10/20 1 Yes NA R 
(11OCT2020)

N/N

>55/
C459100
1 1231 
12313208

3^ RENAL Dysuria/
Dysuria

2 17SEP2020 8/8 1 No O NA/TC R 
(24SEP2020)

N/N

>55/
C459100
1 1231 
12313230

3^ SKIN Rash/
rash on face and neck. etiology 

unknown

2 18SEP2020 9/3 1 No O NA/TC R 
(20SEP2020)

N/N

>55/
C459100
1 1231 
12313267

3^ SKIN Rash maculo-papular/
Itchy, erythematous 

maculopapular skin rash 
involving posterior neck, left 

arm, and trunk

1 25AUG2020 4/1 1 Yes NA/TC R 
(25AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1231 
12313323

3^ MUSC Neck pain/
NECK PAIN

2 20SEP2020 8/33 1 No O NA R 
(22OCT2020)

N/N

>55/
C459100
1 1231 
12313344

3^ GASTR Diarrhoea/
Diarrhea

2 22SEP2020 10/3 1 No O NA R 
(24SEP2020)

N/N

>55/
C459100
1 1231 
12313354

3^ BLOOD Anaemia/
exacerbation of chronic anemia

2 23SEP2020 11/C 2 No O NA/TC N N/N

>55/
C459100
1 1231 
12313359

3^ MUSC Intervertebral disc protrusion/
Worsening of herniated discs

1 23SEP2020 32/C 2 No O NA/TC RG N/N

>55/
C459100
1 1231 
12313371

3^ REPRO Benign prostatic hyperplasia/
benign prostatic hyperplasia

2 08OCT2020 26/C 2 No O NA/TC RG N/N

>55/
C459100
1 1231 
12313391

3^ MUSC Back pain/
LOW BACK PAIN

1 07SEP2020 16/2 1 No O NA/TC/TCN R 
(08SEP2020)

N/N

>55/
C459100
1 1231 
12313397

3^ INJ&P Limb injury/
puncture injury to left index 

finger

2 15SEP2020 5/10 2 No O NA/TC R 
(24SEP2020)

N/N

PSYCH Sleep disorder/
Worsening of sleep disorder

2 22SEP2020 12/42 2 No O NA/TC R 
(02NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1231 
12313401

3^ INJ&P Road traffic accident/
Mild car accident

2 13OCT2020 29/1 1 No O NA R 
(13OCT2020)

N/N

>55/
C459100
1 1231 
12313410

3^ SKIN Rash pruritic/
Itchy rash on forehead and right 

buttock

2 01OCT2020 18/4 1 No O NA R 
(04OCT2020)

N/N

>55/
C459100
1 1231 
12313411

3^ GASTR Anal pruritus/
Anal itching

2 05OCT2020 23/12 1 No O NA R 
(16OCT2020)

N/N

>55/
C459100
1 1231 
12313418

3^ SKIN Dermatitis allergic/
skin allergy

2 29SEP2020 16/3 1 No O NA/TC R 
(01OCT2020)

N/N

>55/
C459100
1 1231 
12313478

3^ GENRL Injection site pain/
injection site pain

1 23AUG2020 1/2 1 Yes NA/TC R 
(24AUG2020)

N/Y

>55/
C459100
1 1231 
12313480

3^ MUSC Back pain/
Low back pain

1 30SEP2020 39/4 1 Yes NA/TC R 
(03OCT2020)

N/N

>55/
C459100
1 1231 
12313485

3^ GENRL Injection site pain/
Injection site pain

1 23AUG2020 1/3 1 Yes NA R 
(25AUG2020)

N/N

>55/
C459100

3^ BLOOD Lymphadenopathy/
LEFT INFRACLAVICULAR 

2 17SEP2020 3/8 1 No O NA R 
(24SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12313496

ADENOPATHY, 5 mm IN 
DIAMETER.

VASC Hypertension/
Arterial hypertension

2 24OCT2020 40/2 1 No O NA R 
(25OCT2020)

N/N

>55/
C459100
1 1231 
12313552

3^ GASTR Parotid duct obstruction/
PAROTID BLOCKAGE

2 19SEP2020 7/4 2 No O NA/TC R 
(22SEP2020)

N/N

INFEC Parotitis/
ACUTE PAROTITIS

2 19SEP2020 7/4 2 No O NA/TC R 
(22SEP2020)

N/N

>55/
C459100
1 1231 
12313573

3^ NERV Headache/
HEADACHE

2 09OCT2020 26/2 2 No O NA/TCN R 
(10OCT2020)

N/N

MUSC Neck pain/
positional cervicalgia

2 12OCT2020 29/5 1 No O NA R 
(16OCT2020)

N/N

>55/
C459100
1 1231 
12313600

3^ EAR Vertigo/
Worsening of vertiginous 

syndrome

2 07OCT2020 25/10 2 No O NA R 
(16OCT2020)

N/N

>55/
C459100
1 1231 
12313604

3^ INFEC Tooth infection/
dental infection

1 12SEP2020 21/13 1 No O NA/TC R 
(24SEP2020)

N/N

>55/
C459100
1 1231 
12313608

3^ INJ&P Meniscus injury/
exacerbation of previous 

pathology, knee meniscus injury.

2 15SEP2020 5/6 2 No O NA/TC R 
(20SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Carpal tunnel syndrome/
Possible Carpal Tunnel 
Syndrome under study

2 16SEP2020 6/C 2 No O NA RG N/N

>55/
C459100
1 1231 
12313621

3^ RESP Pulmonary mass/
Right pulmonary nodule

2 24SEP2020 10/C 3 No O NA/TCN UNK Y/N

>55/
C459100
1 1231 
12313625

3^ INJ&P Fall/
Fall from your own height

1 05SEP2020 13/1 1 No O NA R 
(05SEP2020)

N/N

MUSC Arthralgia/
Hip joint pain

1 05SEP2020 13/44 1 No O NA R 
(18OCT2020)

N/N

>55/
C459100
1 1231 
12313628

3^ GASTR Odynophagia/
Odynophagia

1 01SEP2020 9/10 2 No O NA/TC R 
(10SEP2020)

N/N

NERV Headache/
headache

1 01SEP2020 9/2 1 No O NA/TC RS 
(02SEP2020)

N/N

RESP Rhinorrhoea/
Rhinorrhea

1 01SEP2020 9/35 1 No O NA/TC R 
(05OCT2020)

N/N

>55/
C459100
1 1231 
12313651

3^ VASC Hypertension/
High blood pressure records*

24AUG2020 1/47 1 No O NA/TC/TCN R 
(09OCT2020)

N/N

>55/
C459100
1 1231 
12313652

3^ NERV Headache/
Headache

1 25AUG2020 2/2 1 Yes NA/TC R 
(26AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

SKIN Rash pruritic/
Pruritic rash on periocular region

1 25AUG2020 2/2 1 Yes NA/TC R 
(26AUG2020)

N/N

EYE Keratitis/
Keratitis

2 22SEP2020 10/C 1 No O NA/TC RG N/N

SKIN Eczema/
Scalp eczema

2 08OCT2020 26/C 1 No O NA/TC RG N/N

>55/
C459100
1 1231 
12313674

3^ RESP Pneumonitis/
Non-specific Pneumonitis

2 29SEP2020 17/C 2 No O NA RG Y/N

RESP Emphysema/
Panlobar emphysema

2 09OCT2020 27/C 1 No O NA N N/N

INFEC Sialoadenitis/
Left submaxillary sialadenitis

2 03NOV2020 52/7 2 No O NA/TC R 
(09NOV2020)

N/N

>55/
C459100
1 1231 
12313688

3^ Produ Device breakage/
detachment of lower left 

premolar crown

2 09OCT2020 27/8 1 No O NA/TCN R 
(16OCT2020)

N/N

>55/
C459100
1 1231 
12313741

3^ SKIN Rash/
Rash on cheeks and forehead

2 21SEP2020 8/3 1 No O NA/TC R 
(23SEP2020)

N/N

SKIN Rash/
rash on cheeks and forehead

2 11OCT2020 28/5 1 No O NA R 
(15OCT2020)

N/N

>55/
C459100
1 1231 
12313744

3^ GENRL Injection site pain/
Local pain at injection site

1 24AUG2020 1/3 1 Yes NA R 
(26AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
headache

1 24AUG2020 1/3 1 No O NA R 
(26AUG2020)

N/N

>55/
C459100
1 1231 
12313748

3^ METAB Dyslipidaemia/
Dyslipidemia

2 15OCT2020 32/C 1 No O NA/TC/TCN RG N/N

>55/
C459100
1 1231
12313754

3^ GENRL Injection site pain/
pain at the injection site

1 01SEP2020 9/45 1 Yes NA R 
(15OCT2020)

N/N

>55/
C459100
1 1231 
12313755

3^ NERV Facial paresis/
right peripheral facial 

hemiparesis

2 16OCT2020 32/15 2 No O NA R 
(30OCT2020)

N/N

>55/
C459100
1 1231 
12313775

3^ INFEC Tooth infection/
Odontogenic infection of the 

upper left second molar.

2 13OCT2020 31/7 1 No O NA/TC R 
(19OCT2020)

N/N

>55/
C459100
1 1231 
12313783

3^ MUSC Intervertebral disc protrusion/
Worsening lumbar disc 

herniation

1 10SEP2020 18/64 3 No O NA/TC/TCN R 
(12NOV2020)

Y/N

>55/
C459100
1 1231 
12313807

3^ GENRL Injection site pain/
LOCAL PAIN AT THE 

INJECTION SITE

1 26AUG2020 2/2 1 Yes NA R 
(27AUG2020)

N/N

GENRL Pyrexia/
FEVER

1 27AUG2020 3/2 1 Yes NA/TC R 
(28AUG2020)

N/N

MUSC Myalgia/
Generalized myalgia

1 27AUG2020 3/2 1 Yes NA/TC R 
(28AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1231 
12313817

3^ MUSC Back pain/
Low back pain

2 01OCT2020 16/C 1 No O NA RG N/N

>55/
C459100
1 1231 
12313833

3^ CARD Arrhythmia/
ARRHYTHMIA

2 19OCT2020 37/1 2 No O NA/TC R 
(19OCT2020)

N/N

>55/
C459100
1 1231 
12313849

3^ GENRL Injection site pain/
injection site pain

2 13SEP2020 1/2 3 Yes NA/TC R 
(14SEP2020)

N/N

>55/
C459100
1 1231 
12313860

3^ VASC Hypertension/
Arterial hypertension

1 17SEP2020 24/C 1 No O NA N N/N

>55/
C459100
1 1231 
12313894

3^ INJ&P Muscle rupture/
Right hamstring muscle tear

2 16OCT2020 32/C 1 No O NA RG N/N

>55/
C459100
1 1231 
12313897

3^ SKIN Pruritus/
generalized itching

1 08SEP2020 15/55 1 No O NA/TC R 
(01NOV2020)

N/N

>55/
C459100
1 1231 
12313920

3^ MUSC Back pain/
Low back pain

2 26SEP2020 12/4 2 No O NA/TCN R 
(29SEP2020)

N/N

>55/
C459100

3^ GENRL Injection site pain/
Pain at the injection site

1 08SEP2020 15/8 1 Yes NA/TC R 
(15SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12313938

>55/
C459100
1 1231 
12313947

3^ SKIN Eczema/
Scalp eczema

2 16SEP2020 4/41 1 No O NA/TC R 
(26OCT2020)

N/N

>55/
C459100
1 1231 
12313952

3^ GENRL Injection site pain/
PAIN AT THE INJECTION 

SITE

1 25AUG2020 1/8 1 Yes NA R 
(01SEP2020)

N/N

>55/
C459100
1 1231 
12313961

3^ METAB Hypercholesterolaemia/
Worsening of 

Hypercholesterolemia

2 15OCT2020 33/4 2 No O NA/TC/TCN R 
(18OCT2020)

N/N

>55/
C459100
1 1231 
12313972

3^ NERV Haemorrhagic stroke/
Hemorrhagic stroke

2 27SEP2020 15/2 4 No O NA/TC/W F 
(28SEP2020)

Y/N

>55/
C459100
1 1231 
12313997

3^ CARD Palpitations/
palpitations

2 01OCT2020 17/12 1 No O NA/TC R 
(12OCT2020)

N/N

>55/
C459100
1 1231 
12314001

3^ CARD Acute coronary syndrome/
Acute coronary syndrome

2 08NOV2020 55/C 3 No O NA/TC/TCN RG Y/N

>55/
C459100
1 1231
12314014

3^ NERV Tremor/
left hand tremor

1 31AUG2020 7/C 1 No O NA N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1231 
12314019

3^ GASTR Dyspepsia/
Worsening of heartburn

1 27AUG2020 3/8 1 No O NA/TC R 
(03SEP2020)

N/N

MUSC Back pain/
Back pain

1 27AUG2020 3/22 1 No O NA R 
(17SEP2020)

N/N

>55/
C459100
1 1231 
12314025

3^ NERV Headache/
Headache

2 01OCT2020 16/1 1 No O NA R 
(01OCT2020)

N/N

VASC Hypertension/
Exacerbation of arterial 

hypertension

2 01OCT2020 16/1 1 No O NA/TC R 
(01OCT2020)

N/N

MUSC Back pain/
LOWER BACK PAIN

2 20OCT2020 35/5 1 No O NA R 
(24OCT2020)

N/N

>55/
C459100
1 1231 
12314035

3^ CARD Angina pectoris/
Angina Pectoris

2 20SEP2020 7/5 3 No O NA/TC/TCN R 
(24SEP2020)

Y/N

PSYCH Anxiety/
Anxiety Crysis

2 29SEP2020 16/1 2 No O NA R 
(29SEP2020)

N/N

>55/
C459100
1 1231 
12314044

3^ INJ&P Tooth fracture/
Molar fracture

2 10OCT2020 28/5 1 No O NA/TC R 
(14OCT2020)

N/N

>55/
C459100
1 1231 
12314054

3^ SKIN Pruritus/
pruritus on torax and abdomen 

zone

1 25AUG2020 1/2 1 Yes NA R 
(26AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Pyrexia/
fever

1 26AUG2020 2/1 1 Yes NA R 
(26AUG2020)

N/N

NERV Headache/
headache

1 26AUG2020 2/1 1 Yes NA R 
(26AUG2020)

N/N

>55/
C459100
1 1231 
12314060

3^ PSYCH Anxiety/
Anxiety crisis

1 25SEP2020 32/4 1 No O NA R 
(28SEP2020)

N/N

>55/
C459100
1 1231 
12314063

3^ NERV Tension headache/
Morning Tension Headache

2 15OCT2020 31/6 1 No O NA R 
(20OCT2020)

N/N

>55/
C459100
1 1231 
12314089

3^ MUSC Back pain/
worsening low back pain

1 10SEP2020 16/6 1 No O NA/TC R 
(15SEP2020)

N/N

>55/
C459100
1 1231 
12314103

3^ MUSC Muscle contracture/
left arm and shoulder muscle 

contracture

1 05SEP2020 11/6 2 No O NA/TC/TCN R 
(10SEP2020)

N/N

>55/
C459100
1 1231 
12314139

3^ INFEC Tooth infection/
dental infection

2 12OCT2020 29/3 1 No O NA/TC R 
(14OCT2020)

N/N

>55/
C459100
1 1231 
12314149

3^ MUSC Myalgia/
myalgia in lower limbs

1 30AUG2020 5/23 2 Yes NA R 
(21SEP2020)

N/N

MUSC Arthralgia/
ankles arthralgia

2 28SEP2020 15/C 1 No O NA/TC N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Arthralgia/
hip arthralgia

2 28SEP2020 15/C 1 No O NA/TC N N/N

Arthralgia/
knees arthralgia

2 28SEP2020 15/C 1 No O NA/TC N N/N

Arthralgia/
spinal column arthralgia

2 28SEP2020 15/C 1 No O NA/TC N N/N

>55/
C459100
1 1231 
12314164

3^ INJ&P Thermal burn/
right forearm and hand burn

1 11SEP2020 17/38 1 No O NA/TC RS 
(18OCT2020)

N/N

>55/
C459100
1 1231 
12314187

3^ GENRL Chills/
isolated chills

1 09SEP2020 15/2 1 No O NA R 
(10SEP2020)

N/N

>55/
C459100
1 1231 
12314197

3^ MUSC Arthralgia/
Hip joint pain

2 11NOV2020 59/C 1 No O NA/TC N N/N

>55/
C459100
1 1231 
12314214

3^ GASTR Abdominal pain/
Nonspecific abdominal pain

2 15OCT2020 32/1 1 No O NA R 
(15OCT2020)

N/N

GASTR Abdominal pain/
Abdominal pain

2 28OCT2020 45/C 1 No O NA N N/N

>55/
C459100
1 1231 
12314216

3^ INFEC Appendicitis/
Acute Appendicitis

1 05SEP2020 11/5 3 No O NA/TC/TCN R 
(09SEP2020)

Y/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

EAR Vertigo/
Vertigo

1 07OCT2020 43/C 2 No O NA N N/N

VASC Orthostatic hypotension/
orthostatic hypotension

1 11OCT2020 47/2 1 No O NA R 
(12OCT2020)

N/N

>55/
C459100
1 1231 
12314231

3^ INFEC Laryngitis/
Worsening of chronic laryngitis.

2 09OCT2020 26/6 1 No O NA/TC R 
(14OCT2020)

N/N

>55/
C459100
1 1231 
12314234

3^ GENRL Injection site pain/
Local pain at injection site

1 26AUG2020 1/3 1 Yes NA R 
(28AUG2020)

N/N

>55/
C459100
1 1231 
12314255

3^ BLOOD Lymphadenopathy/
Painful left axillary adenopathy

2 19SEP2020 4/4 1 No O NA/TC R 
(22SEP2020)

N/N

>55/
C459100
1 1231 
12314258

3^ GENRL Asthenia/
Asthenia

1 27AUG2020 2/1 2 Yes NA/TC R 
(27AUG2020)

N/N

>55/
C459100
1 1231 
12314281

3^ NERV Dizziness/
LIPOTHYMIA(DIZZINESS)

2 15SEP2020 2/1 2 No O NA/TC/TCN R 
(15SEP2020)

N/N

>55/
C459100
1 1231 
12314289

3^ NERV Headache/
headache

2 23SEP2020 10/5 1 Yes NA R 
(27SEP2020)

N/N

>55/
C459100

3^ GASTR Dyspepsia/
Postprandial dyspepsia

2 09OCT2020 25/C 1 No O NA/TC N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12314299

>55/
C459100
1 1231 
12314313

3^ GENRL Asthenia/
ASTHENIA

1 02SEP2020 8/4 1 No O NA R 
(05SEP2020)

N/N

>55/
C459100
1 1231 
12314332

3^ INFEC Urinary tract infection/
urinary infection

2 20SEP2020 6/5 1 No O NA/TC R 
(24SEP2020)

N/N

INFEC Urinary tract infection/
urinary infection

2 20OCT2020 36/10 1 No O NA/TC R 
(29OCT2020)

N/N

>55/
C459100
1 1231 
12314378

3^ SKIN Dermatitis allergic/
skin allergy that was located in 

the neck and between the 
eyebrows

2 02OCT2020 16/5 1 No O NA/TC R 
(06OCT2020)

N/N

>55/
C459100
1 1231 
12314384

3^ UNC BROWNISH 
EJACULATION@@/
brownish ejaculation

2 13NOV2020 58/C 1 No O NA N N/N

>55/
C459100
1 1231 
12314401

3^ SKIN Psoriasis/
exacerbation of his psoriasis 

manifests itself in both legs, both 
elbows, gluteal region and back

2 23SEP2020 8/22 2 No O NA/TC R 
(14OCT2020)

N/N

>55/
C459100
1 1231 
12314412

3^ NERV Presyncope/
Vasovagal hypotension

2 21OCT2020 35/1 1 No O NA R 
(21OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1231 
12314413

3^ INFEC Tooth infection/
Dental infection

2 06NOV2020 41/5 1 No O NA/TC R 
(10NOV2020)

N/N

>55/
C459100
1 1231 
12314428

3^ NERV Headache/
headache.

2 09OCT2020 25/1 1 No O NA R 
(09OCT2020)

N/N

>55/
C459100
1 1231 
12314432

3^ GENRL Chills/
chills

1 27AUG2020 1/1 3 Yes NA R 
(27AUG2020)

N/N

NERV Headache/
Headache

1 27AUG2020 1/1 3 Yes NA R 
(27AUG2020)

N/N

RESP Rhinorrhoea/
Rhinorrhea

1 27AUG2020 1/1 3 Yes NA R 
(27AUG2020)

N/N

>55/
C459100
1 1231 
12314446

3^ MUSC Back pain/
low back pain

2 10OCT2020 25/4 1 No O NA/TC R 
(13OCT2020)

N/N

>55/
C459100
1 1231 
12314453

3^ SURG Lacrimal duct procedure/
Tear duct closure for dry eye.

2 17OCT2020 32/1 1 No O NA/TCN R 
(17OCT2020)

N/N

>55/
C459100
1 1231 
12314458

3^ VASC Hypertension/
Exacerbation of arterial 

hypertension

1 14SEP2020 19/4 1 No O NA/TC R 
(17SEP2020)

N/N

>55/
C459100

3^ MUSC Back pain/
back pain

1 29AUG2020 3/3 1 No O NA/TC R 
(31AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12314469

>55/
C459100
1 1231 
12314495

3^ INFEC Onychomycosis/
worsering of onychomycosis

1 31AUG2020 5/C 1 No O NA/TC RG N/N

>55/
C459100
1 1231 
12314518

3^ GASTR Odynophagia/
ODYNOPHAGIA

1 11SEP2020 16/2 1 No O NA R 
(12SEP2020)

N/N

>55/
C459100
1 1231 
12314561

3^ MUSC Back pain/
low back pain

1 29AUG2020 3/3 1 No O NA/TC/TCN R 
(31AUG2020)

N/N

MUSC Muscle spasms/
Cramps in left lower limb

2 17SEP2020 3/4 2 No O NA/TC R 
(20SEP2020)

N/N

Myalgia/
Moderate general myalgia

2 17SEP2020 3/4 2 Yes NA/TC R 
(20SEP2020)

N/N

>55/
C459100
1 1231 
12314567

3^ GENRL Injection site pain/
local pain in the left arm at 

injection site

2 16SEP2020 2/4 3 Yes NA/TC R 
(19SEP2020)

N/N

>55/
C459100
1 1231 
12314579

3^ INJ&P Skin abrasion/
excoriation on the thumb of the 

right hand

2 03NOV2020 50/1 1 No O NA/TC R 
(03NOV2020)

N/N

>55/
C459100

3^ GASTR Dry mouth/
dry mouth

1 11SEP2020 16/C 1 No O NA N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12314657

SKIN Rash/
skin rash on the face

1 12SEP2020 17/3 1 No O NA R 
(14SEP2020)

N/N

GENRL Face oedema/
edema on face

2 21SEP2020 7/6 1 No O NA/TC/TCN R 
(26SEP2020)

N/N

REPRO Pruritus genital/
ITCHING OF GENITALS

2 21SEP2020 7/6 1 No O NA/TC R 
(26SEP2020)

N/N

SKIN Pruritus/
ITCHING OF THE SCALP

2 21SEP2020 7/6 1 No O NA/TC R 
(26SEP2020)

N/N

>55/
C459100
1 1231 
12314668

3^ INFEC Tooth infection/
Odontogenic infection

2 28SEP2020 13/6 1 No O NA/TC/TCN R 
(03OCT2020)

N/N

>55/
C459100
1 1231 
12314675

3^ NERV Hypoaesthesia/
increase of frequency of 

hypoesthesia at the level of the 
left upper limb

1 30AUG2020 3/24 1 No O NA R 
(22SEP2020)

N/N

>55/
C459100
1 1231 
12314681

3^ NERV Myoclonus/
chin myoclonus

1 05SEP2020 9/66 1 No O NA R 
(09NOV2020)

N/N

>55/
C459100
1 1231 
12314690

3^ GASTR Gastrooesophageal reflux 
disease/

exacerbation of gastroesophageal 
reflux

2 01OCT2020 16/29 1 No O NA/TC R 
(29OCT2020)

N/N

>55/
C459100

3^ METAB Hyperglycaemia/
Hyperglycemia

2 05OCT2020 20/6 1 No O NA/TC/TCN R 
(10OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12314707

>55/
C459100
1 1231 
12314807

3^ VASC Hypertensive crisis/
hypertensive crisis

1 08SEP2020 12/2 3 No O NA/TC/TCN R 
(09SEP2020)

N/N

PSYCH Panic attack/
panic attack

1 14SEP2020 18/1 1 No O NA R 
(14SEP2020)

N/N

>55/
C459100
1 1231 
12314879

3^ SKIN Rash/
localised back exanthema

2 15OCT2020 30/C 1 No O NA/TC RG N/N

>55/
C459100
1 1231 
12314891

3^ PSYCH Depression/
Acute Depressive Syndrome

2 05NOV2020 51/C 2 No O NA/TC RG N/N

>55/
C459100
1 1231 
12314898

3^ INFEC Pneumonia/
community acquired pneumonia

2 03OCT2020 18/13 3 No O NA/TC/TCN R 
(15OCT2020)

Y/N

>55/
C459100
1 1231 
12314911

3^ NERV Headache/
Headache

1 29AUG2020 2/18 1 Yes NA/TC R 
(15SEP2020)

N/N

>55/
C459100
1 1231
12314916

3^ METAB Hypertriglyceridaemia/
Hypertriglyceridemia

1 12SEP2020 16/29 1 No O NA/TC R 
(10OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1231 
12314953

3^ INFEC Tooth infection/
dental infection

2 18OCT2020 31/10 1 No O NA/TC R 
(27OCT2020)

N/N

SKIN Rash pruritic/
Pruritic rash in lower back, 

abdomen and neck.

2 30OCT2020 43/7 1 No O NA R 
(05NOV2020)

N/N

>55/
C459100
1 1231 
12314960

3^ GENRL Axillary pain/
left armpit pain

2 18SEP2020 1/3 1 Yes NA/TC R 
(20SEP2020)

N/N

GENRL Application site pruritus/
itching at the product application 

site

2 20SEP2020 3/6 1 Yes NA R 
(25SEP2020)

N/N

>55/
C459100
1 1231 
12314961

3^ GENRL Induration/
local induration

1 29AUG2020 2/2 1 Yes NA R 
(30AUG2020)

N/N

Injection site erythema/
erythema at injection site

1 29AUG2020 2/2 1 Yes NA R 
(30AUG2020)

N/N

Pain/
pain

1 29AUG2020 2/2 1 Yes NA R 
(30AUG2020)

N/N

>55/
C459100
1 1231 
12314966

3^ VASC Hypertension/
arterial hypertension

2 20SEP2020 5/28 1 No O NA/TC R 
(17OCT2020)

N/N

>55/
C459100
1 1231 
12314972

3^ RESP Bronchospasm/
Worsening bronchospasm

1 29AUG2020 2/18 2 No O NA/TC R 
(15SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1231 
12314973

3^ NERV Headache/
Mild and intermittent headache. 

Retro ocular location.

1 29AUG2020 2/6 1 Yes NA/TC R 
(03SEP2020)

N/N

>55/
C459100
1 1231 
12314988

3^ MUSC Muscle spasms/
Rigth masseter muscle spasm

2 17SEP2020 2/C 1 No O NA/TC N N/N

>55/
C459100
1 1231 
12314993

3^ INFEC Herpes zoster/
herpez zooster in left orbital 

region

2 19SEP2020 2/12 1 No O NA/TC R 
(30SEP2020)

N/N

>55/
C459100
1 1231 
12315004

3^ EAR Vertigo positional/
benign paroxysmal positional 

vertigo

2 21SEP2020 4/3 2 No O NA/TC/TCN R 
(23SEP2020)

N/N

>55/
C459100
1 1231 
12315010

3^ VASC Hypertension/
HYPERTENSION

1 31AUG2020 4/3 2 No O NA/TC R 
(02SEP2020)

N/N

>55/
C459100
1 1231 
12315017

3^ GASTR Toothache/
Toothache

1 05SEP2020 9/8 1 No O NA/TC R 
(12SEP2020)

N/N

>55/
C459100
1 1231 
12315018

3^ MUSC Back pain/
Low back pain

1 16SEP2020 20/1 2 No O NA/TC R 
(16SEP2020)

N/N

>55/
C459100

3^ BLOOD Lymphadenopathy/
Left cervical adenopathy

2 21SEP2020 6/4 1 No O NA R 
(24SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12315023

>55/
C459100
1 1231 
12315025

3^ GASTR Irritable bowel syndrome/
Irritable bowel syndrome 

exacerbation

2 06OCT2020 21/4 2 No O NA/TC/TCN R 
(09OCT2020)

N/N

>55/
C459100
1 1231 
12315030

3^ MUSC Groin pain/
groin pain

1 01SEP2020 5/35 2 No O NA R 
(05OCT2020)

N/N

>55/
C459100
1 1231 
12315032

3^ SKIN Pruritus/
Itching with small vesicles, 

macules and scabs on the hands 
and feet.

2 18SEP2020 3/C 1 No O NA/TC N N/N

>55/
C459100
1 1231 
12315044

3^ INFEC Gastroenteritis/
gastroenteritis

1 06SEP2020 10/5 1 No O NA R 
(10SEP2020)

N/N

>55/
C459100
1 1231 
12315049

3^ GENRL Chills/
Chills

2 17SEP2020 2/1 2 Yes NA/TC R 
(17SEP2020)

N/N

Pyrexia/
Fever

2 17SEP2020 2/1 2 Yes NA/TC R 
(17SEP2020)

N/N

>55/
C459100
1 1231 
12315051

3^ SURG Tooth extraction/
tooth extraction

2 05OCT2020 20/1 2 No O NA/TC/TCN R 
(05OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1231 
12315058

3^ GENRL Injection site pain/
Pain at injection site

1 30AUG2020 2/2 1 Yes NA R 
(31AUG2020)

N/N

>55/
C459100
1 1231 
12315106

3^ VASC Hypertension/
arterial hypertension

2 20SEP2020 4/2 2 No O NA/TC R 
(21SEP2020)

N/N

>55/
C459100
1 1231 
12315148

3^ NERV Paraesthesia/
paresthesias of the right forearm

2 12OCT2020 26/C 1 No O NA RG N/N

>55/
C459100
1 1231 
12315159

3^ SKIN Dermatitis exfoliative/
desquamative dermatits

1 01SEP2020 4/58 1 No O NA R 
(28OCT2020)

N/N

>55/
C459100
1 1231 
12315237

3^ INFEC Gastroenteritis/
GASTROENTERITIS

1 05SEP2020 8/8 2 No O NA/TC R 
(12SEP2020)

N/N

>55/
C459100
1 1231 
12315250

3^ GENRL Asthenia/
asthenia

2 20SEP2020 2/2 2 Yes NA R 
(21SEP2020)

N/N

>55/
C459100
1 1231 
12315273

3^ HEPAT Biliary colic/
Biliary colic

2 22SEP2020 6/3 3 No O NA/TC R 
(24SEP2020)

N/N

>55/
C459100

3^ NERV Burning sensation/
Lower limbs burning sensation.

2 13OCT2020 27/25 1 No O NA R 
(06NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12315290

>55/
C459100
1 1231 
12315293

3^ GENRL Peripheral swelling/
Pain and swelling in the first 
phalanx of your right index 

finger

2 28OCT2020 42/C 1 No O NA RG N/N

>55/
C459100
1 1231 
12315305

3^ GENRL Reactogenicity event/
local reactogenicity

2 17SEP2020 1/8 2 Yes NA/TC R 
(24SEP2020)

N/N

>55/
C459100
1 1231 
12315315

3^ MUSC Back pain/
Low back pain

2 24SEP2020 8/4 1 No O NA/TC R 
(27SEP2020)

N/N

>55/
C459100
1 1231 
12315336

3^ SKIN Pruritus/
mild itching

1 29AUG2020 1/23 1 No O NA R 
(20SEP2020)

N/N

>55/
C459100
1 1231 
12315341

3^ IMMU
N

Allergy to arthropod bite/
Allergic reaction secondary to 

insect bite

2 08NOV2020 53/C 1 No O NA/TC RG N/N

>55/
C459100
1 1231 
12315345

3^ EAR Tinnitus/
TINNITUS IN LEFT EAR

1 09SEP2020 12/C 1 No O NA RG N/N

>55/
C459100
1 1231 
12315366

3^ REPRO Breast calcifications/
Microcalcifications in the right 

breast

2 10OCT2020 24/C 1 No O NA N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1231 
12315382

3^ SURG Tooth extraction/
tooth extraction

1 15SEP2020 17/16 1 No O NA/TC R 
(30SEP2020)

N/N

>55/
C459100
1 1231 
12315384

3^ GASTR Haemorrhoidal haemorrhage/
Hemorrhoidal bleeding

2 20SEP2020 2/32 1 No O NA/TC/TCN R 
(21OCT2020)

N/N

>55/
C459100
1 1231 
12315404

3^ RENAL Haematuria/
macroscopic haematuria

1 31AUG2020 2/33 1 No O NA/TC R 
(02OCT2020)

N/N

RENAL Haematuria/
Gross hematuria

2 10OCT2020 3/12 1 No O NA R 
(21OCT2020)

N/N

>55/
C459100
1 1231 
12315410

3^ EYE Cataract/
bilateral cataract

2 23SEP2020 6/C 1 No O NA N N/N

>55/
C459100
1 1231 
12315455

3^ MUSC Back pain/
low back pain

1 14SEP2020 16/1 2 No O NA/TC R 
(14SEP2020)

N/N

>55/
C459100
1 1231 
12315507

3^ INFEC Bone abscess/
abscessed lesion in left iliac 

fossa

2 29SEP2020 12/15 1 No O NA/TC/TCN R 
(13OCT2020)

N/N

>55/
C459100
1 1231 
12315509

3^ ENDO Hypothyroidism/
hypothyroidism

2 13OCT2020 25/31 1 No O NA/TC R 
(12NOV2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

METAB Insulin resistance/
Resistance to the insulin

2 13OCT2020 25/31 1 No O NA/TC/TCN R 
(12NOV2020)

N/N

>55/
C459100
1 1231 
12315510

3^ GASTR Abdominal pain upper/
epigastralgia

1 07SEP2020 9/12 1 No O NA/TC R 
(18SEP2020)

N/N

METAB Type 2 diabetes mellitus/
Diabetes type 2

1 11SEP2020 13/1 1 No O NA/TC/TCN R 
(11SEP2020)

N/N

>55/
C459100
1 1231 
12315520

3^ INV Body temperature increased/
Body temperature increased

1 06SEP2020 8/4 1 No O NA/TC R 
(09SEP2020)

N/N

>55/
C459100
1 1231 
12315571

3^ MUSC Muscle contracture/
pectoral muscle contracture

1 07SEP2020 8/4 2 No O NA/TC/TCN R 
(10SEP2020)

N/N

>55/
C459100
1 1231 
12315598

3^ NERV Dysgeusia/
dysgeusia

1 06SEP2020 7/2 1 No O NA R 
(07SEP2020)

N/N

>55/
C459100
1 1231 
12315607

3^ MUSC Back pain/
Moderate low back pain

2 24SEP2020 6/5 2 No O NA R 
(28SEP2020)

N/N

>55/
C459100
1 1231 
12315617

3^ RESP Epistaxis/
Acute epistaxis of the right 

nostril

2 09OCT2020 21/1 2 No O NA/TCN R 
(09OCT2020)

N/N

>55/
C459100

3^ INJ&P Animal bite/
dog bite injury in left outer thigh

1 18SEP2020 19/8 2 No O NA/TC R 
(25SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1231 
12315625

>55/
C459100
1 1231 
12315632

3^ INFEC Suspected COVID-19/
Probable COVID-19 illnes

2 17OCT2020 29/C 4 No O NA/TC N Y/N

GASTR Gastrooesophageal reflux 
disease/

Gastroesophageal reflux disease

2 30OCT2020 42/C 2 No O NA/TC N N/N

>55/
C459100
1 1231 
12315653

3^ NERV Ischaemic stroke/
Ischemic stroke

2 12OCT2020 24/5 2 No O NA/TC R 
(16OCT2020)

Y/N

>55/
C459100
1 1231 
12315665

3^ NERV Headache/
Mild Headache

1 31AUG2020 1/2 1 No O NA R 
(01SEP2020)

N/N

SKIN Pruritus/
Generalized Pruritus

1 31AUG2020 1/2 1 No O NA R 
(01SEP2020)

N/N

Rash erythematous/
Generalized pruritic 
erythematous rash

1 31AUG2020 1/2 1 Yes NA R 
(01SEP2020)

N/N

Rash/
Facial Rash

1 31AUG2020 1/2 1 No O NA R 
(01SEP2020)

N/N

>55/
C459100
1 1231 
12315683

3^ INFEC Periodontitis/
periodontitis

2 15OCT2020 27/3 1 No O NA/TC/TCN R 
(17OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1232 
12321203

3^ MUSC Back pain/
Backache

1 09SEP2020 2/2 2 Yes NA R 
(10SEP2020)

N/N

MUSC Back pain/
Backache

2 28SEP2020 1/2 2 Yes NA R 
(29SEP2020)

N/N

>55/
C459100
1 1235 
12351086

3^ GENRL Fatigue/
fatigue

2 06OCT2020 1/11 2 Yes NA R 
(16OCT2020)

N/N

MUSC Myalgia/
Muscle aches

2 06OCT2020 1/3 2 Yes NA/TC R 
(08OCT2020)

N/N

>55/
C459100
1 1235 
12351095

3^ GASTR Diarrhoea/
Diarrhea

1 24SEP2020 9/2 1 No CD NA/TC R 
(25SEP2020)

N/N

>55/
C459100
1 1235 
12351120

3^ MUSC Myalgia/
localized myalgia

2 10OCT2020 2/3 2 Yes NA R 
(12OCT2020)

N/N

>55/
C459100
1 1235 
12351123

3^ GASTR Vomiting/
vomiting

2 12OCT2020 1/12 1 Yes NA/TC R 
(23OCT2020)

N/N

GENRL Chills/
chills

2 12OCT2020 1/12 2 Yes NA/TC R 
(23OCT2020)

N/N

Pyrexia/
fever

2 12OCT2020 1/12 2 Yes NA/TC R 
(23OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Arthralgia/
joint aches

2 12OCT2020 1/12 1 Yes NA/TC R 
(23OCT2020)

N/N

RESP Dyspnoea/
shortness of breath

2 12OCT2020 1/12 2 No O NA/TC R 
(23OCT2020)

N/N

Oropharyngeal pain/
sore throat

2 12OCT2020 1/12 1 No O NA/TC R 
(23OCT2020)

N/N

>55/
C459100
1 1235 
12351139

3^ GENRL Pyrexia/
Pyrexia

2 17OCT2020 2/2 1 Yes NA/TC R 
(18OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 17OCT2020 2/2 1 Yes NA/TC R 
(18OCT2020)

N/N

>55/
C459100
1 1235 
12351148

3^ GENRL Fatigue/
Fatigue

2 14OCT2020 1/2 1 Yes NA R 
(15OCT2020)

N/N

>55/
C459100
1 1235 
12351150

3^ INFEC Urinary tract infection/
urinary tract infection

1 10OCT2020 17/11 2 No O NA/TC R 
(20OCT2020)

N/N

>55/
C459100
1 1241 
12411008

3^ GENRL Injection site pain/
Injection site pain

1 07AUG2020 1/1 1 Yes NA R 
(07AUG2020)

N/Y

NERV Headache/
Headache

1 07AUG2020 1/4 1 Yes NA R 
(10AUG2020)

N/N

>55/
C459100

3^ GENRL Injection site pain/
Injection site burning

1 10AUG2020 1/1 1 Yes NA R 
(10AUG2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1241 
12411015

>55/
C459100
1 1241 
12411035

3^ GENRL Injection site pain/
injection site pain

1 11AUG2020 1/1 1 Yes NA R 
(11AUG2020)

N/Y

>55/
C459100
1 1241 
12411092

3^ INFEC Conjunctivitis/
Conjunctivitis

1 18AUG2020 6/28 1 No O NA/TC R 
(14SEP2020)

N/N

>55/
C459100
1 1241 
12411105

3^ GENRL Injection site swelling/
Injection site swelling

1 13AUG2020 1/1 1 Yes NA R 
(13AUG2020)

N/Y

>55/
C459100
1 1241 
12411182

3^ GENRL Injection site pain/
Injection site pain

2 09SEP2020 1/1 1 Yes NA R 
(09SEP2020)

N/Y

>55/
C459100
1 1241 
12411187

3^ MUSC Back pain/
Backache

1 04SEP2020 19/1 1 No O NA/TC R 
(04SEP2020)

N/N

>55/
C459100
1 1241 
12411196

3^ NERV Dysgeusia/
Bitter taste

2 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

>55/
C459100
1 1241 
12411306

3^ GASTR Diarrhoea/
Diarrhea

2 11SEP2020 2/4 2 Yes NA R 
(14SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1241 
12411320

3^ GENRL Injection site pain/
Injection site pain

2 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

>55/
C459100
1 1241 
12411322

3^ NERV Headache/
Headache

1 28AUG2020 10/2 1 No O NA/TC R 
(29AUG2020)

N/N

>55/
C459100
1 1241 
12411340

3^ NERV Headache/
Headache

1 21AUG2020 2/2 1 No O NA/TC R 
(22AUG2020)

N/N

GENRL Injection site pain/
Injection site pain

2 11SEP2020 1/2 1 Yes NA R 
(12SEP2020)

N/N

>55/
C459100
1 1241 
12411352

3^ NERV Headache/
Headache

2 02OCT2020 22/1 1 No O NA/TC R 
(02OCT2020)

N/N

>55/
C459100
1 1241 
12411394

3^ GENRL Injection site pain/
Injection site pain

1 21AUG2020 1/2 1 Yes NA R 
(22AUG2020)

N/Y

>55/
C459100
1 1241 
12411479

3^ INFEC Otitis media acute/
Acute otitis media

2 10OCT2020 26/11 1 No O NA R 
(20OCT2020)

N/N

>55/
C459100
1 1241 
12411485

3^ GENRL Pyrexia/
Fever

2 16SEP2020 2/1 2 Yes NA R 
(16SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1241 
12411498

3^ GENRL Pyrexia/
Fever

2 15SEP2020 1/1 1 Yes NA R 
(15SEP2020)

N/N

>55/
C459100
1 1241 
12411523

3^ GENRL Fatigue/
Fatigue

1 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1241 
12411545

3^ GENRL Fatigue/
Fatigue

1 03SEP2020 2/1 1 Yes NA R 
(03SEP2020)

N/N

Injection site pain/
Injection site pain

1 03SEP2020 2/1 2 Yes NA R 
(03SEP2020)

N/N

NERV Headache/
Headache

1 03SEP2020 2/1 2 Yes NA R 
(03SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 22SEP2020 1/2 1 Yes NA/TC R 
(23SEP2020)

N/N

Pyrexia/
Fever

2 22SEP2020 1/3 2 Yes NA/TC R 
(24SEP2020)

N/N

INJ&P Fall/
Fall from own height

2 23SEP2020 2/1 3 No O NA R 
(23SEP2020)

N/N

NERV Dizziness/
Dizziness

2 23SEP2020 2/1 2 Yes NA/TC R 
(23SEP2020)

N/N

Dizziness/
Lipothymia (Dizziness)

2 23SEP2020 2/1 3 No O NA R 
(23SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1241 
12411550

3^ GENRL Fatigue/
Fatigue

2 22SEP2020 1/4 1 Yes NA R 
(25SEP2020)

N/N

Injection site pain/
Injection site pain

2 22SEP2020 1/4 1 Yes NA R 
(25SEP2020)

N/N

>55/
C459100
1 1241 
12411554

3^ GENRL Injection site pain/
Injection site pain

1 03SEP2020 2/1 1 Yes NA R 
(03SEP2020)

N/N

GENRL Fatigue/
Prostration

2 23SEP2020 2/2 1 Yes NA/TC R 
(24SEP2020)

N/N

Pyrexia/
Fever

2 23SEP2020 2/2 1 Yes NA/TC R 
(24SEP2020)

N/N

>55/
C459100
1 1241 
12411585

3^ GENRL Pyrexia/
Fever

2 23SEP2020 2/1 1 Yes NA/TC R 
(23SEP2020)

N/N

NERV Headache/
Headache

2 23SEP2020 2/1 1 Yes NA/TC R 
(23SEP2020)

N/N

>55/
C459100
1 1241 
12411615

3^ GENRL Injection site pain/
Injection site pain

2 23SEP2020 1/1 1 Yes NA R 
(23SEP2020)

N/N

>55/
C459100
1 1241 
12411623

3^ GENRL Fatigue/
Tiredness

2 23SEP2020 1/3 1 Yes NA R 
(25SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Injection site pain

2 23SEP2020 1/3 1 Yes NA R 
(25SEP2020)

N/N

>55/
C459100
1 1241 
12411628

3^ GENRL Fatigue/
Fatigue

2 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

>55/
C459100
1 1241 
12411643

3^ HEPAT Cholecystitis/
Acute cholecystitis with 

cholelithiasis

2 24OCT2020 31/5 3 No O NA/TC R 
(28OCT2020)

Y/N

>55/
C459100
1 1241 
12411644

3^ GENRL Chills/
Chills

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

Fatigue/
Fatigue

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

NERV Headache/
Headache

2 25SEP2020 2/2 1 Yes NA R 
(26SEP2020)

N/N

>55/
C459100
1 1241 
12411670

3^ GENRL Injection site pain/
Injection site pain

2 30SEP2020 2/3 2 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1241 
12411671

3^ INFEC Vulvovaginal candidiasis/
Vaginal candidiasis

1 20SEP2020 11/4 1 No O NA/TC R 
(23SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INFEC Urinary tract infection/
Urinary tract infection

2 20OCT2020 22/7 1 No O NA/TC R 
(26OCT2020)

N/N

>55/
C459100
1 1241 
12411675

3^ GENRL Injection site pain/
Injection site pain

2 05OCT2020 1/2 1 Yes NA R 
(06OCT2020)

N/N

>55/
C459100
1 1241 
12411676

3^ GENRL Injection site pain/
Injection site pain

2 05OCT2020 1/2 1 Yes NA R 
(06OCT2020)

N/N

Pyrexia/
Fever

2 05OCT2020 1/2 1 Yes NA R 
(06OCT2020)

N/N

>55/
C459100
1 1241 
12411704

3^ GENRL Injection site pain/
Injection site pain

1 16SEP2020 2/2 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1241 
12411711

3^ GENRL Injection site pain/
Injection site pain

1 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

GENRL Pyrexia/
Fever

2 06OCT2020 2/1 1 Yes NA R 
(06OCT2020)

N/N

>55/
C459100
1 1241 
12411728

3^ GENRL Injection site pain/
Injection site pain

1 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

>55/
C459100
1 1241 
12411732

3^ GENRL Injection site swelling/
Injection site swelling

1 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1241 
12411746

3^ MUSC Arthralgia/
Arthralgia in the left knee

1 22SEP2020 7/6 2 Yes NA/TC R 
(27SEP2020)

N/N

Myalgia/
Muscle pains in left shoulder

1 22SEP2020 7/6 2 Yes NA/TC R 
(27SEP2020)

N/N

>55/
C459100
1 1241 
12411748

3^ GENRL Fatigue/
Fatigue

2 15OCT2020 2/2 1 Yes NA R 
(16OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 15OCT2020 2/2 1 Yes NA R 
(16OCT2020)

N/N

>55/
C459100
1 1241 
12411752

3^ GASTR Nausea/
Nausea

1 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N

NERV Headache/
Headache

1 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

GASTR Diarrhoea/
Diarrhea

2 07OCT2020 2/2 2 Yes NA/TCN R 
(08OCT2020)

N/N

GENRL Pain/
Body pain

2 07OCT2020 2/1 2 Yes NA/TC R 
(07OCT2020)

N/N

>55/
C459100
1 1241 
12411761

3^ GENRL Injection site pain/
Injection site pain

1 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100

3^ MUSC Myalgia/
Myalgia

2 08OCT2020 1/2 1 Yes NA/TC R 
(09OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1241 
12411794

>55/
C459100
1 1241 
12411796

3^ GENRL Chills/
Chills

1 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

NERV Headache/
Headache

1 19SEP2020 3/3 2 Yes NA/TC R 
(21SEP2020)

N/N

GASTR Diarrhoea/
Diarrhea

1 22SEP2020 6/3 2 Yes NA/TC R 
(24SEP2020)

N/N

>55/
C459100
1 1241 
12411821

3^ GENRL Injection site pain/
Injection site pain

1 17SEP2020 1/3 2 Yes NA R 
(19SEP2020)

N/N

GENRL Injection site pain/
Injection site pain

2 08OCT2020 1/4 1 Yes NA R 
(11OCT2020)

N/N

>55/
C459100
1 1241 
12411825

3^ INFEC Pyelonephritis acute/
ACUTE PYELINEPHRITIS

2 02NOV2020 26/C 2 No O NA/TC RG Y/N

BLOOD Hypochromic anaemia/
HYPOCHROMIC ANEMIA / 

MICROCYTIC

2 04NOV2020 28/C 1 No O NA N N/N

>55/
C459100
1 1241 
12411852

3^ GENRL Injection site pain/
Injection site pain

1 18SEP2020 2/3 2 Yes NA/TC R 
(20SEP2020)

N/N

>55/
C459100

3^ GENRL Injection site pain/
Injection site pain

1 18SEP2020 1/1 1 Yes NA R 
(18SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1241 
12411896

GENRL Fatigue/
Fatigue

1 19SEP2020 2/1 1 Yes NA R 
(19SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 11OCT2020 3/1 1 Yes NA R 
(11OCT2020)

N/N

>55/
C459100
1 1241 
12411902

3^ GENRL Injection site pain/
Injection site pain

2 08OCT2020 2/1 1 Yes NA R 
(08OCT2020)

N/N

>55/
C459100
1 1241 
12411910

3^ GENRL Chills/
Chills

2 10OCT2020 2/2 1 Yes NA R 
(11OCT2020)

N/N

Fatigue/
Fatigue

2 10OCT2020 2/2 1 Yes NA R 
(11OCT2020)

N/N

>55/
C459100
1 1241 
12411934

3^ GENRL Fatigue/
Fatigue

2 10OCT2020 2/1 2 Yes NA/TC R 
(10OCT2020)

N/N

>55/
C459100
1 1241 
12411938

3^ GENRL Chills/
Chills

2 07OCT2020 1/4 2 Yes NA R 
(10OCT2020)

N/N

Injection site pain/
Injection site pain

2 07OCT2020 1/4 2 Yes NA R 
(10OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 07OCT2020 1/4 2 Yes NA R 
(10OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1241 
12411959

3^ MUSC Back pain/
Backache

2 07OCT2020 1/1 1 No O NA/TC R 
(07OCT2020)

N/N

>55/
C459100
1 1241 
12412021

3^ GASTR Abdominal pain lower/
Abdominal pain in hypogastrium

2 23OCT2020 5/C 1 No O NA/TC RG N/N

>55/
C459100
1 1241 
12412042

3^ GENRL Chills/
Chills

1 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

Fatigue/
Fatigue

1 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

Injection site pain/
Injection site pain

1 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

Injection site pruritus/
Injection site itching

1 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

Injection site swelling/
Injection site swelling

1 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

NERV Headache/
Headache

1 01OCT2020 2/2 1 Yes NA R 
(02OCT2020)

N/N

>55/
C459100
1 1241 
12412075

3^ GENRL Chills/
Chills

1 01OCT2020 1/1 1 Yes NA R 
(01OCT2020)

N/N

Injection site pain/
Injection site pain

1 01OCT2020 1/3 1 Yes NA R 
(03OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1241 
12412125

3^ GENRL Injection site pain/
Injection site pain

1 03OCT2020 2/4 1 Yes NA/TCN R 
(06OCT2020)

N/N

>55/
C459100
1 1246 
12461035

3^ GENRL Chest pain/
Chest pain

2 10NOV2020 22/3 3 No O NA/TCN R 
(12NOV2020)

Y/N

>55/
C459100
1 1247 
12471039

3^ INJ&P Fall/
Fall

1 13OCT2020 19/1 2 No O NA R 
(13OCT2020)

N/N

Rib fracture/
Right 9th rib fractured

1 13OCT2020 19/C 2 No O NA/TC N N/N

>55/
C459100
1 1247 
12471093

3^ INFEC Nasopharyngitis/
Common cold*

29SEP2020 -7/7 1 No O NA R 
(05OCT2020)

N/N

PSYCH Insomnia/
Insomnia

1 23OCT2020 18/C 1 No O NA/TC N N/N

>55/
C459100
1 1247 
12471094

3^ INFEC Oral herpes/
Herpes Simplex of the lip

1 09OCT2020 11/7 1 No O NA/TC R 
(15OCT2020)

N/N

>55/
C459100
1 1247 
12471135

3^ NERV Cerebral infarction/
Left Middle Cerebral Artery 

Infarct

1 21OCT2020 22/C 3 No O P/TC/TCN N Y/N

NERV Cerebellar infarction/
Chronic cerebelar infarcts

1 23OCT2020 24/C 1 No O NA N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Cerebral atrophy/
Cerebral atrophy

1 23OCT2020 24/C 1 No O NA N N/N

>55/
C459100
1 1248 
12481002

3^ GENRL Injection site pain/
Injection Site Reaction (pain)

1 27AUG2020 2/2 1 Yes NA R 
(28AUG2020)

N/N

>55/
C459100
1 1248 
12481020

3^ GENRL Injection site pain/
Injection site reaction (pain)

1 29AUG2020 2/3 2 Yes NA R 
(31AUG2020)

N/N

>55/
C459100
1 1248 
12481021

3^ MUSC Pain in extremity/
Left arm pain

1 29AUG2020 2/2 1 Yes NA R 
(30AUG2020)

N/N

>55/
C459100
1 1248 
12481027

3^ GENRL Chills/
Chills

2 20SEP2020 1/2 1 Yes NA R 
(21SEP2020)

N/N

Injection site pain/
Injection site Pain

2 20SEP2020 1/2 1 Yes NA/TC R 
(21SEP2020)

N/N

Pain/
Bodyaches

2 20SEP2020 1/2 1 Yes NA/TC R 
(21SEP2020)

N/N

>55/
C459100
1 1248 
12481029

3^ GENRL Injection site pain/
Left Arm Pain at Injection Site 

Reaction

1 29AUG2020 1/4 2 Yes NA R 
(01SEP2020)

N/Y

>55/
C459100
1 1248 
12481040

3^ GENRL Injection site pruritus/
Injection Site Reaction Itching 

Mild

1 31AUG2020 2/3 1 Yes NA R 
(02SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site swelling/
Injection Site Reaction Swelling

1 31AUG2020 2/3 1 No O NA R 
(02SEP2020)

N/N

GENRL Injection site pain/
Injection site (pain)

2 20SEP2020 1/1 1 Yes NA/TC R 
(20SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 21SEP2020 2/1 1 Yes NA/TC R 
(21SEP2020)

N/N

>55/
C459100
1 1248 
12481041

3^ GASTR Diarrhoea/
Diarrhea

1 02SEP2020 4/1 2 No O NA R 
(02SEP2020)

N/N

>55/
C459100
1 1248 
12481047

3^ GENRL Injection site pain/
Injection Site Reaction Pain

1 01SEP2020 2/1 1 Yes NA R 
(01SEP2020)

N/N

GENRL Injection site pain/
Injection Site Reaction(pain)

2 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

GENRL Chills/
Chills

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

Fatigue/
Fatigue

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

>55/
C459100
1 1248 
12481049

3^ GENRL Injection site haemorrhage/
Injection Site 

Reaction(ecchymosis)

2 19SEP2020 2/23 1 Yes NA R 
(11OCT2020)

N/N

Injection site mass/
Injection Site Reaction 

(Lump/Knot)

2 19SEP2020 2/7 1 Yes NA R 
(25SEP2020)

N/N

NERV Dizziness/
Dizziness

2 13OCT2020 26/C 1 No O NA RG N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 2205

FDA-CBER-2021-5683-0128231



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1248 
12481058

3^ MUSC Arthralgia/
Right Knee Pain

1 12SEP2020 12/7 1 No O NA/TC R 
(18SEP2020)

N/N

>55/
C459100
1 1248 
12481083

3^ GASTR Abdominal pain upper/
Stomachache

1 23SEP2020 19/2 1 No O NA/TC R 
(24SEP2020)

N/N

>55/
C459100
1 1248 
12481084

3^ GENRL Chills/
Chills

2 25SEP2020 1/3 1 Yes NA R 
(27SEP2020)

N/N

Injection site pain/
Injection Site pain

2 25SEP2020 1/3 1 Yes NA/TC R 
(27SEP2020)

N/N

Pain/
Body aches

2 25SEP2020 1/3 1 Yes NA R 
(27SEP2020)

N/N

NERV Headache/
Headache

2 25SEP2020 1/3 1 Yes NA/TC R 
(27SEP2020)

N/N

>55/
C459100
1 1248 
12481090

3^ GENRL Injection site pain/
Right Arm soreness(Injection 

Site)

1 06SEP2020 1/2 1 Yes NA R 
(07SEP2020)

N/N

>55/
C459100
1 1248 
12481105

3^ NERV Burning sensation/
Burning Sensation in Leg

1 28SEP2020 20/2 1 No O NA R 
(29SEP2020)

N/N

>55/
C459100
1 1248 
12481120

3^ NERV Cerebrovascular accident/
Mild Stroke

1 23SEP2020 13/C 3 No O NA RG Y/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1248 
12481124

3^ GENRL Injection site pain/
injection Site Pain

2 03OCT2020 1/2 2 Yes NA/TC RS 
(04OCT2020)

N/N

>55/
C459100
1 1248 
12481128

3^ NERV Headache/
Headache

1 12SEP2020 1/2 1 Yes NA/TC R 
(13SEP2020)

N/N

>55/
C459100
1 1248 
12481132

3^ GENRL Fatigue/
Tiredness

1 12SEP2020 1/3 1 Yes NA R 
(14SEP2020)

N/N

Injection site pain/
Injection Site Reaction Pain

1 12SEP2020 1/3 1 Yes NA R 
(14SEP2020)

N/Y

METAB Decreased appetite/
Decreased Appetite

1 12SEP2020 1/2 1 Yes NA R 
(13SEP2020)

N/N

GASTR Diarrhoea/
Diarrhea

1 15SEP2020 4/3 1 Yes NA R 
(17SEP2020)

N/N

NERV Headache/
Headache

1 15SEP2020 4/3 1 Yes NA/TC R 
(17SEP2020)

N/N

>55/
C459100
1 1248 
12481139

3^ NERV Headache/
Headache

1 13SEP2020 2/2 1 Yes NA/TC R 
(14SEP2020)

N/N

>55/
C459100
1 1248 
12481140

3^ GENRL Injection site pain/
injection site reaction-Left upper 

arm pain

1 12SEP2020 1/3 1 Yes NA R 
(14SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1248 
12481142

3^ INV Body temperature increased/
Increase Temperature

1 14SEP2020 2/2 1 Yes NA R 
(15SEP2020)

N/N

NERV Headache/
Headache

1 14SEP2020 2/1 1 Yes NA R 
(14SEP2020)

N/N

>55/
C459100
1 1248 
12481148

3^ GENRL Injection site pain/
Injection site Pain

1 13SEP2020 1/4 1 Yes NA R 
(16SEP2020)

N/N

>55/
C459100
1 1248 
12481163

3^ NERV Headache/
Headache (R sided headache 

around R eye)

1 03OCT2020 20/3 1 No O NA/TC R 
(05OCT2020)

N/N

INFEC Brain abscess/
Brain abscess

2 10OCT2020 6/C 4 No O NA/TCN RG Y/N

Sinusitis/
Sinusitis

2 10OCT2020 6/C 3 No O NA/TCN RG N/N

>55/
C459100
1 1248 
12481184

3^ GENRL Injection site reaction/
Injection Site Reaction

1 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1248 
12481207

3^ GENRL Injection site pain/
Left Arm Pain at injection

1 18SEP2020 1/33 1 Yes NA R 
(20OCT2020)

N/N

>55/
C459100
1 1248 
12481241

3^ UNC PAIN IN SITE OF INJECTION 
RIGHT ARM@@/

Pain in site of injection right arm

2 14OCT2020 2/C 1 Yes N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1251 
12511028

3^ INJ&P Foot fracture/
broken right foot

2 23SEP2020 13/C 3 No O NA/TC/TCN RG N/N

>55/
C459100
1 1251 
12511050

3^ VASC Hypertension/
exacerbation of hypertension

1 04SEP2020 11/C 3 No O NA RG Y/N

>55/
C459100
1 1251 
12511055

3^ MUSC Arthralgia/
B/L knee soreness

1 28AUG2020 4/1 1 Yes NA R 
(28AUG2020)

N/N

>55/
C459100
1 1251 
12511056

3^ GENRL Chills/
Chills

1 26AUG2020 2/1 1 No O NA R 
(26AUG2020)

N/N

>55/
C459100
1 1251 
12511063

3^ GASTR Nausea/
nausea

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

GENRL Chills/
chills

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

NERV Headache/
headache

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1251 
12511087

3^ MUSC Arthralgia/
worsening of left shoulder pain

1 02SEP2020 3/C 2 Yes NA/TC N N/N

MUSC Exostosis/
Bone spur left shoulder

1 06OCT2020 37/C 1 No O NA/TC N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1251 
12511110

3^ GENRL Vaccination site swelling/
Left arm swelling at injection 

site after flu shot

2 15OCT2020 23/4 1 No O NA/TC R 
(18OCT2020)

N/N

>55/
C459100
1 1251 
12511116

3^ MUSC Myalgia/
muscle aches

1 10SEP2020 8/5 1 Yes NA R 
(14SEP2020)

N/N

>55/
C459100
1 1251 
12511151

3^ EYE Retinal detachment/
Detached Retina

2 09OCT2020 10/6 3 No O NA/TCN RS 
(14OCT2020)

N/N

>55/
C459100
1 1251 
12511158

3^ GENRL Injection site pain/
Pain at Injection Site Left 

Deltoid

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

GENRL Chills/
Chills

2 03OCT2020 2/1 1 Yes NA R 
(03OCT2020)

N/N

Fatigue/
Fatigue

2 03OCT2020 2/2 1 Yes NA R 
(04OCT2020)

N/N

Malaise/
Malaise

2 03OCT2020 2/2 1 Yes NA R 
(04OCT2020)

N/N

>55/
C459100
1 1251 
12511167

3^ GENRL Chills/
chills

2 06OCT2020 2/1 1 Yes NA/TCN R 
(06OCT2020)

N/N

RESP Oropharyngeal pain/
sore throat

2 06OCT2020 2/3 1 Yes NA/TC R 
(08OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1251 
12511186

3^ SKIN Rash/
Rash Chin Elbows Knees Neck

2 11OCT2020 3/C 1 No O NA/TC N N/N

UNC TONGUE AND THROAT 
SWELLING@@/

Tongue and throat swelling

2 30OCT2020 22/9 2 Yes NA/TC R 
(07NOV2020)

N/N

>55/
C459100
1 1251 
12511203

3^ GASTR Diarrhoea/
Diarrhea

1 28SEP2020 6/1 1 Yes NA/TC R 
(28SEP2020)

N/N

>55/
C459100
1 1254 
12541004

3^ GENRL Injection site pain/
injection site soreness

1 26AUG2020 1/2 2 Yes NA R 
(27AUG2020)

N/N

GENRL Fatigue/
fatigue

1 31AUG2020 6/5 2 Yes NA R 
(04SEP2020)

N/N

>55/
C459100
1 1254 
12541010

3^ GASTR Diarrhoea/
diarrhea

1 26AUG2020 1/3 1 Yes NA R 
(28AUG2020)

N/N

GASTR Diarrhoea/
diarrhea

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1254 
12541011

3^ GENRL Fatigue/
Fatigue

1 27AUG2020 2/2 1 Yes NA R 
(28AUG2020)

N/N

GENRL Chills/
chills

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Fatigue/
fatigue

2 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

Pain/
bodyache

2 17SEP2020 2/2 2 Yes NA/TC R 
(18SEP2020)

N/N

>55/
C459100
1 1254 
12541012

3^ SKIN Rash/
LEFT LOWER EXTREMITY 

RASH

1 02SEP2020 7/18 1 No O NA R 
(19SEP2020)

N/N

SKIN Blister/
ONE BLISTER (2.5 INCHES 
BELOW INJECTION SITE)

2 16SEP2020 1/4 1 No O NA R 
(19SEP2020)

N/N

>55/
C459100
1 1254 
12541014

3^ GENRL Injection site pain/
SORENESS AT INJECTION 

SITE

2 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

>55/
C459100
1 1254 
12541018

3^ GENRL Fatigue/
Fatigue

1 28AUG2020 1/6 2 Yes NA R 
(02SEP2020)

N/N

RESP Rhinorrhoea/
Runny Nose

1 31AUG2020 4/3 1 Yes NA R 
(02SEP2020)

N/N

GENRL Fatigue/
fatigue

2 19SEP2020 1/4 2 Yes NA R 
(22SEP2020)

N/N

Pain/
bodyache

2 19SEP2020 1/4 1 Yes NA/TC R 
(22SEP2020)

N/N

NERV Headache/
headache

2 20SEP2020 2/3 1 Yes NA/TC R 
(22SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1254 
12541025

3^ GENRL Injection site pain/
SORENESS OF INJECTION 

SITE

2 19SEP2020 2/4 1 Yes NA R 
(22SEP2020)

N/N

>55/
C459100
1 1254 
12541026

3^ GENRL Injection site pain/
SORENESS AT INJECTION 

SITE

2 18SEP2020 1/3 1 Yes NA/TC R 
(20SEP2020)

N/N

GENRL Fatigue/
FATIGUE

2 19SEP2020 2/3 1 Yes NA R 
(21SEP2020)

N/N

>55/
C459100
1 1254 
12541037

3^ GENRL Injection site pain/
Injection site pain

1 29AUG2020 1/2 1 Yes NA R 
(30AUG2020)

N/N

>55/
C459100
1 1254 
12541047

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 31AUG2020 1/4 1 Yes NA R 
(03SEP2020)

N/N

GENRL Chills/
chills

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

Injection site pain/
soreness at injection site

2 23SEP2020 1/3 1 Yes NA R 
(25SEP2020)

N/N

Pain/
bodyache

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

VASC Hypertension/
hypertension

2 02OCT2020 10/C 2 No O NA/TC RG N/N

MUSC Psoriatic arthropathy/
worsening of psoriatic arthritis

2 09OCT2020 17/C 2 No O NA/TC N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GASTR Gastrooesophageal reflux 
disease/

gastric reflux

2 16OCT2020 24/15 2 No O NA/TC R 
(30OCT2020)

N/N

>55/
C459100
1 1254 
12541048

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 01SEP2020 2/3 1 Yes NA R 
(03SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 23SEP2020 1/3 1 Yes NA R 
(25SEP2020)

N/N

Injection site pain/
SORENESS AT INJECTION 

SITE

2 23SEP2020 1/3 1 Yes NA R 
(25SEP2020)

N/N

Injection site swelling/
SWELLING SLIGHTLY 

BELOW INJECTION SITE

2 23SEP2020 1/3 1 Yes NA R 
(25SEP2020)

N/N

NERV Paraesthesia/
TINGLING SENSATION IN 

BOTH ARMS

2 24SEP2020 2/1 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1254 
12541059

3^ GENRL Fatigue/
Worsening of Fatigue

1 01SEP2020 1/3 1 Yes NA R 
(03SEP2020)

N/N

NERV Headache/
Headache

1 01SEP2020 1/3 1 Yes NA R 
(03SEP2020)

N/N

GENRL Fatigue/
worsening of fatigue

2 23SEP2020 2/3 1 Yes NA R 
(25SEP2020)

N/N

NERV Headache/
headache

2 23SEP2020 2/3 1 Yes NA R 
(25SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1254 
12541065

3^ GENRL Injection site pain/
SORENESS AT INJECTION 

SITE

1 03SEP2020 2/3 1 Yes NA R 
(05SEP2020)

N/N

INFEC Cellulitis/
RIGHT FIRST TOE 

CELLULITIS

1 10SEP2020 9/31 1 No O NA R 
(10OCT2020)

N/N

GENRL Injection site pain/
soreness at injection site

2 25SEP2020 1/3 1 Yes NA R 
(27SEP2020)

N/N

>55/
C459100
1 1254 
12541076

3^ GENRL Injection site pain/
left arm pain at injection site

1 03SEP2020 2/2 1 Yes NA R 
(04SEP2020)

N/N

>55/
C459100
1 1254 
12541088

3^ GENRL Fatigue/
FATIGUE

1 03SEP2020 1/2 1 Yes NA R 
(04SEP2020)

N/N

GENRL Injection site pain/
INJECTION SITE PAIN

1 04SEP2020 2/2 1 Yes NA R 
(05SEP2020)

N/N

>55/
C459100
1 1254 
12541095

3^ GENRL Injection site pain/
Left upper extremity pain at 

injection site

1 04SEP2020 1/3 1 Yes NA R 
(06SEP2020)

N/N

GENRL Fatigue/
FATIGUE

1 05SEP2020 2/3 1 Yes NA R 
(07SEP2020)

N/N

INFEC Tooth infection/
dental infection

1 05SEP2020 2/8 2 No O NA/TC R 
(12SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1254 
12541096

3^ GENRL Injection site pain/
soreness at injection site in left 

arm

1 04SEP2020 1/5 1 Yes NA R 
(08SEP2020)

N/N

GENRL Injection site pain/
soreness at injection site

2 26SEP2020 2/3 1 Yes NA R 
(28SEP2020)

N/N

>55/
C459100
1 1254 
12541097

3^ GENRL Injection site pain/
soreness at injection site

1 04SEP2020 1/2 1 Yes NA R 
(05SEP2020)

N/N

>55/
C459100
1 1254 
12541098

3^ GENRL Fatigue/
fatigue

1 04SEP2020 1/2 1 Yes NA R 
(05SEP2020)

N/N

GENRL Injection site pain/
soreness at injection site

1 05SEP2020 2/3 1 Yes NA R 
(07SEP2020)

N/N

INJ&P Skin laceration/
right hand laceration

1 24SEP2020 21/22 1 No O NA/TC R 
(15OCT2020)

N/N

GENRL Chills/
chills

2 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

Fatigue/
fatigue

2 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

Injection site pain/
soreness at injection site

2 26SEP2020 2/3 1 Yes NA R 
(28SEP2020)

N/N

Pain/
bodyache

2 26SEP2020 2/2 1 Yes NA R 
(27SEP2020)

N/N

Pyrexia/
fever at 101.0F

2 26SEP2020 2/2 1 Yes NA/TC R 
(27SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1254 
12541103

3^ GENRL Injection site pain/
SORENESS AT INJECTION 

SITE

1 06SEP2020 2/3 1 Yes NA R 
(08SEP2020)

N/N

GASTR Nausea/
nausea

2 25SEP2020 1/3 1 Yes NA R 
(27SEP2020)

N/N

NERV Dizziness/
dizziness

2 25SEP2020 1/3 1 Yes NA R 
(27SEP2020)

N/N

Headache/
headache

2 25SEP2020 1/3 1 Yes NA R 
(27SEP2020)

N/N

GENRL Pyrexia/
fever 102F

2 26SEP2020 2/2 2 Yes NA R 
(27SEP2020)

N/N

>55/
C459100
1 1254 
12541106

3^ GENRL Injection site pain/
injection site soreness

2 07OCT2020 2/2 1 Yes NA R 
(08OCT2020)

N/N

>55/
C459100
1 1254 
12541127

3^ GENRL Injection site pain/
INJECTION SITE 

TENDERNESS

1 11SEP2020 1/2 2 Yes NA/TC R 
(12SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 02OCT2020 1/3 2 Yes NA R 
(04OCT2020)

N/N

Injection site pain/
Soreness at injection site

2 02OCT2020 1/2 2 Yes NA/TC R 
(03OCT2020)

N/N

Pyrexia/
Fever of 100.6F

2 02OCT2020 1/2 2 Yes NA/TC R 
(03OCT2020)

N/N

>55/
C459100

3^ GENRL Fatigue/
FATIGUE

1 12SEP2020 2/3 1 Yes NA R 
(14SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1254 
12541128

NERV Headache/
HEADACHE

1 12SEP2020 2/3 2 Yes NA/TC R 
(14SEP2020)

N/N

>55/
C459100
1 1254 
12541130

3^ GENRL Injection site pain/
SORENESS AT INJECTION 

SITE

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

NERV Headache/
HEADACHE

2 02OCT2020 1/3 2 Yes NA/TC R 
(04OCT2020)

N/N

>55/
C459100
1 1254 
12541138

3^ GENRL Injection site pain/
INJECTION SITE PAIN

1 11SEP2020 1/3 1 Yes NA R 
(13SEP2020)

N/N

GENRL Fatigue/
FATIGUE

1 12SEP2020 2/2 2 Yes NA R 
(13SEP2020)

N/N

GASTR Nausea/
nausea

2 03OCT2020 2/1 1 Yes NA R 
(03OCT2020)

N/N

GENRL Chills/
chills

2 03OCT2020 2/1 1 Yes NA R 
(03OCT2020)

N/N

Fatigue/
fatigue

2 03OCT2020 2/3 1 Yes NA R 
(05OCT2020)

N/N

Injection site pain/
pain at injection site

2 03OCT2020 2/3 1 Yes NA R 
(05OCT2020)

N/N

Pain/
bodyache

2 03OCT2020 2/1 1 Yes NA R 
(03OCT2020)

N/N

Pyrexia/
fever at 100.5F

2 03OCT2020 2/1 1 Yes NA/TC R 
(03OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1254 
12541143

3^ GASTR Dyspepsia/
indigestion

1 12SEP2020 1/2 1 Yes NA R 
(13SEP2020)

N/N

>55/
C459100
1 1254 
12541146

3^ GENRL Fatigue/
MILD FATIGUE

1 13SEP2020 2/2 1 Yes NA R 
(14SEP2020)

N/N

Injection site pain/
INJECTION SITE SORENESS

1 13SEP2020 2/3 1 Yes NA R 
(15SEP2020)

N/N

>55/
C459100
1 1254 
12541149

3^ GENRL Injection site pain/
pain at injection site

1 14SEP2020 1/2 1 Yes NA/TC R 
(15SEP2020)

N/N

Pain/
bodyache

1 14SEP2020 1/2 1 Yes NA/TC R 
(15SEP2020)

N/N

NERV Headache/
headache

1 14SEP2020 1/2 1 Yes NA/TC R 
(15SEP2020)

N/N

GENRL Injection site pain/
soreness at injection site

2 06OCT2020 1/3 1 Yes NA/TC R 
(08OCT2020)

N/N

GENRL Pain/
generalized body ache

2 07OCT2020 2/2 1 Yes NA/TC R 
(08OCT2020)

N/N

NERV Headache/
headache

2 07OCT2020 2/2 1 Yes NA R 
(08OCT2020)

N/N

>55/
C459100
1 1260 
12601003

3^ GENRL Injection site pain/
soreness at injection site

1 26AUG2020 1/3 1 Yes NA R 
(28AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
soreness at injection site

2 16SEP2020 1/2 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1260 
12601008

3^ GENRL Chills/
chills

1 27AUG2020 2/2 2 Yes NA R 
(28AUG2020)

N/N

Injection site pain/
soreness at injection site

1 27AUG2020 2/5 2 Yes NA R 
(31AUG2020)

N/N

MUSC Arthralgia/
increased aches in joints

1 27AUG2020 2/2 2 Yes NA/TC R 
(28AUG2020)

N/N

GASTR Diarrhoea/
diarrhea

2 17SEP2020 1/2 2 Yes NA R 
(18SEP2020)

N/N

GENRL Pain/
generalized body aches

2 17SEP2020 1/2 2 Yes NA/TC R 
(18SEP2020)

N/N

NERV Headache/
headache

2 17SEP2020 1/2 2 Yes NA/TC R 
(18SEP2020)

N/N

>55/
C459100
1 1260 
12601019

3^ GENRL Injection site pain/
Soreness at injection site

1 28AUG2020 1/1 1 Yes NA R 
(28AUG2020)

N/N

>55/
C459100
1 1260 
12601020

3^ MUSC Myalgia/
generalized muscle aches

2 19SEP2020 2/5 2 Yes NA R 
(23SEP2020)

N/N

>55/
C459100
1 1260 
12601025

3^ GENRL Injection site pain/
soreness at injection site

1 31AUG2020 1/4 2 Yes NA R 
(03SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GASTR Nausea/
nausea

1 01SEP2020 2/1 2 Yes NA R 
(01SEP2020)

N/N

GENRL Fatigue/
fatigue

1 01SEP2020 2/1 2 Yes NA R 
(01SEP2020)

N/N

NERV Headache/
headache

1 01SEP2020 2/1 2 Yes NA R 
(01SEP2020)

N/N

GASTR Nausea/
nausea

2 23SEP2020 2/1 1 Yes NA R 
(23SEP2020)

N/N

GENRL Injection site pain/
soreness at injection site

2 23SEP2020 2/1 1 Yes NA R 
(23SEP2020)

N/N

NERV Headache/
headache

2 23SEP2020 2/1 1 Yes NA/TC R 
(23SEP2020)

N/N

>55/
C459100
1 1260 
12601026

3^ GENRL Fatigue/
Fatigue

1 01SEP2020 2/2 2 Yes NA R 
(02SEP2020)

N/N

Injection site pain/
soreness at injection site

1 01SEP2020 2/2 2 Yes NA R 
(02SEP2020)

N/N

GENRL Injection site pain/
soreness at the injection site

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

Pain/
generalized aches

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

NERV Headache/
headache

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1260 
12601027

3^ GENRL Injection site pain/
soreness at injection site

1 03SEP2020 4/1 1 Yes NA R 
(03SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
chills

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

Pyrexia/
fever

2 22SEP2020 2/2 1 Yes NA R 
(23SEP2020)

N/N

MUSC Myalgia/
generalized muscle aches

2 22SEP2020 2/2 2 Yes NA R 
(23SEP2020)

N/N

NERV Headache/
sporadic intense headache in the 

back of his head

2 22SEP2020 2/2 2 Yes NA R 
(23SEP2020)

N/N

>55/
C459100
1 1260 
12601033

3^ GENRL Injection site pain/
left arm slightly tender at area of 

injection

1 31AUG2020 1/2 1 Yes NA R 
(01SEP2020)

N/N

GENRL Injection site erythema/
redness at injection site

2 24SEP2020 4/5 1 Yes NA R 
(28SEP2020)

N/N

Injection site pain/
soreness at injection site

2 24SEP2020 4/8 1 Yes NA R 
(01OCT2020)

N/N

Injection site warmth/
warmth at injection site

2 24SEP2020 4/5 1 Yes NA R 
(28SEP2020)

N/N

>55/
C459100
1 1260 
12601035

3^ NERV Headache/
headache

1 01SEP2020 2/28 2 Yes NA/TC R 
(28SEP2020)

N/N

>55/
C459100
1 1260 
12601037

3^ GENRL Injection site pain/
soreness at injection site

1 02SEP2020 2/3 1 Yes NA R 
(04SEP2020)

N/N

GENRL Injection site pain/
Soreness at injection site

2 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GASTR Small intestinal obstruction/
small bowel obstruction

2 29OCT2020 38/8 3 No O NA/TC/TCN R 
(05NOV2020)

Y/N

>55/
C459100
1 1260 
12601039

3^ GENRL Injection site pain/
soreness at injection site

1 01SEP2020 1/4 2 Yes NA/TC R 
(04SEP2020)

N/N

GENRL Injection site pain/
Soreness at injection site

2 23SEP2020 2/8 1 Yes NA R 
(30SEP2020)

N/N

Pain/
Generalized Body Aches

2 23SEP2020 2/2 1 Yes NA/TC R 
(24SEP2020)

N/N

>55/
C459100
1 1260 
12601041

3^ GENRL Injection site pain/
soreness at injection site

1 01SEP2020 1/3 1 Yes NA R 
(03SEP2020)

N/N

GENRL Fatigue/
fatigue

1 02SEP2020 2/2 1 Yes NA R 
(03SEP2020)

N/N

GENRL Fatigue/
fatigue

2 22SEP2020 1/3 2 Yes NA R 
(24SEP2020)

N/N

Injection site pain/
soreness at injection site

2 22SEP2020 1/4 1 Yes NA R 
(25SEP2020)

N/N

Injection site swelling/
swollen at injection site

2 22SEP2020 1/4 1 Yes NA R 
(25SEP2020)

N/N

NERV Headache/
headache

2 22SEP2020 1/2 1 Yes NA R 
(23SEP2020)

N/N

VASC Flushing/
flushed all over

2 22SEP2020 1/1 1 Yes NA R 
(22SEP2020)

N/N

GENRL Chills/
chills

2 23SEP2020 2/1 1 Yes NA R 
(23SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
muscle aches in thighs

2 23SEP2020 2/3 1 Yes NA R 
(25SEP2020)

N/N

GENRL Pain/
soreness around left axillary area

2 24SEP2020 3/2 1 Yes NA R 
(25SEP2020)

N/N

>55/
C459100
1 1260 
12601046

3^ GENRL Injection site pain/
soreness at injection site

1 01SEP2020 1/2 1 Yes NA R 
(02SEP2020)

N/N

GENRL Chills/
chills

2 23SEP2020 2/2 1 Yes NA/TC R 
(24SEP2020)

N/N

Injection site erythema/
redness at injection site

2 23SEP2020 2/2 1 Yes NA/TC R 
(24SEP2020)

N/N

Injection site pain/
soreness at injection site

2 23SEP2020 2/2 1 Yes NA/TC R 
(24SEP2020)

N/N

Pyrexia/
fever 100.4

2 23SEP2020 2/2 2 Yes NA/TC R 
(24SEP2020)

N/N

NERV Headache/
headache

2 23SEP2020 2/2 1 Yes NA/TC R 
(24SEP2020)

N/N

>55/
C459100
1 1260 
12601051

3^ GENRL Injection site pain/
soreness at injection site

1 03SEP2020 2/1 1 Yes NA R 
(03SEP2020)

N/N

GENRL Injection site pain/
PAIN AT INJECTION SITE

2 16OCT2020 26/2 1 No O NA/TC R 
(17OCT2020)

N/N

>55/
C459100
1 1260 
12601053

3^ GENRL Injection site pain/
soreness at injection site

2 07OCT2020 17/3 1 No O NA R 
(09OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1260 
12601056

3^ GENRL Injection site pain/
soreness at injection site

1 04SEP2020 2/2 1 Yes NA R 
(05SEP2020)

N/N

GENRL Injection site pain/
Soreness in injected arm

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

PSYCH Sleep disorder/
Unsettled sleep

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 24SEP2020 2/1 1 Yes NA R 
(24SEP2020)

N/N

MUSC Musculoskeletal stiffness/
Generalized body stiffness

2 24SEP2020 2/1 1 Yes NA R 
(24SEP2020)

N/N

NERV Headache/
Mild Headache

2 24SEP2020 2/1 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1260 
12601060

3^ GENRL Fatigue/
fatigue

1 05SEP2020 2/2 2 Yes NA/TC R 
(06SEP2020)

N/N

Injection site pain/
left arm pain at injection site

1 05SEP2020 2/2 2 Yes NA/TC R 
(06SEP2020)

N/N

MUSC Back pain/
back pain

2 01OCT2020 9/4 1 No O NA/TC R
(04OCT2020)

N/N

Pain in extremity/
left leg pain

2 01OCT2020 9/4 1 No O NA/TC R 
(04OCT2020)

N/N

>55/
C459100
1 1260 
12601062

3^ GENRL Fatigue/
fatigue

2 23SEP2020 1/2 1 Yes NA R 
(24SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1260 
12601064

3^ GENRL Injection site erythema/
redness at injection site

1 06SEP2020 3/4 1 Yes NA R 
(09SEP2020)

N/N

Injection site pain/
soreness at injection site

1 06SEP2020 3/4 1 Yes NA R 
(09SEP2020)

N/N

NERV Migraine without aura/
intermittent migraines without 

aura

1 06SEP2020 3/4 2 Yes NA R 
(09SEP2020)

N/N

GENRL Fatigue/
fatigue

1 08SEP2020 5/2 2 Yes NA R 
(09SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 25SEP2020 2/5 1 Yes NA R 
(29SEP2020)

N/N

Injection site pain/
Soreness at injection site

2 25SEP2020 2/5 1 Yes NA R 
(29SEP2020)

N/N

NERV Headache/
Headache

2 25SEP2020 2/5 1 Yes NA R 
(29SEP2020)

N/N

>55/
C459100
1 1260 
12601069

3^ INFEC Appendicitis/
acute appendicitis

2 05OCT2020 12/3 2 No O NA/TC/TCN R 
(07OCT2020)

Y/N

VASC Aortic aneurysm/
abdominal aortic aneurysm

2 07OCT2020 14/C 2 No O NA N N/N

>55/
C459100
1 1260 
12601071

3^ GENRL Fatigue/
fatigue

1 04SEP2020 1/2 1 Yes NA R 
(05SEP2020)

N/N

Injection site pain/
soreness at injection site

1 04SEP2020 1/2 1 Yes NA R 
(05SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
fatigue

2 24SEP2020 1/4 2 Yes NA R 
(27SEP2020)

N/N

Pain/
body aches

2 24SEP2020 1/3 2 Yes NA/TC R 
(26SEP2020)

N/N

NERV Headache/
headache

1 24SEP2020 21/1 1 No O NA R 
(24SEP2020)

N/N

2 24SEP2020 1/3 2 Yes NA/TC R 
(26SEP2020)

N/N

>55/
C459100
1 1260 
12601072

3^ GENRL Injection site pain/
soreness at the injection site

1 05SEP2020 2/1 2 Yes NA/TC R 
(05SEP2020)

N/N

NERV Headache/
headache

1 05SEP2020 2/1 2 Yes NA/TC R 
(05SEP2020)

N/N

MUSC Arthralgia/
Soreness Left Knee

1 21SEP2020 18/12 2 No O NA/TC R 
(02OCT2020)

N/N

>55/
C459100
1 1260 
12601078

3^ GENRL Fatigue/
fatigue

1 09SEP2020 2/2 2 Yes NA R 
(10SEP2020)

N/N

Injection site discomfort/
arm heaviness at injection area

1 09SEP2020 2/2 1 Yes NA R 
(10SEP2020)

N/N

Pain/
body aches

1 09SEP2020 2/2 2 Yes NA R 
(10SEP2020)

N/N

GENRL Pain/
Body aches (generalized)

2 29SEP2020 2/1 1 Yes NA R 
(29SEP2020)

N/N

>55/
C459100

3^ GENRL Injection site pain/
soreness at injection site

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1260 
12601079

>55/
C459100
1 1260 
12601080

3^ GENRL Injection site pain/
Soreness at the injection site

1 08SEP2020 1/2 1 Yes NA R 
(09SEP2020)

N/N

>55/
C459100
1 1260 
12601081

3^ GENRL Injection site pain/
soreness at injection site

1 08SEP2020 1/4 2 Yes NA R 
(11SEP2020)

N/N

GENRL Fatigue/
fatigue

1 09SEP2020 2/1 1 Yes NA R 
(09SEP2020)

N/N

>55/
C459100
1 1260 
12601090

3^ GENRL Injection site pain/
soreness at injection site

1 09SEP2020 1/2 1 Yes NA R 
(10SEP2020)

N/N

>55/
C459100
1 1260 
12601093

3^ NERV Headache/
headache

1 02OCT2020 24/1 1 No O NA/TC R 
(02OCT2020)

N/N

SKIN Rash/
facial rash

2 04OCT2020 3/C 1 Yes NA/TC N N/N

>55/
C459100
1 1260 
12601095

3^ GENRL Injection site pain/
soreness at injection site

1 09SEP2020 1/1 1 Yes NA R 
(09SEP2020)

N/N

IMMU
N

Food allergy/
allergic reaction to swedish ice 

cream

1 21SEP2020 13/2 2 No O NA/TC R 
(22SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1260 
12601096

3^ GASTR Stomatitis/
mouth sores

2 30SEP2020 3/7 2 No O NA R 
(06OCT2020)

N/N

>55/
C459100
1 1260 
12601103

3^ GENRL Injection site pain/
soreness at injection site

1 10SEP2020 1/5 2 Yes NA R 
(14SEP2020)

N/N

NERV Migraine without aura/
migraine (no aura)

1 30SEP2020 21/2 2 No O NA/TC R 
(01OCT2020)

N/N

GENRL Fatigue/
Fatigue

2 02OCT2020 2/2 1 Yes NA RS 
(03OCT2020)

N/N

>55/
C459100
1 1260 
12601109

3^ GENRL Injection site pain/
soreness at injection site

1 10SEP2020 1/2 1 Yes NA R 
(11SEP2020)

N/N

GENRL Chills/
chills

2 02OCT2020 1/2 1 Yes NA/TC R 
(03OCT2020)

N/N

Pyrexia/
fever

2 02OCT2020 1/2 1 Yes NA/TC R 
(03OCT2020)

N/Y

GENRL Fatigue/
fatigue

2 03OCT2020 2/1 1 Yes NA/TC R 
(03OCT2020)

N/N

Pain/
generalized body aches

2 03OCT2020 2/2 1 Yes NA/TC R 
(04OCT2020)

N/N

>55/
C459100
1 1260 
12601124

3^ GENRL Injection site pain/
soreness at injection site

1 16SEP2020 1/3 1 Yes NA R 
(18SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
fatigue

1 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

Pyrexia/
fever

1 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

MUSC Myalgia/
generalized myalgia

1 17SEP2020 2/2 1 Yes NA R 
(18SEP2020)

N/N

GENRL Fatigue/
Fatigue

2 08OCT2020 2/2 1 Yes NA R 
(09OCT2020)

N/N

Pyrexia/
Fever (max 100.4)

2 08OCT2020 2/2 2 Yes NA/TC R 
(09OCT2020)

N/N

MUSC Myalgia/
Muscle Ache (generalized)

2 08OCT2020 2/2 1 Yes NA R 
(09OCT2020)

N/N

>55/
C459100
1 1260 
12601131

3^ GENRL Injection site pain/
soreness at injection site

1 19SEP2020 2/1 2 Yes NA/TC R 
(19SEP2020)

N/N

GENRL Injection site pain/
soreness at injection site

2 08OCT2020 2/1 1 Yes NA R 
(08OCT2020)

N/N

>55/
C459100
1 1261 
12611003

3^ GENRL Pyrexia/
Fever

2 17SEP2020 2/1 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1261 
12611012

3^ GENRL Pyrexia/
Fever

2 22SEP2020 2/2 2 Yes NA/TC R 
(23SEP2020)

N/N

MUSC Myalgia/
Diffuse myalgia

2 22SEP2020 2/2 2 Yes NA/TC R 
(23SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1261 
12611014

3^ GENRL Injection site pain/
Injection site pain

2 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

MUSC Muscular weakness/
Left Arm weakness

2 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

NERV Dizziness/
Dizziness

2 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

>55/
C459100
1 1261 
12611037

3^ GENRL Pyrexia/
Fever

2 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/N

IMMU
N

Immunisation reaction/
Vaccine reaction

2 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/N

MUSC Myalgia/
Diffuse Myalgia

2 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/N

NERV Headache/
Headache

2 25SEP2020 1/2 1 Yes NA R 
(26SEP2020)

N/N

GASTR Dyspepsia/
Heartburn

2 23OCT2020 29/C 2 No O NA/TC N N/N

METAB Hyperlipidaemia/
Hyperlipidemia

2 24OCT2020 30/C 2 No O NA/TC N N/N

GASTR Aphthous ulcer/
Canker sore

2 25OCT2020 31/4 2 No O NA/TC R 
(28OCT2020)

N/N

>55/
C459100
1 1261 
12611055

3^ GENRL Injection site pain/
Injection site pain

1 10SEP2020 2/4 1 Yes NA R 
(13SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
Injection site pain

2 30SEP2020 1/4 1 Yes NA R 
(03OCT2020)

N/N

>55/
C459100
1 1261 
12611068

3^ MUSC Myalgia/
Myalgia - lower back and neck

2 02OCT2020 2/2 1 Yes NA/TC R 
(03OCT2020)

N/N

>55/
C459100
1 1261 
12611069

3^ GENRL Chills/
CHILLS - ADVERSE 

REACTION TO 
VACCINATION 2

2 01OCT2020 1/2 1 Yes NA/TC R 
(02OCT2020)

N/N

Pyrexia/
FEVER SECONDARY TO 

VACCINATION 2

2 01OCT2020 1/2 1 Yes NA/TC R 
(02OCT2020)

N/N

MUSC Myalgia/
MYALGIA - ADVERSE 

REACTION TO 
VACCINATION 2

2 01OCT2020 1/2 1 Yes NA/TC R 
(02OCT2020)

N/N

>55/
C459100
1 1261 
12611073

3^ GENRL Pyrexia/
Fever

1 13SEP2020 3/3 1 Yes NA R 
(15SEP2020)

N/N

GENRL Pyrexia/
fever

2 03OCT2020 2/2 1 Yes NA/TC R 
(04OCT2020)

N/N

>55/
C459100
1 1261 
12611076

3^ GENRL Injection site pain/
Left arm injection site pain

2 02OCT2020 1/2 1 Yes NA R 
(03OCT2020)

N/N

>55/
C459100

3^ GENRL Injection site pain/
Injection site arm 
tenderness/pain

2 06OCT2020 2/2 1 Yes NA R 
(07OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1261 
12611081

CARD Coronary artery disease/
Worsening coronary artery 

disease

2 28OCT2020 24/C 2 No O NA N N/N

>55/
C459100
1 1264 
12641031

3^ MUSC Arthralgia/
Shoulder pain

2 09OCT2020 27/C 1 No O NA/TC N N/N

>55/
C459100
1 1264 
12641038

3^ GENRL Feeling hot/
Warm sensation in the body (no 

fever when measured)

1 26AUG2020 3/2 2 Yes NA/TC R 
(27AUG2020)

N/N

GENRL Injection site pain/
Pain at injection site

2 14SEP2020 1/2 2 Yes NA R 
(15SEP2020)

N/N

>55/
C459100
1 1264 
12641057

3^ GENRL Injection site pain/
Injection site pain

1 26AUG2020 1/2 1 Yes NA R 
(27AUG2020)

N/N

>55/
C459100
1 1264 
12641097

3^ GENRL Fatigue/
Fatigue

2 21SEP2020 1/4 2 Yes NA R 
(24SEP2020)

N/N

Pyrexia/
Fever

2 21SEP2020 1/4 1 Yes NA R 
(24SEP2020)

N/N

MUSC Myalgia/
Myalgia

2 21SEP2020 1/4 2 Yes NA/TC R 
(24SEP2020)

N/N

>55/
C459100

3^ GASTR Diarrhoea/
diarrhea

1 05SEP2020 2/1 1 Yes NA R 
(05SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1264 
12641117

METAB Hyperglycaemia/
Hyperglycemia

2 27SEP2020 4/8 1 No O NA R 
(04OCT2020)

N/N

>55/
C459100
1 1264 
12641121

3^ GENRL Injection site pain/
Pain at injection site

2 29SEP2020 1/2 1 Yes NA/TC R 
(30SEP2020)

N/N

Malaise/
Malaise

2 29SEP2020 1/2 1 Yes NA R 
(30SEP2020)

N/N

>55/
C459100
1 1264 
12641133

3^ GASTR Nausea/
Nausea

2 29SEP2020 2/2 1 Yes NA R 
(30SEP2020)

N/N

NERV Headache/
Headache

2 29SEP2020 2/2 1 Yes NA R 
(30SEP2020)

N/N

>55/
C459100
1 1264 
12641149

3^ GENRL Fatigue/
Fatigue

2 30SEP2020 1/2 1 Yes NA R 
(01OCT2020)

N/N

>55/
C459100
1 1264 
12641155

3^ GENRL Injection site pain/
Pain at injection site

2 30SEP2020 1/3 1 Yes NA R 
(02OCT2020)

N/N

GENRL Fatigue/
Fatigue

2 01OCT2020 2/2 2 Yes NA R
(02OCT2020)

N/N

RESP Dyspnoea exertional/
Shortness of breath with minor 

exertion

2 01OCT2020 2/2 2 Yes NA R 
(02OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1264 
12641180

3^ GENRL Injection site pain/
Injection site pain

2 12OCT2020 1/3 1 Yes NA R 
(14OCT2020)

N/N

NERV Headache/
Headache

2 12OCT2020 1/3 1 Yes NA R 
(14OCT2020)

N/N

Lethargy/
Lethargy

2 12OCT2020 1/4 1 Yes NA R 
(15OCT2020)

N/N

>55/
C459100
1 1264 
12641195

3^ GASTR Cheilitis/
Cheilitis

1 07OCT2020 16/34 2 Yes NA/TC R 
(09NOV2020)

N/N

Dry mouth/
Dry mouth

1 07OCT2020 16/C 2 Yes NA N N/N

NERV Dysgeusia/
Dysgeusia

1 07OCT2020 16/38 1 Yes NA R 
(13NOV2020)

N/N

Parosmia/
Hyperosmia

1 07OCT2020 16/38 1 Yes NA R 
(13NOV2020)

N/N

SKIN Eczema/
Worsening eczema

1 07OCT2020 16/C 2 Yes NA N N/N

Pruritus/
Pruritus

1 07OCT2020 16/C 2 Yes NA/TCN N N/N

Rash maculo-papular/
Rash maculo-papular

1 07OCT2020 16/C 1 Yes NA/TCN N N/N

>55/
C459100
1 1264 
12641198

3^ GENRL Chills/
Chills

2 12OCT2020 1/1 1 Yes NA R 
(12OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Injection site pain

2 12OCT2020 1/1 1 Yes NA R 
(12OCT2020)

N/N

>55/
C459100
1 1265 
12651019

3^ SURG Dental implantation/
Dental implant

1 17SEP2020 21/1 1 No O NA/TCN R 
(17SEP2020)

N/N

GENRL Pyrexia/
Fever

2 19SEP2020 2/1 1 Yes NA R 
(19SEP2020)

N/N

>55/
C459100
1 1265 
12651026

3^ GASTR Diverticulum/
Diverticulosis

1 16SEP2020 17/1 1 No O NA R 
(16SEP2020)

N/N

Haemorrhoids/
Internal hemorrhoids

1 16SEP2020 17/1 1 No O NA R 
(16SEP2020)

N/N

NEOPL Adenoma benign/
Tubular adenoma

1 16SEP2020 17/1 1 No O NA/TCN R 
(16SEP2020)

N/N

>55/
C459100
1 1265 
12651056

3^ GENRL Asthenia/
Sensation of generalized 

weakness

2 26SEP2020 3/2 1 Yes NA R 
(27SEP2020)

N/N

Fatigue/
Fatigue

2 26SEP2020 3/2 1 Yes NA R 
(27SEP2020)

N/N

>55/
C459100
1 1265 
12651068

3^ GENRL Pyrexia/
Fever

2 29SEP2020 2/2 1 Yes NA R 
(30SEP2020)

N/N

>55/
C459100

3^ MUSC Neck pain/
NECK PAIN

1 22SEP2020 14/C 2 No O NA N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1265 
12651080

Pain in extremity/
RIGHT ARM PAIN

1 22SEP2020 14/C 2 No O NA N N/N

>55/
C459100
1 1265 
12651107

3^ EAR Cerumen impaction/
Bilateral cerumen impaction

2 07OCT2020 2/1 1 No O NA/TCN R 
(07OCT2020)

N/N

MUSC Musculoskeletal discomfort/
Right neck fullness

2 07OCT2020 2/1 1 No O NA R 
(07OCT2020)

N/N

>55/
C459100
1 1265 
12651113

3^ GENRL Injection site discomfort/
Injection site discomfort

1 15SEP2020 2/2 1 Yes NA R 
(16SEP2020)

N/N

>55/
C459100
1 1265 
12651118

3^ GENRL Fatigue/
FATIGUE

2 07OCT2020 2/12 1 No O NA R 
(18OCT2020)

N/N

MUSC Myalgia/
MUSCLE PAIN

2 07OCT2020 2/12 1 No O NA R 
(18OCT2020)

N/N

>55/
C459100
1 1265 
12651119

3^ METAB Type 2 diabetes mellitus/
Worsening of type 2 diabetes 

mellitus

1 28SEP2020 14/C 1 No O NA/TC/TCN N N/N

>55/
C459100
1 1265 
12651120

3^ MUSC Myalgia/
Muscle pain

1 16SEP2020 2/1 1 Yes NA R 
(16SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1265 
12651122

3^ GENRL Fatigue/
Fatigue

1 17SEP2020 2/3 1 No O NA R 
(19SEP2020)

N/N

EYE Cataract/
Worsening of cataracts, bilateral

2 08OCT2020 2/C 2 No O NA N N/N

Dry eye/
Bilateral dry eye syndrome

2 08OCT2020 2/C 1 No O NA N N/N

>55/
C459100
1 1265 
12651137

3^ GASTR Abdominal discomfort/
Abdominal pressure sensation

1 18SEP2020 2/8 1 No O NA R 
(25SEP2020)

N/N

GENRL Pain/
Minor body aches

1 20SEP2020 4/1 1 No O NA R 
(20SEP2020)

N/N

>55/
C459100
1 1265 
12651150

3^† EYE Vitreous detachment/
Acute posterior vitreous 

detachment (left eye)

1 29SEP2020 9/C 2 No O NA RG N/N

RESP Rhinorrhoea/
Rhinorrhea

2 06NOV2020 26/4 1 No O NA R 
(09NOV2020)

N/N

>55/
C459100
1 1265 
12651152

3^ INFEC Oral herpes/
Cold sores

1 08OCT2020 18/33 1 Yes NA/TC R 
(09NOV2020)

N/N

>55/
C459100
1 1265 
12651158

3^ GENRL Fatigue/
Mild fatigue

1 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site discomfort/
Injection site discomfort

1 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 1265 
12651171

3^ GENRL Injection site pain/
Injection site pain with radiation 

to elbow

2 16OCT2020 2/C 1 Yes NA RG N/N

MUSC Tendonitis/
Left tendonitis

2 24OCT2020 10/1 1 No O NA R 
(24OCT2020)

N/N

INFEC Orchitis/
Right orchitis

2 25OCT2020 11/6 1 No O NA/TC R 
(30OCT2020)

N/N

>55/
C459100
1 1265 
12651184

3^ GENRL Pyrexia/
FEVER

2 17OCT2020 2/2 1 Yes NA R 
(18OCT2020)

N/N

MUSC Myalgia/
MUSCLE PAIN

2 17OCT2020 2/2 1 Yes NA/TC R 
(18OCT2020)

N/N

>55/
C459100
1 1269 
12691009

3^ SKIN Pruritus/
lower back itching

2 15SEP2020 6/2 1 No O NA/TC R 
(16SEP2020)

N/N

>55/
C459100
1 1269 
12691019

3^ GENRL Chills/
chills

2 12SEP2020 2/1 1 Yes NA R 
(12SEP2020)

N/N

Fatigue/
fatigue

2 12SEP2020 2/2 1 Yes NA R 
(13SEP2020)

N/N

Pyrexia/
fever

2 12SEP2020 2/2 1 Yes NA/TC R 
(13SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Arthralgia/
joint aches

2 12SEP2020 2/2 1 Yes NA/TC R 
(13SEP2020)

N/N

Myalgia/
muscle aches

2 12SEP2020 2/2 1 Yes NA/TC R 
(13SEP2020)

N/N

NERV Headache/
headache

2 12SEP2020 2/2 1 Yes NA/TC R 
(13SEP2020)

N/N

>55/
C459100
1 1269 
12691028

3^ MUSC Arthralgia/
Joint pains

2 11SEP2020 2/2 1 Yes NA/TC R 
(12SEP2020)

N/N

Myalgia/
muscle pains

2 11SEP2020 2/2 1 Yes NA/TC R 
(12SEP2020)

N/N

NERV Headache/
headaches

2 11SEP2020 2/2 1 Yes NA/TC R 
(12SEP2020)

N/N

>55/
C459100
1 1269 
12691035

3^ GENRL Pyrexia/
fever

2 12SEP2020 1/3 1 Yes NA R 
(14SEP2020)

N/N

MUSC Pain in extremity/
left arm soreness

2 12SEP2020 1/3 1 Yes NA R 
(14SEP2020)

N/N

>55/
C459100
1 1269 
12691036

3^ GASTR Diarrhoea/
diarrhea

1 26AUG2020 5/1 1 No O NA R 
(26AUG2020)

N/N

>55/
C459100
1 1269 
12691043

3^ GASTR Diarrhoea/
worsening of diarrhea*

24AUG2020 1/1 1 No O NA R 
(24AUG2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1269 
12691046

3^ MUSC Muscle spasms/
worsening of leg cramps

2 20SEP2020 5/1 1 No O NA R 
(20SEP2020)

N/N

GASTR Diarrhoea/
diarrhea

2 11OCT2020 26/1 1 No O NA/TC R 
(11OCT2020)

N/N

>55/
C459100
1 1269 
12691053

3^ GENRL Chills/
chills

2 16SEP2020 2/1 1 Yes NA R 
(16SEP2020)

N/N

Fatigue/
fatigue

2 16SEP2020 2/1 1 Yes NA R 
(16SEP2020)

N/N

Pyrexia/
fever

2 16SEP2020 2/1 1 Yes NA R 
(16SEP2020)

N/N

MUSC Myalgia/
muscle aches

2 16SEP2020 2/1 1 Yes NA R 
(16SEP2020)

N/N

>55/
C459100
1 1269 
12691066

3^ GENRL Chills/
chills

2 17SEP2020 1/3 1 Yes NA R 
(19SEP2020)

N/N

Injection site pain/
soreness at injection site

2 17SEP2020 1/3 1 Yes NA R 
(19SEP2020)

N/N

Pyrexia/
fever

2 17SEP2020 1/3 1 Yes NA R 
(19SEP2020)

N/N

MUSC Joint stiffness/
stiff joints

2 17SEP2020 1/3 1 Yes NA R 
(19SEP2020)

N/N

Myalgia/
muscle aches

2 17SEP2020 1/3 1 Yes NA R 
(19SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
headache

2 17SEP2020 1/3 1 Yes NA R 
(19SEP2020)

N/N

RESP Upper respiratory tract 
congestion/

mild head congestion

2 17SEP2020 1/3 1 Yes NA R 
(19SEP2020)

N/N

>55/
C459100
1 1269 
12691071

3^ GENRL Chills/
chills

2 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

Fatigue/
fatigue

2 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

MUSC Myalgia/
muscle aches

2 18SEP2020 1/2 1 Yes NA R 
(19SEP2020)

N/N

GASTR Abdominal pain upper/
stomach cramps

2 19SEP2020 2/2 1 Yes NA/TC R 
(20SEP2020)

N/N

RENAL Micturition urgency/
increased urge to urinate

2 19SEP2020 2/2 1 Yes NA R 
(20SEP2020)

N/N

>55/
C459100
1 1269 
12691082

3^ NERV Headache/
headaches

2 22SEP2020 5/3 1 Yes NA/TC R 
(24SEP2020)

N/N

MUSC Myalgia/
muscle aches

2 23SEP2020 6/2 1 Yes NA/TC R 
(24SEP2020)

N/N

>55/
C459100
1 1269 
12691090

3^ GENRL Injection site pain/
soreness at injection site

2 22SEP2020 1/3 1 Yes NA/TC R 
(24SEP2020)

N/N

Pyrexia/
fever

2 22SEP2020 1/2 1 Yes NA/TC R 
(23SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
muscle aches

2 22SEP2020 1/2 1 Yes NA/TC R 
(23SEP2020)

N/N

NERV Headache/
headache

2 01OCT2020 10/2 1 No O NA R 
(02OCT2020)

N/N

>55/
C459100
1 1269 
12691109

3^ RESP Oropharyngeal pain/
sore throat

1 15SEP2020 13/3 1 No O NA R 
(17SEP2020)

N/N

SKIN Pruritus/
lower back itching

1 15SEP2020 13/2 1 No O NA/TC R 
(16SEP2020)

N/N

>55/
C459100
1 1270 
12701002

3^ GENRL Injection site pain/
Injection site pain

1 25AUG2020 1/2 1 Yes NA R 
(26AUG2020)

N/N

GENRL Pyrexia/
Fever

2 16SEP2020 2/2 2 Yes NA R 
(17SEP2020)

N/N

NERV Headache/
Headache

2 16SEP2020 2/2 2 Yes NA R 
(17SEP2020)

N/N

GENRL Injection site pain/
Pain at injection site

2 17SEP2020 3/1 1 Yes NA R 
(17SEP2020)

N/N

>55/
C459100
1 1270 
12701006

3^ SKIN Dermatitis contact/
Poison Oak Rash

1 01SEP2020 7/30 2 No O NA R 
(30SEP2020)

N/N

>55/
C459100
1 1270 
12701012

3^ GENRL Chills/
Chills

1 27AUG2020 2/7 1 Yes NA R 
(02SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Injection site pain

1 27AUG2020 2/3 1 Yes NA R 
(29AUG2020)

N/N

GENRL Chills/
Chills

2 15SEP2020 2/1 2 Yes NA R 
(15SEP2020)

N/N

Pyrexia/
Fever

2 15SEP2020 2/1 2 Yes NA/TC R 
(15SEP2020)

N/N

>55/
C459100
1 1270 
12701019

3^ GENRL Chills/
Chills

2 17SEP2020 1/2 1 Yes NA R 
(18SEP2020)

N/N

GENRL Pyrexia/
Fever

2 18SEP2020 2/2 1 Yes NA R 
(19SEP2020)

N/N

>55/
C459100
1 1270 
12701024

3^ GENRL Injection site pain/
Pain at injection site

1 28AUG2020 1/2 1 Yes NA R 
(29AUG2020)

N/N

GENRL Chills/
Chills

2 19SEP2020 2/1 1 Yes NA R 
(19SEP2020)

N/N

>55/
C459100
1 1270
12701028

3^ NERV Headache/
Headache

2 17SEP2020 2/2 2 Yes NA/TC R 
(18SEP2020)

N/N

>55/
C459100
1 1270 
12701032

3^ GASTR Diverticulum intestinal/
Diverticulosis of colon

1 17SEP2020 18/C 1 No O NA N N/N

Haemorrhoids/
Internal Hemorrhoids

1 17SEP2020 18/C 1 No O NA N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NEOPL Colon adenoma/
Adenomatous polyps of colon

1 17SEP2020 18/C 1 No O NA N N/N

>55/
C459100
1 1270 
12701036

3^ GENRL Injection site pain/
Pain at Injection Site

1 31AUG2020 1/2 1 Yes NA R 
(01SEP2020)

N/N

>55/
C459100
1 1270 
12701038

3^ EYE Eye irritation/
Burning Eyes

1 02SEP2020 2/2 1 No O NA R 
(03SEP2020)

N/N

MUSC Myalgia/
Muscle aches

1 02SEP2020 2/2 2 Yes NA R 
(03SEP2020)

N/N

RESP Throat irritation/
Scratchy throat

1 02SEP2020 2/2 1 No O NA R 
(03SEP2020)

N/N

>55/
C459100
1 1270 
12701043

3^ GENRL Injection site pain/
Pain at injection site

1 01SEP2020 1/2 2 Yes NA R 
(02SEP2020)

N/N

GENRL Chills/
CHILLS

1 02SEP2020 2/1 1 Yes NA R 
(02SEP2020)

N/N

MUSC Bone pain/
LEFT THUMB 

METACARPHOPHALANGEA
L PAIN

1 16SEP2020 16/C 2 No O NA N N/N

GENRL Chills/
Chills

2 22SEP2020 1/3 2 Yes NA R 
(24SEP2020)

N/N

Injection site pain/
Pain at injection site

2 22SEP2020 1/3 2 Yes NA R 
(24SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
MUSCEL ACHES

2 22SEP2020 1/2 2 Yes NA R 
(23SEP2020)

N/N

NERV Headache/
Headache

2 23SEP2020 2/2 2 Yes NA/TC R 
(24SEP2020)

N/N

>55/
C459100
1 1270 
12701047

3^ GASTR Nausea/
Nausea

1 02SEP2020 1/1 2 Yes NA/TCN R 
(02SEP2020)

N/N

NERV Headache/
Headache

1 02SEP2020 1/1 3 Yes NA/TC/TCN R 
(02SEP2020)

N/N

SKIN Actinic keratosis/
Actinic Keratosis

2 05OCT2020 13/C 1 No O NA/TC RG N/N

Stasis dermatitis/
Chronic Venous Stasis 

Dermatitis

2 05OCT2020 13/C 1 No O NA/TC N N/N

>55/
C459100
1 1270 
12701050

3^ GENRL Injection site pain/
Left arm pain at injection site

1 02SEP2020 1/2 1 Yes NA R 
(03SEP2020)

N/N

NERV Headache/
Headache

1 24SEP2020 23/1 1 No O NA R 
(24SEP2020)

N/N

>55/
C459100
1 1270 
12701054

3^ GENRL Injection site pain/
left arm pain at injection site

1 03SEP2020 1/2 1 Yes NA R 
(04SEP2020)

N/N

>55/
C459100
1 1270 
12701055

3^ GENRL Injection site pain/
Pain at Injection Site

1 03SEP2020 1/3 1 Yes NA R 
(05SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
Pain at injection site

2 22SEP2020 1/2 2 Yes NA R 
(23SEP2020)

N/N

>55/
C459100
1 1270 
12701057

3^ RESP Pulmonary embolism/
Pulmonary embolism

1 23SEP2020 21/C 3 No O P/TC RG Y/N

>55/
C459100
1 1270 
12701059

3^ GASTR Nausea/
Nausea

1 09SEP2020 7/2 1 No O NA R 
(10SEP2020)

N/N

>55/
C459100
1 1270 
12701063

3^ GENRL Fatigue/
Fatigue

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

MUSC Arthralgia/
Joint pain

2 24SEP2020 2/2 1 Yes NA R 
(25SEP2020)

N/N

NERV Headache/
Headache

2 24SEP2020 2/4 1 Yes NA R 
(27SEP2020)

N/N

>55/
C459100
1 1270
12701067

3^ MUSC Pain in extremity/
Left Foot Pain

2 02OCT2020 8/C 1 No O NA/TC/TCN RG N/N

INV High density lipoprotein 
increased/

Increased High Density 
Lipoproteins

2 03OCT2020 9/C 1 No O NA RG N/N

>55/
C459100
1 1270 
12701070

3^ GENRL Injection site pain/
Pain at injection site

1 08SEP2020 1/3 2 Yes NA/TC R 
(10SEP2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 2247

FDA-CBER-2021-5683-0128273



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1270 
12701081

3^ SKIN Skin lesion/
Skin Lesions Buttocks

2 08OCT2020 10/9 1 No O NA R 
(16OCT2020)

N/N

>55/
C459100
1 1270 
12701093

3^ NEOPL Basal cell carcinoma/
Right Lateral Lower Eyelid 

Basal Cell Carcinoma, Nodular 
Type

1 28SEP2020 18/C 2 No O NA N N/N

>55/
C459100
1 1270 
12701094

3^ GENRL Injection site pain/
Injection site pain

1 11SEP2020 1/4 2 Yes NA/TC R 
(14SEP2020)

N/N

MUSC Myalgia/
Muscle aches

1 12SEP2020 2/3 1 Yes NA/TC R 
(14SEP2020)

N/N

>55/
C459100
1 1270 
12701095

3^ INV Platelet count increased/
Elevated Platlett

2 26OCT2020 25/C 1 No O NA N N/N

INV Blood thyroid stimulating 
hormone increased/

Elevated Thyroid Stimulating 
Hormone

2 27OCT2020 26/C 1 No O NA N N/N

Low density lipoprotein 
increased/

Elevated low-density lipoprotein

2 27OCT2020 26/C 1 No O NA N N/N

>55/
C459100
1 1270 
12701101

3^ GASTR Abdominal pain upper/
Epigastric Abdominal Pain

2 19OCT2020 15/C 1 No O NA/TC N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1270 
12701102

3^ GENRL Injection site pain/
Injection site pain

2 05OCT2020 1/5 2 Yes NA/TC R 
(09OCT2020)

N/N

MUSC Muscle fatigue/
Muscle Fatigue

2 05OCT2020 1/4 2 Yes NA R 
(08OCT2020)

N/N

Myalgia/
Muscle Aches

2 05OCT2020 1/2 2 Yes NA/TC R 
(06OCT2020)

N/N

>55/
C459100
1 1270 
12701103

3^ GENRL Injection site pain/
Injection site pain

1 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

>55/
C459100
1 1270 
12701104

3^ NERV Dizziness/
Dizziness

2 05NOV2020 32/1 2 No O NA R 
(05NOV2020)

N/N

SKIN Hyperhidrosis/
Diaphoretic

2 05NOV2020 32/1 2 No O NA R 
(05NOV2020)

N/N

VASC Pallor/
Pale

2 05NOV2020 32/1 2 No O NA R 
(05NOV2020)

N/N

>55/
C459100
1 1270 
12701106

3^ GENRL Injection site pain/
Injection site pain

1 14SEP2020 1/2 1 Yes NA R 
(15SEP2020)

N/N

>55/
C459100
1 1270 
12701111

3^ GENRL Injection site pain/
Injection Site Pain

2 06OCT2020 1/3 1 Yes NA R 
(08OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1270 
12701113

3^ RENAL Dysuria/
Dysuria

2 11OCT2020 3/6 1 No O NA/TC R 
(16OCT2020)

N/N

>55/
C459100
1 1270 
12701114

3^ GENRL Fatigue/
Fatigue

1 16SEP2020 1/2 2 Yes NA R 
(17SEP2020)

N/N

Injection site pain/
Injection site pain

1 16SEP2020 1/2 2 Yes NA/TC R 
(17SEP2020)

N/N

MUSC Myalgia/
Muscle Aches

1 16SEP2020 1/2 1 Yes NA/TC R 
(17SEP2020)

N/N

>55/
C459100
1 1270 
12701127

3^ GASTR Nausea/
Nausea

1 19SEP2020 3/1 2 Yes NA R 
(19SEP2020)

N/N

Vomiting/
Vomitting

1 19SEP2020 3/1 1 Yes NA R 
(19SEP2020)

N/N

GENRL Chills/
Chills

1 19SEP2020 3/1 1 Yes NA R 
(19SEP2020)

N/N

Pyrexia/
Fever (Highest 101.5'F)

1 19SEP2020 3/1 2 Yes NA R 
(19SEP2020)

N/N

NERV Headache/
Headache

1 19SEP2020 3/1 1 Yes NA R 
(19SEP2020)

N/N

REPRO Breast pain/
Right Mastodynia

1 20SEP2020 4/7 2 No O NA R 
(26SEP2020)

N/N

>55/
C459100

3^ VASC Hypertension/
Worsening Hypertension

2 28OCT2020 20/C 1 No O NA/TC N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1270 
12701130

>55/
C459100
1 1270 
12701138

3^ GASTR Diarrhoea/
Diarrhea, once

1 22SEP2020 2/1 1 Yes NA R 
(22SEP2020)

N/N

>55/
C459100
1 1270 
12701140

3^ GENRL Injection site pain/
Injection site arm pain

1 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

GASTR Diarrhoea/
Diarrhea

1 22SEP2020 2/1 2 Yes NA R 
(22SEP2020)

N/N

Nausea/
Nausea

1 22SEP2020 2/1 2 Yes NA R 
(22SEP2020)

N/N

GENRL Chills/
Chills

1 22SEP2020 2/1 2 Yes NA R 
(22SEP2020)

N/N

NERV Headache/
Headache

1 22SEP2020 2/1 2 Yes NA/TC R 
(22SEP2020)

N/N

>55/
C459100
1 4444 
44441001

3^ GENRL Asthenia/
asthenia

2 12OCT2020 1/3 2 Yes NA R 
(14OCT2020)

N/N

MUSC Myalgia/
left arm muscle pain

2 12OCT2020 1/3 1 Yes NA R 
(14OCT2020)

N/N

>55/
C459100
1 4444 
44441002

3^ INFEC Tooth infection/
Odontogenic infection

2 22OCT2020 11/6 1 No O NA/TC R 
(27OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 4444 
44441006

3^ GENRL Pyrexia/
fever

2 13OCT2020 2/1 1 Yes NA/TC R 
(13OCT2020)

N/N

>55/
C459100
1 4444 
44441010

3^ GENRL Asthenia/
asthenia

1 21SEP2020 1/8 1 Yes NA R 
(28SEP2020)

N/N

MUSC Pain in extremity/
pain in left upper limb

1 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

GENRL Pyrexia/
fever

2 12OCT2020 1/2 1 Yes NA/TC R 
(13OCT2020)

N/N

MUSC Myalgia/
right arm muscle pain

2 12OCT2020 1/2 1 Yes NA/TC/TCN R 
(13OCT2020)

N/N

>55/
C459100
1 4444 
44441041

3^ INJ&P Thermal burn/
Burn on right forearm. 

Classification AB

2 05NOV2020 24/C 2 No O NA/TCN RG N/N

>55/
C459100
1 4444 
44441042

3^ METAB Dyslipidaemia/
Dyslipidemia

1 22SEP2020 2/8 1 No O NA/TC/TCN R 
(29SEP2020)

N/N

MUSC Osteitis/
Right hip trochanteritis 

worsening

1 09OCT2020 19/C 2 No O NA/TC/TCN RG N/N

CARD Ventricular extrasystoles/
Frecuent ventricular 

extrasystoles

2 13OCT2020 2/1 1 No O NA/TC/TCN R 
(13OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 4444 
44441050

3^ INFEC Urinary tract infection/
Urinary infection

1 01OCT2020 11/10 2 No O NA/TC/TCN R 
(10OCT2020)

N/N

>55/
C459100
1 4444 
44441051

3^ GENRL Injection site pain/
Injection site pain in right arm.

2 14OCT2020 1/2 1 Yes NA R 
(15OCT2020)

N/N

>55/
C459100
1 4444 
44441053

3^ GASTR Abdominal pain/
Abdominal pain

2 13OCT2020 2/2 2 Yes NA R 
(14OCT2020)

N/N

Diarrhoea/
Diarrhea

2 13OCT2020 2/2 2 Yes NA R 
(14OCT2020)

N/N

>55/
C459100
1 4444 
44441058

3^ GENRL Injection site pain/
Pain on injection site

1 21SEP2020 1/2 1 Yes NA R 
(22SEP2020)

N/N

GENRL Asthenia/
asthenia

2 13OCT2020 1/4 1 Yes NA/TC R 
(16OCT2020)

N/N

RESP Nasal congestion/
Congestion nasal

2 13OCT2020 1/4 1 Yes NA/TC R 
(16OCT2020)

N/N

>55/
C459100
1 4444 
44441059

3^ GASTR Abdominal distension/
abdominal distention

1 22SEP2020 2/7 2 No O NA/TC R 
(28SEP2020)

N/N

Proctalgia/
Pain in anus

1 22SEP2020 2/7 2 No O NA/TC R 
(28SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 4444 
44441074

3^ GENRL Asthenia/
asthenia

1 21SEP2020 1/7 2 Yes NA R 
(27SEP2020)

N/N

INFEC Conjunctivitis/
conjunctivitis of the left eye

2 12OCT2020 1/11 1 No O NA/TC R 
(22OCT2020)

N/N

INFEC Conjunctivitis/
Recurrent conjunctivitis

2 26OCT2020 15/7 1 No O NA/TC R 
(01NOV2020)

N/N

>55/
C459100
1 4444 
44441078

3^ RENAL Dysuria/
burning when urinating

1 10OCT2020 20/2 1 No O NA R 
(11OCT2020)

N/N

>55/
C459100
1 4444 
44441080

3^ VASC Hypertension/
Arterial Hypertension 

Exacerbation

1 24SEP2020 4/2 1 No CD NA R 
(25SEP2020)

N/N

>55/
C459100
1 4444 
44441091

3^ INJ&P Fall/
fall from own height

2 11NOV2020 31/1 2 No O NA/TCN R 
(11NOV2020)

N/N

Ligament sprain/
right ankle sprain

2 11NOV2020 31/C 2 No O NA/TC/TCN RG N/N

>55/
C459100
1 4444 
44441097

3^ RESP Bronchospasm/
bronchospasm

1 28SEP2020 8/1 1 No O NA/TC R 
(28SEP2020)

N/N

>55/
C459100
1 4444 
44441107

3^ EYE Conjunctivitis allergic/
allergic conjunctivitis

1 29SEP2020 9/2 1 No O NA/TC R 
(30SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 4444 
44441112

3^ SKIN Erythema/
redness of both upper limbs

1 25SEP2020 5/8 1 No O NA/TC R 
(02OCT2020)

N/N

GASTR Abdominal pain upper/
Epigastralgia

2 02NOV2020 21/1 1 No O NA/TC R 
(02NOV2020)

N/N

>55/
C459100
1 4444 
44441114

3^ NERV Headache/
Short-term headache

1 05OCT2020 15/2 1 No O NA R 
(06OCT2020)

N/N

REPRO Vulvovaginal pruritus/
vaginal itching

2 05NOV2020 25/4 1 No O NA/TC R 
(08NOV2020)

N/N

>55/
C459100
1 4444 
44441116

3^ INFEC Tooth infection/
Tooth infection

2 04NOV2020 24/5 1 No O NA/TC/TCN R 
(08NOV2020)

N/N

>55/
C459100
1 4444 
44441127

3^ GENRL Asthenia/
Asthenia

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

>55/
C459100
1 4444 
44441130

3^ SKIN Blister/
blisters on the back of both hands

1 23SEP2020 3/12 1 No O NA/TC R 
(04OCT2020)

N/N

Rash/
Rash on the back of both hands

1 23SEP2020 3/12 1 No O NA/TC R 
(04OCT2020)

N/N

SKIN Skin lesion/
erythematous lesions on both 

forearms

1 02OCT2020 12/3 1 No O NA/TC R 
(04OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INV Body temperature increased/
Body temperature increased

2 14OCT2020 2/1 1 Yes NA/TC/TCN R 
(14OCT2020)

N/N

>55/
C459100
1 4444 
44441136

3^ MUSC Back pain/
Low back pain

1 01OCT2020 11/1 1 No O NA/TC R 
(01OCT2020)

N/N

>55/
C459100
1 4444 
44441140

3^ RESP Dysphonia/
Dysphonia

1 02OCT2020 12/6 1 No O NA R 
(07OCT2020)

N/N

>55/
C459100
1 4444 
44441141

3^ VASC Hypertension/
Arterial hypertension

2 23OCT2020 12/C 1 No O NA/TC RG N/N

>55/
C459100
1 4444 
44441148

3^ GASTR Gastritis/
Acute gastritis

1 22SEP2020 2/18 1 No O NA/TC R 
(09OCT2020)

N/N

>55/
C459100
1 4444 
44441158

3^ NERV Intention tremor/
Intentional fine tremor of the left 
hand lasting one to two minutes

1 01OCT2020 11/12 1 No O NA R 
(12OCT2020)

N/N

GASTR Tooth disorder/
dental mobility

1 08OCT2020 18/2 1 No O NA/TC/TCN R 
(09OCT2020)

N/N

>55/
C459100
1 4444 
44441165

3^ INFEC Tooth infection/
Left lower first molar infection

2 14OCT2020 2/27 1 No O NA/TC R 
(09NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INFEC Herpes zoster/
Herpes zoster in the right 
anterior thoracic region

2 21OCT2020 9/C 1 No O NA/TC RG N/N

>55/
C459100
1 4444 
44441168

3^ GENRL Asthenia/
Asthenia

2 14OCT2020 2/5 1 Yes NA R 
(18OCT2020)

N/N

Injection site pain/
Injection site pain

2 14OCT2020 2/2 1 Yes NA R 
(15OCT2020)

N/N

>55/
C459100
1 4444 
44441178

3^ GENRL Asthenia/
Asthenia

2 14OCT2020 2/2 1 Yes NA R 
(15OCT2020)

N/N

>55/
C459100
1 4444 
44441196

3^ GASTR Abdominal pain/
nonspecific abdominal pain

1 09OCT2020 19/5 1 No O NA/TC R 
(13OCT2020)

N/N

>55/
C459100
1 4444
44441215

3^ MUSC Myalgia/
Generealized myalgia

1 22SEP2020 2/6 3 Yes NA/TC R 
(27SEP2020)

N/N

>55/
C459100
1 4444 
44441221

3^ GENRL Injection site pain/
Injection site pain

2 14OCT2020 1/5 2 Yes NA/TC R 
(18OCT2020)

N/N

GENRL Asthenia/
Asthenia

2 16OCT2020 3/3 1 Yes NA R 
(18OCT2020)

N/N

>55/
C459100

3^ MUSC Myalgia/
Myalgia

2 12OCT2020 1/2 2 Yes NA R 
(13OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 4444 
44441227

GENRL Pyrexia/
fever

2 13OCT2020 2/1 2 Yes NA/TC R 
(13OCT2020)

N/N

>55/
C459100
1 4444 
44441229

3^ METAB Type 2 diabetes mellitus/
Type 2 diabetes

1 30SEP2020 10/C 1 No O NA/TC/TCN N N/N

>55/
C459100
1 4444 
44441231

3^ GENRL Asthenia/
asthenia

2 13OCT2020 2/5 1 Yes NA R 
(17OCT2020)

N/N

>55/
C459100
1 4444 
44441235

3^ REPRO Benign prostatic hyperplasia/
exacerbation of benign prostatic 

hyperplasia

2 28OCT2020 16/17 1 No O NA/TC R 
(13NOV2020)

N/N

>55/
C459100
1 4444 
44441239

3^ INJ&P Tooth fracture/
Tooth breakage

2 05NOV2020 25/1 1 No O NA/TC/TCN R 
(05NOV2020)

N/N

SURG Tooth extraction/
Tooth extraction

2 05NOV2020 25/1 1 No O NA/TC R 
(05NOV2020)

N/N

>55/
C459100
1 4444 
44441242

3^ NERV Paraesthesia/
Paraesthesia

1 23SEP2020 3/C 1 No O NA N N/N

>55/
C459100

3^ GENRL Pyrexia/
Fever

2 12OCT2020 1/2 1 Yes NA/TC R 
(13OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 4444 
44441274

>55/
C459100
1 4444 
44441287

3^ MUSC Back pain/
Low back pain

1 26SEP2020 5/6 1 No O NA/TC R 
(01OCT2020)

N/N

GENRL Asthenia/
Asthenia

2 17OCT2020 5/1 1 Yes NA R 
(17OCT2020)

N/N

>55/
C459100
1 4444 
44441303

3^ GASTR Dental caries/
dental caries

1 29SEP2020 8/5 1 No O NA/TC R 
(03OCT2020)

N/N

>55/
C459100
1 4444 
44441309

3^ INFEC Cystitis/
Lower urinary tract infection 

(cystitis)

1 28SEP2020 7/13 2 No O NA/TC R 
(10OCT2020)

N/N

NERV Headache/
Headache

1 28SEP2020 7/3 1 No O NA/TC R 
(30SEP2020)

N/N

NERV Headache/
Headache

2 20OCT2020 9/C 2 No O NA/TC N N/N

>55/
C459100
1 4444 
44441313

3^ GENRL Injection site pain/
PAIN AT THE INJECTION 

SITE

2 14OCT2020 2/2 1 Yes NA/TC R 
(15OCT2020)

N/N

>55/
C459100
1 4444 
44441318

3^ NERV Headache/
Headache

1 24SEP2020 3/2 1 Yes NA/TC R 
(25SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 4444 
44441322

3^ INJ&P Ligament sprain/
right ankle sprain

2 13OCT2020 2/29 1 No O NA/TCN R 
(10NOV2020)

N/N

>55/
C459100
1 4444 
44441331

3^ GENRL Injection site pain/
injection site pain

1 22SEP2020 1/3 1 Yes NA R 
(24SEP2020)

N/N

GENRL Pyrexia/
fever (38.5 C)

1 12OCT2020 21/3 1 Yes NA/TC R 
(14OCT2020)

N/N

MUSC Myalgia/
generalized myalgia

1 12OCT2020 21/3 1 Yes NA/TC R 
(14OCT2020)

N/N

>55/
C459100
1 4444 
44441338

3^ GENRL Asthenia/
Asthenia

2 13OCT2020 1/4 1 Yes NA R 
(16OCT2020)

N/N

Injection site pain/
Injection site pain

2 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

NERV Headache/
Headache

2 13OCT2020 1/4 1 Yes NA/TC R 
(16OCT2020)

N/N

HEPAT Cholelithiasis/
Gallstones

2 10NOV2020 29/C 1 No O NA N N/N

INJ&P Procedural hypotension/
Hypotension during blood 

sample collection

2 12NOV2020 31/1 1 No O NA R 
(12NOV2020)

N/N

>55/
C459100
1 4444 
44441343

3^ MUSC Pain in extremity/
pain in left upper limb up to the 

middle finger of the hand.

1 22SEP2020 1/9 1 Yes NA R 
(30SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 4444 
44441367

3^ GENRL Asthenia/
Asthenia

1 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

MUSC Myalgia/
Generalized myalgias

1 23SEP2020 2/2 1 Yes NA R 
(24SEP2020)

N/N

>55/
C459100
1 4444 
44441369

3^ GENRL Discomfort/
General discomfort

1 12OCT2020 21/3 1 No O NA R 
(14OCT2020)

N/N

>55/
C459100
1 4444 
44441370

3^ RESP Rhinitis allergic/
worsening allergic rhinitis

1 02OCT2020 11/8 1 No O NA R 
(09OCT2020)

N/N

>55/
C459100
1 4444 
44441372

3^ INFEC Tooth infection/
Dental infection

1 22SEP2020 1/15 1 No O NA/TC/TCN R 
(06OCT2020)

N/N

NERV Headache/
Headache

2 12OCT2020 1/2 2 Yes NA/TC R 
(13OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 13OCT2020 2/2 2 Yes NA R 
(14OCT2020)

N/N

METAB Vitamin D deficiency/
Vitamin D deficiency

2 19OCT2020 8/C 1 No O NA/TC RG N/N

>55/
C459100
1 4444 
44441375

3^ MUSC Back pain/
WORSENED LOW BACK 

PAIN

2 15OCT2020 3/1 2 No O NA/TC R 
(15OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 4444 
44441422

3^ MUSC Pain in extremity/
Pain in left heel

1 28SEP2020 7/1 1 No O NA/TC R 
(28SEP2020)

N/N

>55/
C459100
1 4444 
44441441

3^ INFEC Abscess limb/
Abscessed lesion in the middle 

finger of the right hand

1 05OCT2020 14/11 1 No O NA/TC/TCN R 
(15OCT2020)

N/N

>55/
C459100
1 4444 
44441449

3^ SKIN Hand dermatitis/
dermatitis on both hands

1 28SEP2020 7/4 1 No O NA/TC R 
(01OCT2020)

N/N

>55/
C459100
1 4444 
44441468

3^ INFEC Erysipelas/
erysipelas on left leg

1 07OCT2020 16/21 1 No O NA/TC/TCN R 
(27OCT2020)

N/N

>55/
C459100
1 4444 
44441473

3^ HEPAT Biliary colic/
Biliary colic

2 02NOV2020 21/2 1 No O NA/TC/TCN R 
(03NOV2020)

N/N

>55/
C459100
1 4444 
44441513

3^ REPRO Breast pain/
Mastalgia

1 05OCT2020 14/1 1 No O NA R 
(05OCT2020)

N/N

>55/
C459100
1 4444 
44441533

3^ GASTR Abdominal pain upper/
Epigastralgia

1 05OCT2020 14/1 1 No O NA/TC/TCN R 
(05OCT2020)

N/N

>55/
C459100

3^ INFEC Tooth infection/
Dental infection

2 05NOV2020 23/C 1 No O NA/TC RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 4444 
44441548

>55/
C459100
1 4444 
44441551

3^ NERV Headache/
Frontal headache

1 13OCT2020 21/1 1 No O NA/TC R 
(13OCT2020)

N/N

NERV Headache/
frontal headache

2 21OCT2020 8/2 1 No O NA/TC R 
(22OCT2020)

N/N

>55/
C459100
1 4444 
44441588

3^ VASC Hypertension/
Isolated arterial hypertension 

record

1 01OCT2020 9/1 1 No O NA RS 
(01OCT2020)

N/N

>55/
C459100
1 4444 
44441607

3^ INFEC Erysipelas/
Erysipelas in left leg

2 02NOV2020 20/5 1 No O NA/TC R 
(06NOV2020)

N/N

MUSC Back pain/
Low back pain

2 09NOV2020 27/4 1 No O NA/TC R 
(12NOV2020)

N/N

>55/
C459100
1 4444 
44441613

3^ EAR Vertigo/
Worsening of Peripheral 
Vertiginous Syndrome

1 12OCT2020 20/3 2 No O NA/TC/TCN R 
(14OCT2020)

N/N

MUSC Myalgia/
myalgia

2 15OCT2020 2/1 1 Yes NA R 
(15OCT2020)

N/N

>55/
C459100
1 4444 
44441625

3^ GASTR Haemorrhoids/
Hemorrhoids

1 27SEP2020 5/12 1 No O NA/TC R 
(08OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 4444 
44441626

3^ MUSC Myalgia/
GENERALIZED MYALGY

1 23SEP2020 1/3 2 Yes NA R 
(25SEP2020)

N/N

>55/
C459100
1 4444 
44441645

3^ GENRL Injection site pain/
pain at the injection site in the 

left arm

1 23SEP2020 1/3 2 Yes NA R 
(25SEP2020)

N/N

>55/
C459100
1 4444 
44441646

3^ INFEC Urinary tract infection/
Lower urinary infection

2 22OCT2020 9/8 1 No O NA/TC R 
(29OCT2020)

N/N

>55/
C459100
1 4444 
44441656

3^ MUSC Pain in extremity/
pain on mobilization in left arm

1 25SEP2020 3/3 1 Yes NA R 
(27SEP2020)

N/N

>55/
C459100
1 4444 
44441665

3^ GASTR Diarrhoea/
Acute diarrhea

2 17OCT2020 4/3 1 No O NA R 
(19OCT2020)

N/N

>55/
C459100
1 4444 
44441666

3^ EYE Dry eye/
Dry Eye

1 30SEP2020 8/C 1 No O NA/TC/TCN RG N/N

>55/
C459100
1 4444 
44441667

3^ EYE Eye pain/
eye pain

1 26SEP2020 4/5 2 No O NA/TC R 
(30SEP2020)

N/N

MUSC Arthralgia/
arthralgias

1 26SEP2020 4/3 1 No O NA R 
(28SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

SKIN Rash/
skin rash on face and torso

1 26SEP2020 4/3 1 No O NA R 
(28SEP2020)

N/N

MUSC Arthralgia/
arthralgias

1 04OCT2020 12/12 1 No O NA/TC/TCN R 
(15OCT2020)

N/N

>55/
C459100
1 4444 
44441690

3^ MUSC Arthralgia/
Left elbow pain

1 28SEP2020 6/3 1 No O NA/TCN R 
(30SEP2020)

N/N

>55/
C459100
1 4444 
44441703

3^ GENRL Oedema peripheral/
edema in the left upper limb, 
arm, forearm and left hand

1 26SEP2020 4/4 2 No O NA/TC R 
(29SEP2020)

N/N

MUSC Myalgia/
Generalized myalgia

1 26SEP2020 4/4 2 Yes NA/TC R 
(29SEP2020)

N/N

INFEC Influenza/
Flu

1 07OCT2020 15/4 1 No O NA/TC R 
(10OCT2020)

N/N

MUSC Synovial cyst/
Left hand ganglion

1 07OCT2020 15/C 1 No O NA/TCN RG N/N

>55/
C459100
1 4444 
44441723

3^ VASC Hypotension/
arterial hypotension

1 13OCT2020 21/1 2 No O NA R 
(13OCT2020)

N/N

>55/
C459100
1 4444 
44441732

3^ GENRL Pyrexia/
fever

2 14OCT2020 2/2 2 Yes NA/TC R 
(15OCT2020)

N/N

>55/
C459100

3^ NERV Headache/
headache

1 23SEP2020 1/2 1 Yes NA/TC R 
(24SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 4444 
44441742

>55/
C459100
1 4444 
44441743

3^ MUSC Myalgia/
Mild generalized myalgia.

2 13OCT2020 2/2 1 Yes NA R 
(14OCT2020)

N/N

>55/
C459100
1 4444 
44441774

3^ GENRL Pyrexia/
Fever

2 15OCT2020 2/2 2 Yes NA R 
(16OCT2020)

N/N

MUSC Myalgia/
Generalized myalgia

2 15OCT2020 2/2 2 Yes NA/TC R 
(16OCT2020)

N/N

>55/
C459100
1 4444 
44441803

3^ GENRL Asthenia/
asthenia

1 28SEP2020 4/4 2 Yes NA R 
(01OCT2020)

N/N

MUSC Myalgia/
myalgia

1 28SEP2020 4/4 2 Yes NA/TC R 
(01OCT2020)

N/N

INFEC Herpes zoster/
Worsening of herpes zoster

2 20OCT2020 5/4 1 No O NA/TC R 
(23OCT2020)

N/N

>55/
C459100
1 4444 
44441811

3^ INFEC Tooth infection/
Odontogenic infection

2 26OCT2020 11/11 1 No O NA/TC/TCN R 
(05NOV2020)

N/N

>55/
C459100
1 4444 
44441822

3^ INJ&P Joint dislocation/
Right hip dislocation

2 16OCT2020 1/1 3 No O NA/TCN R 
(16OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 4444 
44441831

3^ GENRL Sensation of foreign body/
Foreign body sensation in 

pharynx

1 27SEP2020 3/1 2 No O NA R 
(27SEP2020)

N/N

SKIN Hyperhidrosis/
Sweating

2 16OCT2020 1/1 1 Yes NA R 
(16OCT2020)

N/Y

GASTR Abdominal pain upper/
Pain in epigastrium

2 17OCT2020 2/1 1 Yes NA R 
(17OCT2020)

N/N

Vomiting/
Vomiting

2 17OCT2020 2/1 2 Yes NA R 
(17OCT2020)

N/N

GENRL Pyrexia/
fever

2 17OCT2020 2/3 1 Yes NA/TC R 
(19OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 17OCT2020 2/3 1 Yes NA R 
(19OCT2020)

N/N

NERV Hypersomnia/
Hypersomnia

2 17OCT2020 2/3 1 Yes NA R 
(19OCT2020)

N/N

>55/
C459100
1 4444 
44441865

3^ NERV Parosmia/
Hyperosmia

2 25OCT2020 11/17 1 No O NA R 
(10NOV2020)

N/N

>55/
C459100
1 4444 
44441867

3^ GASTR Diarrhoea/
Diarrhea

2 16OCT2020 1/2 2 Yes NA R 
(17OCT2020)

N/N

>55/
C459100
1 4444 
44441890

3^ GENRL Pyrexia/
Fever

2 15OCT2020 2/1 1 Yes NA/TC R 
(15OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 4444 
44441894

3^ EAR Vertigo/
Worsening of vertiginous 

syndrome

1 28SEP2020 4/17 2 No O NA/TC R 
(14OCT2020)

N/N

>55/
C459100
1 4444 
44441905

3^ GASTR Diarrhoea/
acute diarrhea

2 16OCT2020 1/3 1 Yes NA R 
(18OCT2020)

N/N

NERV Headache/
headache

2 16OCT2020 1/2 2 Yes NA R 
(17OCT2020)

N/N

>55/
C459100
1 4444 
44441922

3^ RESP Rhinitis allergic/
allergic rhinitis.

1 26SEP2020 2/2 1 No O NA/TC R 
(27SEP2020)

N/N

>55/
C459100
1 4444 
44441941

3^ INFEC Vulvovaginal mycotic infection/
Fungal vulvovaginitis

1 04OCT2020 10/1 1 No O NA/TC R 
(04OCT2020)

N/N

REPRO Vaginal haemorrhage/
Vaginal hemorrhage

1 04OCT2020 10/1 1 No O NA/TC R 
(04OCT2020)

N/N

>55/
C459100
1 4444 
44442012

3^ NERV Facial paralysis/
Left peripheral facial palsy

1 31OCT2020 37/C 2 No O NA/TC/TCN N N/N

>55/
C459100
1 4444 
44442063

3^ MUSC Pain in extremity/
Left arm pain

1 13OCT2020 17/5 1 No O NA R 
(17OCT2020)

N/N

>55/
C459100

3^ GASTR Nausea/
nausea

1 12OCT2020 16/1 1 No O NA/TC R 
(12OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 4444 
44442096

>55/
C459100
1 4444 
44442108

3^ INJ&P Hand fracture/
Fracture of proximal phalanx of 

second finger of left hand

2 03NOV2020 20/9 2 No O NA/TC/TCN R 
(11NOV2020)

N/N

>55/
C459100
1 4444 
44442110

3^ NERV Headache/
headache

2 15OCT2020 1/2 2 Yes NA/TC R 
(16OCT2020)

N/N

>55/
C459100
1 4444 
44442128

3^ MUSC Intervertebral disc protrusion/
Herniated disc.

1 08OCT2020 12/8 1 No O NA/TCN R 
(15OCT2020)

N/N

GASTR Diarrhoea/
Diarrhea

2 17OCT2020 2/1 1 Yes NA R 
(17OCT2020)

N/N

GENRL Pyrexia/
Fever

2 17OCT2020 2/1 3 Yes NA/TC R 
(17OCT2020)

N/N

>55/
C459100
1 4444 
44442134

3^ GASTR Diarrhoea/
Diarrhea*

27SEP2020 1/2 1 No O NA R 
(28SEP2020)

N/N

METAB Hyperglycaemia/
Hyperglycemia

2 16OCT2020 2/1 1 No O NA/TCN R 
(16OCT2020)

N/N

GENRL Injection site pain/
injection site pain

2 17OCT2020 3/2 1 Yes NA/TC R 
(18OCT2020)

N/N

>55/
C459100

3^ NERV Headache/
headache

1 29SEP2020 3/2 1 Yes NA/TC R 
(30SEP2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 4444 
44442139

>55/
C459100
1 4444 
44442153

3^ NERV Headache/
headache

1 28SEP2020 2/2 1 Yes NA/TC R 
(29SEP2020)

N/N

GENRL Pyrexia/
fever

2 17OCT2020 2/1 2 Yes NA/TC R 
(17OCT2020)

N/N

>55/
C459100
1 4444 
44442175

3^ INV Body temperature increased/
Body temperature increased: 

thermal record 37.7 C

1 28SEP2020 2/1 1 Yes NA/TC R 
(28SEP2020)

N/N

>55/
C459100
1 4444 
44442183

3^ GENRL Pyrexia/
fever

2 16OCT2020 2/2 1 Yes NA R 
(17OCT2020)

N/N

>55/
C459100
1 4444 
44442191

3^ SKIN Pruritus/
Itching in both legs

1 28SEP2020 2/6 1 No O NA/TC R 
(03OCT2020)

N/N

>55/
C459100
1 4444 
44442192

3^ NERV Headache/
Headache

2 23OCT2020 8/15 1 No O NA/TC R 
(06NOV2020)

N/N

>55/
C459100
1 4444 
44442240

3^ GENRL Asthenia/
asthenia

2 17OCT2020 2/2 1 Yes NA R 
(18OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 4444 
44442246

3^ SKIN Rash/
Exanthema located on thighs, 

groin and arms

2 17OCT2020 2/1 1 No O NA R 
(17OCT2020)

N/N

>55/
C459100
1 4444 
44442271

3^ GASTR Diarrhoea/
Diarrhea

1 29SEP2020 3/2 2 Yes NA R 
(30SEP2020)

N/N

MUSC Myalgia/
generalized myalgia

2 16OCT2020 2/3 1 Yes NA/TC R 
(18OCT2020)

N/N

>55/
C459100
1 4444 
44442289

3^ NERV Headache/
headache

2 17OCT2020 2/1 1 Yes NA R 
(17OCT2020)

N/N

>55/
C459100
1 4444 
44442290

3^ EYE Cataract/
Cataracts

2 29OCT2020 15/C 1 No O NA N N/N

>55/
C459100
1 4444 
44442295

3^ MUSC Pain in extremity/
Pain in left arm.

2 15OCT2020 1/2 1 Yes NA R 
(16OCT2020)

N/N

>55/
C459100
1 4444 
44442316

3^ GENRL Injection site pain/
Pain at injection site

1 27SEP2020 1/3 1 Yes NA R 
(29SEP2020)

N/N

GENRL Fatigue/
Fatigue

1 28SEP2020 2/1 1 No O NA R 
(28SEP2020)

N/N

>55/
C459100

3^ GENRL Pyrexia/
fever

2 17OCT2020 2/2 1 Yes NA/TC R 
(18OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 4444 
44442320

NERV Headache/
headache

2 17OCT2020 2/2 1 Yes NA R 
(18OCT2020)

N/N

16-55/
C459100
1 1005 
10051223

3 GENRL Injection site pain/
injection site pain

1 13OCT2020 2/4 2 Yes NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 1005 
10051232

3 INFEC Ear infection/
LEFT EAR INFECTION

1 23OCT2020 12/6 2 No O NA/TC R 
(28OCT2020)

N/N

16-55/
C459100
1 1005 
10051236

3 GENRL Chills/
CHILLS

2 04NOV2020 2/1 1 Yes NA R 
(04NOV2020)

N/N

16-55/
C459100
1 1005 
10051241

3 GENRL Fatigue/
FATIGUE

1 14OCT2020 2/3 1 Yes NA R 
(16OCT2020)

N/N

Injection site pain/
PAIN AT INJECTION SITE

1 14OCT2020 2/5 1 Yes NA R 
(18OCT2020)

N/N

MUSC Myalgia/
MYALGIA

1 14OCT2020 2/3 1 Yes NA R 
(16OCT2020)

N/N

GENRL Fatigue/
FATIGUE

2 03NOV2020 1/C 2 Yes NA N N/N

Injection site pain/
INJECTION SITE PAIN

2 03NOV2020 1/C 2 Yes NA/TC N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
MYALGIA

2 03NOV2020 1/C 2 Yes NA N N/N

NERV Headache/
HEADACHE

2 03NOV2020 1/C 2 Yes NA N N/N

16-55/
C459100
1 1005 
10051244

3 NERV Migraine/
WORSENING OF MIGRAINES

2 07NOV2020 6/1 2 No O NA/TC R 
(07NOV2020)

N/N

16-55/
C459100
1 1005 
10051246

3 GENRL Injection site pain/
INJECTION SITE PAIN

2 02NOV2020 1/2 1 Yes NA R 
(03NOV2020)

N/N

16-55/
C459100
1 1005 
10051259

3 GENRL Injection site pain/
PAIN AT INJECTION SITE

1 15OCT2020 2/2 1 Yes NA/TC R 
(16OCT2020)

N/N

Malaise/
MALAISE

1 15OCT2020 2/2 1 Yes NA R 
(16OCT2020)

N/N

MUSC Arthralgia/
SHOULDER ACHING NOT 

INJECTION ARM

1 15OCT2020 2/2 1 Yes NA R 
(16OCT2020)

N/N

Myalgia/
MYALGIA

1 15OCT2020 2/2 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1005 
10051270

3 GENRL Fatigue/
FATIGUE

1 15OCT2020 1/1 2 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100

3 GENRL Injection site pain/
INJECTION SITE ARM PAIN

1 17OCT2020 2/4 1 Yes NA R 
(20OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1005 
10051283

16-55/
C459100
1 1005 
10051285

3 GENRL Injection site pain/
PAIN AT INJECTION SITE

1 16OCT2020 1/5 2 Yes NA R 
(20OCT2020)

N/Y

GENRL Injection site pain/
PAIN AT INJECTION SITE

2 05NOV2020 1/C 1 Yes NA N N/Y

16-55/
C459100
1 1005 
10051288

3 INFEC Tooth abscess/
RIGHT TOOTH ABSCESS

1 20OCT2020 5/17 2 No O NA/TC R 
(05NOV2020)

N/N

16-55/
C459100
1 1005 
10051290

3 GENRL Injection site pain/
INJECTION SITE PAIN

2 05NOV2020 2/C 1 Yes NA N N/N

16-55/
C459100
1 1005 
10051302

3 GENRL Injection site pain/
MILD ARM PAIN AT 

INJECTION SITE

1 19OCT2020 1/2 1 Yes NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1005 
10051318

3 GENRL Pain/
BODY ACHES

1 21OCT2020 2/3 1 Yes NA R 
(23OCT2020)

N/N

16-55/
C459100
1 1005 
10051332

3 GENRL Injection site pain/
PAIN AT INJECTION SITE

1 20OCT2020 1/4 1 Yes NA R 
(23OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1005 
10051335

3 GENRL Injection site pain/
TENDERNESS AT INJECTION 

SITE

1 22OCT2020 2/2 1 Yes NA R 
(23OCT2020)

N/N

16-55/
C459100
1 1005 
10051340

3 GASTR Nausea/
NAUSEA

1 21OCT2020 1/2 1 Yes NA R 
(22OCT2020)

N/N

GENRL Injection site pain/
TENDERNESS AT INJECTION 

SITE

1 21OCT2020 1/2 1 Yes NA R 
(22OCT2020)

N/N

GENRL Fatigue/
FATIGUE

1 22OCT2020 2/1 1 Yes NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1005 
10051346

3 GENRL Injection site pain/
PAIN AT INJECTION SITE

1 21OCT2020 1/4 1 Yes NA R 
(24OCT2020)

N/N

16-55/
C459100
1 1005 
10051349

3 GENRL Fatigue/
FATIGUE

1 22OCT2020 1/2 1 Yes NA R 
(23OCT2020)

N/N

Injection site pain/
PAIN AT INJECTION SITE

1 22OCT2020 1/3 1 Yes NA R 
(24OCT2020)

N/Y

16-55/
C459100
1 1005 
10051361

3 GENRL Chills/
CHILLS

2 12NOV2020 2/C 2 Yes NA N N/N

Fatigue/
FATIGUE

2 12NOV2020 2/C 2 Yes NA N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
HEADACHE

2 12NOV2020 2/C 2 Yes NA N N/N

16-55/
C459100
1 1005 
10051365

3 GENRL Injection site pain/
BURNING SENSATION AT 

INJECTION SITE

1 23OCT2020 1/2 1 Yes NA R 
(24OCT2020)

N/N

16-55/
C459100
1 1005 
10051368

3 MUSC Back pain/
WORSENING OF LOWER 

BACK PAIN

1 04NOV2020 13/C 2 No O NA/TC N N/N

NERV Dizziness/
LIGHTHEADED

1 09NOV2020 18/2 2 No O NA R 
(10NOV2020)

N/N

16-55/
C459100
1 1005 
10051385

3 GENRL Injection site pain/
PAIN AT INJECTION SITE

1 28OCT2020 1/3 1 Yes NA R 
(30OCT2020)

N/N

16-55/
C459100
1 1005 
10051393

3 GENRL Injection site pain/
INJECTION SITE PAIN

1 30OCT2020 1/C 1 Yes NA N N/N

16-55/
C459100
1 1007 
10071307

3 GENRL Injection site pain/
pain at injection site

1 13OCT2020 2/1 1 Yes NA RS 
(13OCT2020)

N/N

16-55/
C459100
1 1007 
10071334

3 GENRL Chills/
chills

2 04NOV2020 1/C 1 Yes NA/TC RG N/N

Pyrexia/
fever

2 04NOV2020 1/C 2 Yes NA/TC RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Pain in extremity/
pain right arm

2 04NOV2020 1/C 2 Yes NA RG N/N

RESP Dry throat/
dry throat

2 04NOV2020 1/1 1 Yes NA R 
(04NOV2020)

N/N

16-55/
C459100
1 1007 
10071339

3 EAR Vertigo/
Vertigo

2 05NOV2020 3/9 1 Yes NA R 
(13NOV2020)

N/N

16-55/
C459100
1 1007 
10071350

3 MUSC Pain in extremity/
Sore Arm

1 16OCT2020 2/3 1 Yes NA/TC R 
(18OCT2020)

N/N

GENRL Pyrexia/
fever

2 06NOV2020 2/3 1 Yes NA/TC R 
(08NOV2020)

N/N

MUSC Myalgia/
Myalgia

2 06NOV2020 2/2 2 Yes NA/TC R 
(07NOV2020)

N/N

16-55/
C459100
1 1007 
10071352

3 GENRL Injection site pain/
Injection site pain

2 05NOV2020 1/3 1 Yes NA R 
(07NOV2020)

N/N

MUSC Myalgia/
Myalgia

2 05NOV2020 1/3 1 Yes NA R 
(07NOV2020)

N/N

16-55/
C459100
1 1007 
10071358

3 MUSC Myalgia/
bilateral quadriceps myalgia

2 13NOV2020 4/C 1 Yes NA RG N/N

16-55/
C459100

3 GENRL Injection site pain/
Tenderness at injection site

1 19OCT2020 1/2 1 Yes NA R 
(20OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1007 
10071362

16-55/
C459100
1 1007 
10071367

3 GASTR Gingival discomfort/
Gum irritation

1 03NOV2020 16/C 2 No O NA RG N/N

16-55/
C459100
1 1007 
10071368

3 GENRL Injection site pain/
Tenderness at injection site

1 20OCT2020 2/3 1 Yes NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1007 
10071373

3 GENRL Injection site pain/
Injection Site pain

1 20OCT2020 1/2 1 Yes NA R 
(21OCT2020)

N/Y

16-55/
C459100
1 1007 
10071374

3 CARD Palpitations/
heart palpitations

1 09NOV2020 21/3 1 Yes NA/TC R 
(11NOV2020)

N/N

GASTR Nausea/
nausea

2 12NOV2020 3/2 1 Yes NA R 
(13NOV2020)

N/N

NERV Headache/
headache

2 12NOV2020 3/2 2 Yes NA/TC R 
(13NOV2020)

N/N

16-55/
C459100
1 1007 
10071382

3 GENRL Pyrexia/
Fever

2 10NOV2020 2/2 1 Yes NA/TC R 
(11NOV2020)

N/N

NERV Headache/
Headache

2 10NOV2020 2/2 1 Yes NA/TC R 
(11NOV2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1007 
10071385

3 GENRL Pyrexia/
fever

1 21OCT2020 2/1 1 Yes NA/TC R 
(21OCT2020)

N/N

GENRL Pyrexia/
fever

2 11NOV2020 2/1 1 Yes NA/TCN R 
(11NOV2020)

N/N

16-55/
C459100
1 1007 
10071388

3 GENRL Injection site pain/
Injection site pain

1 21OCT2020 1/5 2 Yes NA R 
(25OCT2020)

N/N

NERV Headache/
Headache

1 21OCT2020 1/2 2 Yes NA/TC R 
(22OCT2020)

N/N

16-55/
C459100
1 1007 
10071390

3 MUSC Pain in extremity/
sore arm

1 21OCT2020 1/4 1 Yes NA R 
(24OCT2020)

N/N

GASTR Nausea/
Nausea

2 12NOV2020 2/2 1 Yes NA R 
(13NOV2020)

N/N

GENRL Chills/
Chills

2 12NOV2020 2/2 2 Yes NA/TC R 
(13NOV2020)

N/N

Fatigue/
Fatigue

2 12NOV2020 2/2 1 Yes NA R 
(13NOV2020)

N/N

NERV Headache/
Headache

2 12NOV2020 2/2 2 Yes NA/TC R 
(13NOV2020)

N/N

16-55/
C459100
1 1007 
10071392

3 GENRL Injection site pain/
Pain at injection site

1 21OCT2020 1/3 2 Yes NA/TC R 
(23OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1007 
10071397

3 GENRL Injection site pain/
pain in injection arm

1 21OCT2020 1/2 1 Yes NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1007 
10071400

3 GENRL Pyrexia/
fever

1 22OCT2020 2/2 1 Yes NA/TC R 
(23OCT2020)

N/N

16-55/
C459100
1 1007 
10071401

3 GENRL Injection site pain/
injection site pain

1 22OCT2020 2/2 1 Yes NA R 
(23OCT2020)

N/N

Malaise/
Malaise

1 22OCT2020 2/3 1 Yes NA R 
(24OCT2020)

N/N

16-55/
C459100
1 1007 
10071404

3 GASTR Nausea/
nausea

1 23OCT2020 3/1 1 Yes NA R 
(23OCT2020)

N/N

Vomiting/
vomiting

1 23OCT2020 3/1 1 Yes NA R 
(23OCT2020)

N/N

16-55/
C459100
1 1007 
10071406

3 GENRL Injection site pain/
Pain at injection site

1 22OCT2020 1/3 1 Yes NA R 
(24OCT2020)

N/Y

16-55/
C459100
1 1007 
10071410

3 GENRL Injection site pain/
Injection site pain

1 22OCT2020 1/2 1 Yes NA R 
(23OCT2020)

N/Y

16-55/
C459100

3 GENRL Pyrexia/
Fever

2 13NOV2020 2/1 1 Yes NA/TC R 
(13NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1007 
10071416

16-55/
C459100
1 1007 
10071421

3 GENRL Injection site pain/
injection site pain

2 13NOV2020 2/C 2 Yes NA/TC RG N/N

Injection site pain/
injection site tenderness

2 13NOV2020 2/C 2 Yes NA/TC RG N/N

NERV Headache/
headache

2 13NOV2020 2/C 2 Yes NA/TC RG N/N

16-55/
C459100
1 1007 
10071422

3 GENRL Vessel puncture site pain/
Pain at blood draw site*

22OCT2020 1/1 1 No O NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1007 
10071423

3 GENRL Vessel puncture site pain/
pain at blood draw site*

22OCT2020 1/2 1 No O NA R 
(23OCT2020)

N/N

GENRL Chills/
chills

1 27OCT2020 6/2 1 Yes NA R 
(28OCT2020)

N/N

Fatigue/
fatigue

1 27OCT2020 6/2 1 Yes NA R 
(28OCT2020)

N/N

GENRL Injection site pain/
injection site pain

2 13NOV2020 2/2 2 Yes NA/TC R 
(14NOV2020)

N/N

Pyrexia/
Fever

2 13NOV2020 2/2 1 Yes NA/TC R 
(14NOV2020)

N/N

NERV Headache/
Headache

2 13NOV2020 2/2 2 Yes NA/TC R 
(14NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

RESP Dyspnoea/
shortness of breath

2 13NOV2020 2/1 1 No O NA R 
(13NOV2020)

N/N

16-55/
C459100
1 1007 
10071424

3 GENRL Injection site pain/
sorness at injection site

1 22OCT2020 1/3 1 Yes NA R 
(24OCT2020)

N/N

16-55/
C459100
1 1007 
10071426

3 GENRL Injection site pain/
Injection Site Pain*

22OCT2020 1/4 1 Yes NA R 
(25OCT2020)

N/N

MUSC Myalgia/
Myalgia (Generalized)

1 24OCT2020 3/2 2 Yes NA R 
(25OCT2020)

N/N

GENRL Injection site pain/
injection site tenderness

2 13NOV2020 2/C 1 Yes NA RG N/N

MUSC Arthralgia/
arthralgia

2 13NOV2020 2/C 1 Yes NA RG N/N

16-55/
C459100
1 1007 
10071433

3 NERV Headache/
headache

1 30OCT2020 4/C 2 Yes NA/TC RG N/N

GASTR Nausea/
Nausea

1 31OCT2020 5/3 2 Yes NA R 
(02NOV2020)

N/N

GENRL Pyrexia/
fever

1 31OCT2020 5/2 1 Yes NA/TC R 
(01NOV2020)

N/N

GASTR Vomiting/
Vomiting

1 01NOV2020 6/1 1 Yes NA R 
(01NOV2020)

N/N

16-55/
C459100

3 GENRL Fatigue/
Fatigue

1 14OCT2020 2/2 1 Yes NA R 
(15OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1008 
10081595

Injection site pain/
Injection site pain

1 14OCT2020 2/4 1 Yes NA R 
(17OCT2020)

N/N

GENRL Chills/
Chills

2 03NOV2020 2/2 2 Yes NA R 
(04NOV2020)

N/N

Fatigue/
Fatigue

2 03NOV2020 2/2 2 Yes NA R 
(04NOV2020)

N/N

Injection site pain/
Injection site pain

2 03NOV2020 2/2 2 Yes NA/TC R 
(04NOV2020)

N/N

Pain/
Body aches

2 03NOV2020 2/2 2 Yes NA/TC R 
(04NOV2020)

N/N

NERV Headache/
Headache

2 03NOV2020 2/2 2 Yes NA/TC R 
(04NOV2020)

N/N

16-55/
C459100
1 1008 
10081605

3 GENRL Chills/
Chills

1 15OCT2020 2/2 1 Yes NA R 
(16OCT2020)

N/N

Fatigue/
Fatigue

1 15OCT2020 2/2 1 Yes NA R 
(16OCT2020)

N/N

Pain/
Body aches

1 15OCT2020 2/2 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1008 
10081647

3 GENRL Chills/
Chills

2 10NOV2020 1/C 2 Yes NA RG N/N

Pain/
Body aches

2 10NOV2020 1/C 2 Yes NA/TC RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever

2 10NOV2020 1/C 2 Yes NA/TC RG N/N

NERV Headache/
Headache

2 10NOV2020 1/C 2 Yes NA/TC RG N/N

16-55/
C459100
1 1008 
10081653

3 GENRL Chills/
Chills

2 11NOV2020 1/3 1 Yes NA R 
(13NOV2020)

N/N

Pain/
Body aches

2 11NOV2020 1/3 1 Yes NA R 
(13NOV2020)

N/N

Pyrexia/
Fever

2 11NOV2020 1/2 2 Yes NA/TC R 
(12NOV2020)

N/N

16-55/
C459100
1 1008 
10081663

3 INFEC Urinary tract infection/
Urinary tract infection

1 05NOV2020 16/6 1 No O NA/TC R 
(10NOV2020)

N/N

16-55/
C459100
1 1008 
10081673

3 GENRL Fatigue/
Fatigue

1 23OCT2020 2/1 1 Yes NA R 
(23OCT2020)

N/N

Injection site pain/
Injection site pain

1 23OCT2020 2/1 1 Yes NA R 
(23OCT2020)

N/N

16-55/
C459100
1 1008 
10081680

3 GENRL Chills/
Chills

1 23OCT2020 1/3 1 Yes NA R 
(25OCT2020)

N/N

Fatigue/
Fatigue

1 23OCT2020 1/3 1 Yes NA R 
(25OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Injection site pain

1 23OCT2020 1/3 1 Yes NA R 
(25OCT2020)

N/N

16-55/
C459100
1 1008 
10081695

3 UNC INJECTION SITE PAIN@@/
Injection site pain

1 27OCT2020 2/4 1 Yes NA R 
(30OCT2020)

N/N

UNC KIDNEY STONE@@/
Kidney stone

1 02NOV2020 8/C 1 No O NA RG N/N

16-55/
C459100
1 1008 
10081696

3 UNC INJECTION SITE PAIN@@/
Injection site pain

1 26OCT2020 1/8 1 Yes NA R 
(02NOV2020)

N/N

UNC HEADACHE@@/
Headache

1 31OCT2020 6/1 1 Yes NA R 
(31OCT2020)

N/N

16-55/
C459100
1 1009 
10091206

3 GASTR Abdominal pain upper/
LEFT UPPER QUADRANT 

PAIN

2 08NOV2020 3/C 2 No O NA/TC N N/N

16-55/
C459100
1 1009 
10091244

3 MUSC Myalgia/
generalized muscle soreness

1 23OCT2020 2/3 1 Yes NA R 
(25OCT2020)

N/N

16-55/
C459100
1 1011 
10111214

3 VASC Hot flush/
Hot Flashes

1 19OCT2020 1/1 1 Yes NA R 
(19OCT2020)

N/N

16-55/
C459100
1 1011 
10111227

3 GENRL Chills/
Chills

2 13NOV2020 1/2 1 Yes NA R 
(14NOV2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INV Body temperature increased/
Increased Body temperature 

(99.7)

2 13NOV2020 1/2 1 Yes NA R 
(14NOV2020)

N/N

MUSC Myalgia/
Generalized Muscle Aches

2 13NOV2020 1/2 1 Yes NA R 
(14NOV2020)

N/N

16-55/
C459100
1 1013 
10131678

3 GENRL Fatigue/
FATIGUE

1 12OCT2020 1/2 2 Yes NA R 
(13OCT2020)

N/Y

Injection site pain/
INJECTION SITE PAIN

1 12OCT2020 1/3 2 Yes NA R 
(14OCT2020)

N/N

GENRL Injection site pain/
INJECTION SITE PAIN

2 02NOV2020 1/4 1 Yes NA R 
(05NOV2020)

N/N

GENRL Fatigue/
FATIGUE

2 03NOV2020 2/2 1 Yes NA R 
(04NOV2020)

N/N

Pain/
BODY ACHES

2 03NOV2020 2/2 1 Yes NA R 
(04NOV2020)

N/N

Pyrexia/
LOW GRADE FEVER

2 03NOV2020 2/2 1 Yes NA R 
(04NOV2020)

N/N

16-55/
C459100
1 1013 
10131681

3 GENRL Fatigue/
FATIGUE

1 13OCT2020 2/3 1 Yes NA R 
(15OCT2020)

N/N

NERV Headache/
HEADACHE

1 13OCT2020 2/5 2 Yes NA/TC R 
(17OCT2020)

N/N

GASTR Diarrhoea/
DIARRHEA

1 14OCT2020 3/2 1 Yes NA R 
(15OCT2020)

N/N

GENRL Pain/
BODY ACHES

1 14OCT2020 3/4 2 Yes NA/TC R 
(17OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1013 
10131685

3 GENRL Injection site pain/
INJECTION SITE PAIN

1 13OCT2020 2/6 2 Yes NA R 
(18OCT2020)

N/N

16-55/
C459100
1 1013 
10131689

3 GENRL Fatigue/
FATIGUE

2 02NOV2020 1/3 1 Yes NA/TC R 
(04NOV2020)

N/N

Injection site pain/
INJECTION SITE PAIN

2 02NOV2020 1/3 1 Yes NA R 
(04NOV2020)

N/N

MUSC Myalgia/
MUSCLE PAIN

2 02NOV2020 1/3 1 Yes NA R 
(04NOV2020)

N/N

16-55/
C459100
1 1013 
10131708

3 GENRL Injection site pain/
INJECTION SITE PAIN

1 13OCT2020 1/2 1 Yes NA/TC R 
(14OCT2020)

N/N

NERV Headache/
HEADACHE

1 14OCT2020 2/4 1 Yes NA/TC R 
(17OCT2020)

N/N

16-55/
C459100
1 1013 
10131709

3 GENRL Injection site pain/
INJECTION SITE PAIN

1 14OCT2020 1/5 1 Yes NA R 
(18OCT2020)

N/N

16-55/
C459100
1 1013 
10131713

3 GENRL Pain/
BODY ACHES

1 14OCT2020 1/2 1 Yes NA R 
(15OCT2020)

N/N

NERV Dizziness/
LIGHTHEADEDNESS

1 14OCT2020 1/2 1 Yes NA R 
(15OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

RESP Oropharyngeal pain/
SORE THROAT

1 14OCT2020 1/2 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1013
10131718

3 GENRL Chills/
CHILLS

2 04NOV2020 3/C 1 Yes NA RG N/N

Fatigue/
FATIGUE

2 04NOV2020 3/C 1 Yes NA RG N/N

16-55/
C459100
1 1013 
10131729

3 GENRL Chills/
CHILLS

2 04NOV2020 2/2 1 Yes NA/TC R 
(05NOV2020)

N/N

MUSC Myalgia/
MUSCLE PAIN

2 04NOV2020 2/2 1 Yes NA/TC R 
(05NOV2020)

N/N

16-55/
C459100
1 1013 
10131737

3 GENRL Injection site pain/
injection site pain

1 15OCT2020 1/4 1 Yes NA R 
(18OCT2020)

N/N

16-55/
C459100
1 1013 
10131744

3 GENRL Chills/
CHILLS

2 10NOV2020 2/C 1 Yes NA RG N/N

Fatigue/
FATIGUE

2 10NOV2020 2/C 1 Yes NA RG N/N

Pain/
BODY ACHES

2 10NOV2020 2/C 1 Yes NA RG N/N

16-55/
C459100

3 GENRL Fatigue/
FATIGUE

1 19OCT2020 1/C 1 Yes NA RG N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1013 
10131752

Injection site pain/
INJECTION SITE PAIN

1 19OCT2020 1/C 1 Yes NA RG N/N

GENRL Pain/
BODY ACHES

1 20OCT2020 2/C 1 Yes NA RG N/N

RESP Cough/
COUGH

1 20OCT2020 2/C 1 Yes NA RG N/N

Nasal congestion/
NASAL CONGESTION

1 20OCT2020 2/C 1 Yes NA RG N/N

16-55/
C459100
1 1013 
10131759

3 GENRL Injection site pain/
INJECTION SITE PAIN

1 20OCT2020 2/2 1 Yes NA R 
(21OCT2020)

N/N

16-55/
C459100
1 1013 
10131771

3 GENRL Injection site erythema/
REDNESS AT INJECTION 

SITE

1 20OCT2020 1/3 1 Yes NA/TC R 
(22OCT2020)

N/N

16-55/
C459100
1 1013 
10131783

3 GENRL Injection site pain/
INJECTION SITE PAIN

1 21OCT2020 1/2 1 Yes NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1013 
10131793

3 GENRL Fatigue/
FATIGUE

1 21OCT2020 1/2 1 Yes NA R 
(22OCT2020)

N/N

Injection site pain/
INJECTION SITE PAIN

1 21OCT2020 1/2 1 Yes NA R 
(22OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1013 
10131794

3 NERV Headache/
FRONTAL HEADACHE

1 22OCT2020 2/2 1 Yes NA/TC R 
(23OCT2020)

N/N

RESP Oropharyngeal pain/
SORE THROAT

1 22OCT2020 2/5 1 Yes NA R 
(26OCT2020)

N/N

Productive cough/
PRODUCTIVE COUGH

1 22OCT2020 2/6 1 Yes NA R 
(27OCT2020)

N/N

16-55/
C459100
1 1013 
10131796

3 GENRL Injection site pain/
INJECTION SITE PAIN

1 21OCT2020 1/3 1 Yes NA R 
(23OCT2020)

N/N

16-55/
C459100
1 1013 
10131800

3 GENRL Fatigue/
FATIGUE

1 22OCT2020 1/2 2 Yes NA R 
(23OCT2020)

N/N

GENRL Injection site pain/
INJECTION SITE PAIN

1 23OCT2020 2/2 2 Yes NA R 
(24OCT2020)

N/N

Pain/
BODY ACHES

1 23OCT2020 2/2 2 Yes NA R 
(24OCT2020)

N/N

16-55/
C459100
1 1013 
10131802

3 GENRL Injection site pain/
INJECTION SITE PAIN

1 22OCT2020 1/2 1 Yes NA R 
(23OCT2020)

N/N

Injection site swelling/
INJECTION SITE SWELLING

1 22OCT2020 1/2 1 Yes NA R 
(23OCT2020)

N/N

16-55/
C459100

3 NERV Headache/
TEMPORAL HEADACHE

1 22OCT2020 1/4 1 Yes NA R 
(25OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1013 
10131808

16-55/
C459100
1 1013 
10131817

3 GENRL Injection site erythema/
INJECTION SITE ERYTHEMA

1 23OCT2020 2/5 1 Yes NA R 
(27OCT2020)

N/N

Injection site pain/
INJECTION SITE PAIN

1 23OCT2020 2/5 1 Yes NA R 
(27OCT2020)

N/N

16-55/
C459100
1 1015 
10151246

3 GENRL Injection site pain/
Soreness at IP injection site*

15OCT2020 1/C 1 Yes NA RG N/N

16-55/
C459100
1 1015 
10151252

3 GENRL Injection site pain/
Injection site pain

1 21OCT2020 1/2 1 Yes NA/TC R 
(22OCT2020)

N/N

Pyrexia/
Fever

1 21OCT2020 1/2 1 Yes NA/TC R 
(22OCT2020)

N/N

16-55/
C459100
1 1016 
10161333

3 GENRL Chills/
chills

1 22OCT2020 2/1 1 Yes NA R 
(22OCT2020)

N/N

Pyrexia/
fever

1 22OCT2020 2/1 1 Yes NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1016 
10161342

3 GASTR Diarrhoea/
worsening of diarrhea

1 22OCT2020 1/7 2 Yes NA R 
(28OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1018 
10181314

3 INJ&P Bone contusion/
Right Rib Contusion

1 24OCT2020 12/11 1 No O NA R 
(03NOV2020)

N/N

16-55/
C459100
1 1018 
10181323

3 GASTR Nausea/
Nausea

1 16OCT2020 3/3 1 Yes NA R 
(18OCT2020)

N/N

NERV Headache/
Headache

1 16OCT2020 3/3 1 Yes NA/TC R 
(18OCT2020)

N/N

MUSC Limb discomfort/
Left arm heaviness

2 04NOV2020 1/C 1 Yes NA RG N/Y

NERV Headache/
Headache

2 04NOV2020 1/C 1 Yes NA RG N/Y

16-55/
C459100
1 1018 
10181324

3 GENRL Injection site pain/
Injection site pain

1 15OCT2020 2/1 1 Yes NA R 
(15OCT2020)

N/N

MUSC Back pain/
Worsening of back pain

1 28OCT2020 15/7 2 No O NA R 
(03NOV2020)

N/N

EAR Vertigo/
Vertigo

2 04NOV2020 1/C 3 Yes NA N N/N

GENRL Chills/
Chills

2 04NOV2020 1/C 2 Yes NA RG N/N

Pain/
Generalized Body aches

2 04NOV2020 1/2 2 Yes NA R 
(05NOV2020)

N/N

Pyrexia/
Fever

2 04NOV2020 1/C 3 Yes NA/TC RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Back pain/
Worsening of chronic back pain

2 04NOV2020 1/C 2 No O NA RG N/N

16-55/
C459100
1 1018 
10181326

3 GENRL Injection site pain/
Pain, Injection Site

1 14OCT2020 1/3 2 Yes NA/TC R 
(16OCT2020)

N/N

NERV Headache/
Headache

1 14OCT2020 1/2 2 Yes NA/TC/TCN R 
(15OCT2020)

N/N

GASTR Noninfective gingivitis/
Pain/Inflamation, Gums, lower, 

frontal

1 15OCT2020 2/C 2 Yes NA/TC/TCN RG N/N

16-55/
C459100
1 1018 
10181329

3 GENRL Fatigue/
Fatigue

1 14OCT2020 1/1 1 Yes NA R 
(14OCT2020)

N/N

Injection site pain/
Soreness at the injection site

1 14OCT2020 1/1 1 Yes NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1019 
10191290

3 GENRL Injection site pain/
Injection site muscle ache

1 21OCT2020 2/2 1 Yes NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1028 
10281253

3 GENRL Pain/
body aches

1 13OCT2020 1/2 2 Yes NA R 
(14OCT2020)

N/N

Pyrexia/
fever

1 13OCT2020 1/2 2 Yes NA R 
(14OCT2020)

N/N

GENRL Chills/
chills

2 03NOV2020 1/2 2 Yes NA R 
(04NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site erythema/
injection site redness right arm

2 03NOV2020 1/C 2 Yes NA N N/N

Injection site swelling/
injection site swelling right arm

2 03NOV2020 1/C 2 Yes NA N N/N

Pain/
body aches

2 03NOV2020 1/2 2 Yes NA R 
(04NOV2020)

N/N

GASTR Nausea/
nausea

2 04NOV2020 2/1 2 Yes NA R 
(04NOV2020)

N/N

Vomiting/
vomiting

2 04NOV2020 2/1 2 Yes NA R 
(04NOV2020)

N/N

16-55/
C459100
1 1028 
10281256

3 GENRL Pyrexia/
fever

2 05NOV2020 2/2 2 Yes NA R 
(06NOV2020)

N/N

16-55/
C459100
1 1028 
10281257

3 GENRL Chills/
chills

2 06NOV2020 2/1 2 Yes NA R 
(06NOV2020)

N/N

Pain/
body aches

2 06NOV2020 2/1 2 Yes NA/TC R 
(06NOV2020)

N/N

INV Body temperature increased/
increased body temperature

2 06NOV2020 2/1 2 Yes NA R 
(06NOV2020)

N/N

16-55/
C459100
1 1028 
10281271

3 MUSC Myalgia/
muscle pain

1 26OCT2020 6/3 2 Yes NA R 
(28OCT2020)

N/N

NERV Headache/
worsening headache

1 26OCT2020 6/3 2 Yes NA R 
(28OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1028 
10281276

3 GASTR Nausea/
nausea

2 13NOV2020 2/C 2 Yes NA N N/N

GENRL Chills/
chills

2 13NOV2020 2/C 2 Yes NA N N/N

MUSC Myalgia/
muscle aches

2 13NOV2020 2/C 2 Yes NA N N/N

16-55/
C459100
1 1028 
10281287

3 INV Body temperature increased/
increased body temperature

1 29OCT2020 2/1 2 Yes NA R 
(29OCT2020)

N/N

16-55/
C459100
1 1036 
10361126

3 UNC INJECTION SITE PAIN@@/
Injection site pain

1 16OCT2020 1/2 1 Yes NA R 
(17OCT2020)

N/Y

UNC HEADACHE@@/
Headache

1 17OCT2020 2/1 1 Yes NA R 
(17OCT2020)

N/N

LETHARGY@@/
Lethargy

1 17OCT2020 2/1 1 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100
1 1036 
10361144

3 GENRL Injection site pain/
Injection Site Pain*

26OCT2020 1/3 1 Yes NA R 
(28OCT2020)

N/N

GASTR Diarrhoea/
Diarrhea

1 28OCT2020 3/5 1 Yes NA R 
(01NOV2020)

N/N

GENRL Pain/
Body Aches

1 28OCT2020 3/5 1 Yes NA R 
(01NOV2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
Fatigue

1 29OCT2020 4/3 1 Yes NA R 
(31OCT2020)

N/N

NERV Headache/
Headache

1 29OCT2020 4/3 1 Yes NA R 
(31OCT2020)

N/N

RESP Rhinorrhoea/
Rhinorrhea

1 29OCT2020 4/3 1 Yes NA R 
(31OCT2020)

N/N

16-55/
C459100
1 1037 
10371336

3 GENRL Chills/
CHIILLS

1 20OCT2020 8/1 1 Yes NA/TC R 
(20OCT2020)

N/N

MUSC Myalgia/
MUSCLE ACHES

1 20OCT2020 8/1 1 Yes NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1037 
10371342

3 GASTR Diarrhoea/
DIARRHEA

2 07NOV2020 2/3 1 Yes NA R 
(09NOV2020)

N/N

GENRL Chills/
CHILLS

2 07NOV2020 2/3 1 Yes NA R 
(09NOV2020)

N/N

Pyrexia/
FEVER

2 07NOV2020 2/3 1 Yes NA R 
(09NOV2020)

N/N

MUSC Myalgia/
MUSCLE PAIN

2 07NOV2020 2/3 2 Yes NA/TC R 
(09NOV2020)

N/N

NERV Headache/
HEADACHE

2 07NOV2020 2/3 2 Yes NA/TC R 
(09NOV2020)

N/N

16-55/
C459100
1 1039 
10391199

3 GENRL Injection site pain/
injection site soreness

1 17OCT2020 2/1 1 Yes NA R 
(17OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1044 
10441190

3 GENRL Fatigue/
worsening fatigue

2 08NOV2020 3/C 1 Yes NA RG N/N

Pyrexia/
Fever

2 08NOV2020 3/C 1 Yes NA RG N/N

NERV Headache/
headache

2 08NOV2020 3/C 1 Yes NA RG N/N

16-55/
C459100
1 1047 
10471326

3 GENRL Injection site pruritus/
Itchiness left arm,injection site*

21OCT2020 1/2 1 Yes NA R 
(22OCT2020)

N/N

GENRL Injection site pain/
Left arm soreness, injection site

1 22OCT2020 2/1 1 Yes NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1047 
10471331

3 INJ&P Ligament sprain/
right lower leg sprain

1 02NOV2020 12/C 1 No O NA N N/N

16-55/
C459100
1 1054 
10541191

3 GENRL Injection site pain/
pain at injection site, L arm

1 13OCT2020 1/2 1 Yes NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 1054 
10541197

3 GENRL Fatigue/
tiredness

1 19OCT2020 1/C 1 Yes NA N N/N

GENRL Injection site pain/
soreness L arm injection site

1 20OCT2020 2/23 1 Yes NA R 
(11NOV2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1054 
10541200

3 GENRL Chills/
intermittent chills

1 22OCT2020 1/4 1 Yes NA R 
(25OCT2020)

N/N

Pain/
diffuse body aches

1 22OCT2020 1/6 1 Yes NA/TC R 
(27OCT2020)

N/N

NERV Headache/
headache

1 22OCT2020 1/6 1 Yes NA/TC R 
(27OCT2020)

N/N

GENRL Injection site swelling/
injection site swelling L arm

1 31OCT2020 10/2 1 Yes NA/TC R 
(01NOV2020)

N/N

16-55/
C459100
1 1054 
10541201

3 GENRL Fatigue/
tiredness

1 22OCT2020 1/20 1 Yes NA R 
(10NOV2020)

N/N

Pain/
body aches

1 22OCT2020 1/20 1 Yes NA R 
(10NOV2020)

N/N

NERV Headache/
intermittent headache

1 22OCT2020 1/20 1 Yes NA/TC R 
(10NOV2020)

N/N

16-55/
C459100
1 1054 
10541203

3 GENRL Injection site pain/
injection site pain

1 24OCT2020 2/5 1 Yes NA R 
(28OCT2020)

N/N

Pyrexia/
fever (subjective)

1 24OCT2020 2/1 1 Yes NA R 
(24OCT2020)

N/N

GENRL Injection site erythema/
injection site erythema

1 25OCT2020 3/4 1 Yes NA R 
(28OCT2020)

N/N

Injection site pruritus/
injection site pruritus

1 25OCT2020 3/4 1 Yes NA R 
(28OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1054 
10541206

3 GENRL Chills/
chills

1 27OCT2020 2/1 1 Yes NA R 
(27OCT2020)

N/N

UNC L ARM - SITE INJECTION 
PAIN@@/

L arm - site injection pain

1 27OCT2020 2/3 1 Yes NA R 
(29OCT2020)

N/N

16-55/
C459100
1 1055 
10551244

3 GENRL Injection site pain/
Injection site pain

1 19OCT2020 1/2 1 Yes NA R 
(20OCT2020)

N/N

GENRL Fatigue/
Fatigue

1 20OCT2020 2/1 1 Yes NA R 
(20OCT2020)

N/N

MUSC Arthralgia/
Generalized joint pains

1 20OCT2020 2/1 1 Yes NA R 
(20OCT2020)

N/N

NERV Headache/
Headache

1 20OCT2020 2/1 1 Yes NA/TC R 
(20OCT2020)

N/N

16-55/
C459100
1 1055 
10551245

3 GENRL Injection site pain/
Injection site pain

1 21OCT2020 1/2 2 Yes NA/TC R 
(22OCT2020)

N/N

GENRL Injection site pain/
Injection site pain

2 13NOV2020 1/C 1 Yes NA/TC N N/N

MUSC Myalgia/
Generalized myalgias

2 13NOV2020 1/2 1 Yes NA/TC R 
(14NOV2020)

N/N

16-55/
C459100
1 1055 
10551249

3 GENRL Injection site pain/
Injection site pain

1 21OCT2020 1/3 1 Yes NA R 
(23OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1056 
10561484

3 GENRL Injection site pain/
LEFT ARM INJECTION SITE 

PAIN

1 13OCT2020 2/4 1 Yes NA R 
(16OCT2020)

N/N

MUSC Myalgia/
GENERALIZED MUSCLE 

PAIN

1 13OCT2020 2/11 1 Yes NA R 
(23OCT2020)

N/N

16-55/
C459100
1 1056 
10561514

3 GASTR Diarrhoea/
DIARRHEA

2 13NOV2020 9/C 1 No O NA RG N/N

RESP Rhinorrhoea/
RUNNING NOSE

2 13NOV2020 9/C 1 No O NA RG N/N

16-55/
C459100
1 1056 
10561540

3 GENRL Pyrexia/
FEVER

2 09NOV2020 1/2 1 Yes NA R 
(10NOV2020)

N/N

16-55/
C459100
1 1056 
10561547

3 GENRL Injection site pain/
LEFT ARM INJECTION SITE 

PAIN

1 20OCT2020 2/3 1 Yes NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1056 
10561555

3 GENRL Pyrexia/
FEVER

2 13NOV2020 1/2 1 Yes NA R 
(14NOV2020)

N/N

MUSC Arthralgia/
JOINT PAIN

2 13NOV2020 1/2 1 Yes NA R 
(14NOV2020)

N/N

16-55/
C459100

3 GENRL Injection site pain/
LEFT ARM INJECTION SITE 

PAIN

1 27OCT2020 2/2 1 Yes NA R 
(28OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1056 
10561594

16-55/
C459100
1 1056 
10561600

3 GASTR Diarrhoea/
DIARRHEA

1 29OCT2020 3/4 1 Yes NA R 
(01NOV2020)

N/N

GENRL Pyrexia/
FEVER

1 29OCT2020 3/4 1 Yes NA R 
(01NOV2020)

N/N

NERV Headache/
HEADACHE

1 29OCT2020 3/4 1 Yes NA R 
(01NOV2020)

N/N

16-55/
C459100
1 1056 
10561622

3 GENRL Chills/
CHILLS

1 31OCT2020 4/2 1 Yes NA R 
(01NOV2020)

N/N

16-55/
C459100
1 1057 
10571312

3 NERV Dizziness/
Dizziness

1 14OCT2020 1/2 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1057 
10571316

3 INV Body temperature increased/
ELEVATED TEMPERATURE

2 04NOV2020 2/2 2 Yes NA R 
(05NOV2020)

N/N

16-55/
C459100
1 1057 
10571320

3 GENRL Chills/
CHills

2 06NOV2020 2/3 1 Yes NA R 
(08NOV2020)

N/N

Fatigue/
Fatigue

2 06NOV2020 2/3 1 Yes NA R 
(08NOV2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Injection site pain

2 06NOV2020 2/3 1 Yes NA R 
(08NOV2020)

N/N

MUSC Myalgia/
Muscle Aches

2 06NOV2020 2/3 1 Yes NA R 
(08NOV2020)

N/N

16-55/
C459100
1 1057 
10571331

3 GENRL Chills/
CHILLS

2 06NOV2020 1/3 1 Yes NA R 
(08NOV2020)

N/N

Fatigue/
FATIGUE

2 06NOV2020 1/C 1 Yes NA N N/N

Pyrexia/
FEVER

2 06NOV2020 1/3 1 Yes NA R 
(08NOV2020)

N/N

16-55/
C459100
1 1066 
10661323

3 GENRL Fatigue/
fatigue

1 13OCT2020 2/3 1 Yes NA R 
(15OCT2020)

N/N

NERV Headache/
headache

1 13OCT2020 2/2 1 Yes NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1066 
10661331

3 GENRL Chills/
chills

1 15OCT2020 2/2 1 Yes NA R 
(16OCT2020)

N/N

Pain/
body aches

1 15OCT2020 2/2 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1066 
10661337

3 GENRL Injection site pain/
pain at injection site

1 20OCT2020 2/3 1 Yes NA R 
(22OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1066 
10661345

3 GENRL Fatigue/
fatigue

1 17OCT2020 2/2 1 Yes NA R 
(18OCT2020)

N/N

16-55/
C459100
1 1066 
10661388

3 UNC PAIN AT INJECTION 
SITE@@/

pain at injection site

1 27OCT2020 2/3 1 Yes NA R 
(29OCT2020)

N/N

16-55/
C459100
1 1071 
10711230

3 GENRL Injection site pain/
PAIN AT INJECTION SITE

1 16OCT2020 1/3 1 Yes NA R 
(18OCT2020)

N/N

GENRL Fatigue/
FATIGUE

1 17OCT2020 2/2 1 Yes NA R 
(18OCT2020)

N/N

16-55/
C459100
1 1077 
10771247

3 INFEC Hepatitis A/
HEPATITIS A

1 30OCT2020 12/C 1 No O NA N N/N

16-55/
C459100
1 1083 
10831272

3 RESP Nasal discomfort/
Bilateral Nostril Irritation

1 22OCT2020 2/C 1 No O NA N N/N

GASTR Vomiting/
Vomiting

2 12NOV2020 2/C 1 Yes NA RG N/N

GENRL Pyrexia/
Fever-102.0

2 12NOV2020 2/C 1 Yes NA RG N/N

16-55/
C459100
1 1083 
10831276

3 GENRL Injection site pain/
Injection Site Pain

2 12NOV2020 2/2 1 Yes NA R 
(13NOV2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Low Grade Temperature 99.0 

Fahrenheit

2 12NOV2020 2/1 1 Yes NA R 
(12NOV2020)

N/N

16-55/
C459100
1 1083 
10831281

3 GENRL Pyrexia/
Fever-100.3 Fahrenheit

2 12NOV2020 2/C 1 Yes NA RG N/N

MUSC Arthralgia/
Joint Pain-Bilateral Shoulders, 
Bilateral Hips, Right Ankle and 

Right Elbow

2 12NOV2020 2/C 1 Yes NA RG N/N

16-55/
C459100
1 1084 
10841480

3 CARD Acute coronary syndrome/
Acute Coronary Syndrome

1 26OCT2020 13/1 3 No O NA/TC/TCN R 
(26OCT2020)

N/N

Acute myocardial infarction/
ST-segment elevated 

MYOCARDIAL INFARCTION

1 26OCT2020 13/1 2 No O NA/TC R 
(26OCT2020)

Y/N

INV Blood creatinine increased/
Elevated Creatinine

1 26OCT2020 13/2 1 No O NA R 
(27OCT2020)

N/N

METAB Hyperglycaemia/
Hyperglycemia

1 26OCT2020 13/2 1 No O NA R 
(27OCT2020)

N/N

VASC Hypertensive urgency/
Hypertensive Urgency

1 26OCT2020 13/4 2 No O NA/TC R 
(29OCT2020)

N/N

16-55/
C459100
1 1084 
10841484

3 RESP Pleuritic pain/
bilateral Pleuritic lung pain

1 01NOV2020 19/C 1 No O NA N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1087 
10871546

3 GENRL Pyrexia/
Fever

2 04NOV2020 2/1 1 Yes NA R 
(04NOV2020)

N/N

16-55/
C459100
1 1087 
10871550

3 MUSC Rotator cuff syndrome/
Worsening of torn rotator cuff -

shoulder, right

1 22OCT2020 10/C 2 No O NA/TC N N/N

16-55/
C459100
1 1087 
10871555

3 GASTR Diarrhoea/
Diarrhea

1 16OCT2020 3/5 2 Yes NA R 
(20OCT2020)

N/N

Vomiting/
Vomiting

1 16OCT2020 3/5 2 Yes NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1087 
10871557

3 INJ&P Exposure during pregnancy/
EXPOSURE DURING 

PREGNANCY

1 24OCT2020 11/C Yes P UNK N/N

16-55/
C459100
1 1087 
10871584

3 GASTR Gastrooesophageal reflux 
disease/

GASTROESOPHAGEAL 
REFLUX DISEASE

1 09NOV2020 15/C 2 No O NA/TC N N/N

16-55/
C459100
1 1090 
10901502

3 GENRL Chills/
Chills

2 06NOV2020 2/2 2 Yes NA R 
(07NOV2020)

N/N

Pyrexia/
Fever

2 06NOV2020 2/2 1 Yes NA/TC R 
(07NOV2020)

N/N

NERV Headache/
Headache

2 06NOV2020 2/3 1 Yes NA/TC R 
(08NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1090 
10901503

3 GENRL Injection site pain/
Injection site pain-Left arm

1 16OCT2020 2/1 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1090 
10901507

3 SKIN Urticaria/
Hives, upper chest

1 19OCT2020 4/4 2 Yes P/TC R 
(22OCT2020)

N/N

16-55/
C459100
1 1090 
10901508

3 GENRL Injection site pain/
Injection site pain-left arm

1 16OCT2020 1/5 1 Yes NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1090 
10901509

3 GENRL Pyrexia/
Fever

1 19OCT2020 1/2 1 Yes NA/TC R 
(20OCT2020)

N/N

GENRL Chest discomfort/
chest tightness

1 24OCT2020 6/5 1 No O NA/TC R 
(28OCT2020)

N/N

16-55/
C459100
1 1090 
10901510

3 GENRL Fatigue/
Fatigue

2 07NOV2020 2/2 2 Yes NA R 
(08NOV2020)

N/N

Pyrexia/
Fever

2 07NOV2020 2/1 2 Yes NA/TC R 
(07NOV2020)

N/N

NERV Headache/
Headache

2 07NOV2020 2/1 1 Yes NA R 
(07NOV2020)

N/N

16-55/
C459100
1 1090 
10901518

3 GENRL Fatigue/
Fatigue

1 21OCT2020 2/2 1 Yes NA R 
(22OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Injection site pain-left arm

1 21OCT2020 2/2 1 Yes NA/TC R 
(22OCT2020)

N/N

MUSC Arthralgia/
Joint pains- generalized

1 21OCT2020 2/2 1 Yes NA/TC R 
(22OCT2020)

N/N

NERV Headache/
Headache

1 21OCT2020 2/2 1 Yes NA/TC R 
(22OCT2020)

N/N

GENRL Pain/
Body Aches

2 11NOV2020 1/2 1 Yes NA/TC R 
(12NOV2020)

N/N

16-55/
C459100
1 1090 
10901526

3 GENRL Injection site pain/
Injection site pain-left arm

1 21OCT2020 1/6 1 Yes NA R 
(26OCT2020)

N/N

16-55/
C459100
1 1090 
10901530

3 GENRL Fatigue/
Fatigue

1 23OCT2020 2/5 2 Yes NA R 
(27OCT2020)

N/N

Injection site pain/
Injection site pain-right arm

1 23OCT2020 2/5 2 Yes NA R 
(27OCT2020)

N/N

MUSC Myalgia/
Muscle aches

1 23OCT2020 2/5 1 Yes NA R 
(27OCT2020)

N/N

16-55/
C459100
1 1090 
10901536

3 GENRL Pain/
Body aches

1 24OCT2020 2/2 2 Yes NA/TC R 
(25OCT2020)

N/N

Pyrexia/
Fever

1 24OCT2020 2/2 1 Yes NA/TC R 
(25OCT2020)

N/N

16-55/
C459100

3 GENRL Fatigue/
Fatigue

1 24OCT2020 2/2 1 Yes NA R 
(25OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1090 
10901538

Injection site pain/
Injection site pain-left arm

1 24OCT2020 2/2 1 Yes NA R 
(25OCT2020)

N/N

16-55/
C459100
1 1090 
10901544

3 GASTR Diarrhoea/
Worsening diarrhea

1 24OCT2020 2/3 3 Yes NA R 
(26OCT2020)

N/N

GENRL Fatigue/
Fatigue

1 24OCT2020 2/3 2 Yes NA R 
(26OCT2020)

N/N

Pyrexia/
Fever

1 24OCT2020 2/2 1 Yes NA R 
(25OCT2020)

N/N

16-55/
C459100
1 1091 
10911363

3 GASTR Diarrhoea/
diarrhea

2 05NOV2020 2/C 1 Yes NA N N/N

GENRL Chills/
chills

2 05NOV2020 2/C 1 Yes NA N N/N

Pyrexia/
fever

2 05NOV2020 2/C 1 Yes NA/TC N N/N

MUSC Myalgia/
myalgias

2 05NOV2020 2/C 1 Yes NA N N/N

16-55/
C459100
1 1091 
10911381

3 MUSC Myalgia/
myalgias

1 28OCT2020 2/C 1 Yes NA N N/N

GENRL Pyrexia/
fever

1 29OCT2020 3/C 1 Yes NA N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1093 
10931201

3 INFEC Pharyngitis streptococcal/
BACTERIAL STREP 

PHARYNGITIS

1 04NOV2020 13/7 1 No O NA/TC R 
(10NOV2020)

N/N

16-55/
C459100
1 1095 
10951274

3 NERV Headache/
headache

1 13OCT2020 2/2 1 Yes NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1095 
10951277

3 INJ&P Ligament rupture/
Right ACL tear

1 19OCT2020 8/C 2 No O NA/TC N N/N

Meniscus injury/
right meniscus tear

1 19OCT2020 8/C 2 No O NA/TC N N/N

16-55/
C459100
1 1095 
10951278

3 GASTR Nausea/
Nausea

1 12OCT2020 1/1 1 Yes NA R 
(12OCT2020)

N/N

INFEC Abscess limb/
Right leg anterior abscess

1 19OCT2020 8/11 3 No O NA/TC R 
(29OCT2020)

N/N

Infected bite/
Cellulitis due to spider bite right 

anterior leg

1 19OCT2020 8/11 3 No O NA/TC R 
(29OCT2020)

N/N

16-55/
C459100
1 1095 
10951280

3 NERV Headache/
Headache

2 04NOV2020 1/C 1 Yes NA N N/Y

16-55/
C459100

3 GENRL Injection site pain/
Injection site pain left arm

1 13OCT2020 2/4 1 Yes NA R 
(16OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1095 
10951281

METAB Hyperlipidaemia/
Hyperlipidemia

1 19OCT2020 8/C 1 No O NA/TC N N/N

16-55/
C459100
1 1095
10951282

3 GENRL Injection site pain/
injection site pain right arm

1 12OCT2020 1/1 1 Yes NA R 
(12OCT2020)

N/N

INJ&P Ligament sprain/
left fifth toe sprain

1 21OCT2020 10/11 1 No O NA R 
(31OCT2020)

N/N

16-55/
C459100
1 1095 
10951284

3 MUSC Myalgia/
left deltoid myalgia

1 13OCT2020 1/3 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1095 
10951285

3 NERV Headache/
headache

1 13OCT2020 1/3 1 Yes NA/TC R 
(15OCT2020)

N/Y

GENRL Injection site pain/
injection site pain left arm

1 14OCT2020 2/2 1 Yes NA/TC R 
(15OCT2020)

N/N

GENRL Chills/
chills

2 04NOV2020 2/2 1 Yes NA R 
(05NOV2020)

N/N

Pyrexia/
Fever

2 04NOV2020 2/2 1 Yes NA/TC R 
(05NOV2020)

N/N

16-55/
C459100
1 1095 
10951286

3 GENRL Injection site pain/
injection site pain left arm

1 13OCT2020 1/3 1 Yes NA/TC R 
(15OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

1 13OCT2020 1/2 1 Yes NA/TC R 
(14OCT2020)

N/Y

GENRL Chills/
chills

2 03NOV2020 1/3 1 Yes NA/TC R 
(05NOV2020)

N/N

Pyrexia/
Fever

2 03NOV2020 1/3 1 Yes NA/TC R 
(05NOV2020)

N/N

16-55/
C459100
1 1095 
10951288

3 MUSC Myalgia/
Myalgias

1 14OCT2020 1/4 1 Yes NA R 
(17OCT2020)

N/N

MUSC Arthralgia/
Arthralgia

1 15OCT2020 2/4 1 Yes NA R 
(18OCT2020)

N/N

16-55/
C459100
1 1095 
10951290

3 GENRL Asthenia/
Weakness

2 05NOV2020 2/C 1 Yes NA RG N/N

Chills/
Chills

2 05NOV2020 2/C 1 Yes NA RG N/N

INV Heart rate increased/
Elevated Heart Rate

2 05NOV2020 2/C 1 Yes NA RG N/N

NERV Headache/
Headache

2 05NOV2020 2/C 1 Yes NA RG N/N

RESP Cough/
Cough

2 05NOV2020 2/C 1 Yes NA RG N/N

16-55/
C459100
1 1095 
10951293

3 GENRL Chills/
Chills Post Vaccine

2 05NOV2020 2/1 1 Yes NA/TC R 
(05NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Fatigue/
Fatigue Post Vaccine

2 05NOV2020 2/1 1 Yes NA/TC R 
(05NOV2020)

N/N

16-55/
C459100
1 1095 
10951294

3 GASTR Diarrhoea/
diarrhea

1 16OCT2020 1/1 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1095 
10951295

3 GENRL Injection site pain/
Pain at injection site left arm*

16OCT2020 1/3 1 Yes NA R 
(18OCT2020)

N/N

MUSC Synovial cyst/
Ganglion cyst right wrist

1 02NOV2020 18/C 1 No O NA RG N/N

16-55/
C459100
1 1095 
10951304

3 GENRL Injection site pain/
injection site pain left arm

1 23OCT2020 2/1 1 Yes NA R 
(23OCT2020)

N/N

16-55/
C459100
1 1101 
11011107

3 GENRL Injection site pain/
injection site pain

1 13OCT2020 1/4 1 Yes NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 1101 
11011115

3 NERV Headache/
headache

1 21OCT2020 2/C 1 Yes NA/TC N N/N

RESP Sinus congestion/
sinus congestion

1 21OCT2020 2/C 1 Yes NA N N/N

INFEC Genital herpes/
genital herpes

1 09NOV2020 21/C 2 No O NA/TC N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1110 
11101354

3 RESP Rhinorrhoea/
Rhinorrea

1 16OCT2020 2/8 1 No O NA/TC R 
(23OCT2020)

N/N

16-55/
C459100
1 1110 
11101356

3 GENRL Pyrexia/
fever

2 07NOV2020 2/1 1 Yes NA/TC R 
(07NOV2020)

N/N

16-55/
C459100
1 1110 
11101361

3 GENRL Injection site pain/
pain at injection site

2 10NOV2020 1/2 1 Yes NA R 
(11NOV2020)

N/N

GENRL Chills/
chills

2 11NOV2020 2/1 2 Yes NA/TC R 
(11NOV2020)

N/N

NERV Headache/
headache

2 11NOV2020 2/1 2 Yes NA/TC R 
(11NOV2020)

N/N

16-55/
C459100
1 1112 
11121266

3 MUSC Myalgia/
Muscle Ache

1 19OCT2020 1/2 1 Yes NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1112 
11121290

3 MUSC Myalgia/
Muscle Aches

1 13OCT2020 2/2 2 Yes NA/TC RS 
(14OCT2020)

N/N

16-55/
C459100
1 1112 
11121296

3 GASTR Nausea/
Nausea

1 13OCT2020 2/4 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100

3 MUSC Myalgia/
Muscle Aches

1 13OCT2020 2/3 1 Yes NA R 
(15OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1112 
11121297

GENRL Fatigue/
Fatigue

1 14OCT2020 3/2 1 Yes NA R 
(15OCT2020)

N/N

NERV Headache/
Headache

1 14OCT2020 3/2 1 Yes NA R 
(15OCT2020)

N/N

GASTR Nausea/
Nausea

2 03NOV2020 2/1 1 Yes NA R 
(03NOV2020)

N/N

GENRL Fatigue/
Fatigue

2 03NOV2020 2/2 1 Yes NA R 
(04NOV2020)

N/N

Pyrexia/
Fever

2 03NOV2020 2/1 2 Yes NA/TC R 
(03NOV2020)

N/N

MUSC Myalgia/
Muscle Aches

2 03NOV2020 2/2 2 Yes NA/TC R 
(04NOV2020)

N/N

NERV Headache/
Headache

2 03NOV2020 2/2 2 Yes NA/TC R 
(04NOV2020)

N/N

16-55/
C459100
1 1112 
11121298

3 GENRL Injection site pain/
Injection Site Pain, left arm

1 12OCT2020 1/1 1 Yes NA/TC R 
(12OCT2020)

N/N

16-55/
C459100
1 1112 
11121299

3 GENRL Pyrexia/
Fever

1 13OCT2020 2/2 1 Yes NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 1112 
11121305

3 GENRL Injection site pain/
Pain at the injection site

1 14OCT2020 2/3 1 Yes NA R 
(16OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1112 
11121315

3 GENRL Vaccination site pain/
Injection site pain, (post 

vaccination)

1 20OCT2020 2/2 1 Yes NA/TC R 
(21OCT2020)

N/N

16-55/
C459100
1 1112 
11121328

3 GENRL Fatigue/
Fatigue

1 20OCT2020 1/2 1 Yes NA R 
(21OCT2020)

N/N

MUSC Myalgia/
Muscle Aches

1 20OCT2020 1/2 1 Yes NA R 
(21OCT2020)

N/N

16-55/
C459100
1 1118 
11181110

3 GENRL Oedema peripheral/
left foot edema

1 08NOV2020 21/C 1 No O NA N N/N

16-55/
C459100
1 1118 
11181117

3 PSYCH Anxiety/
worsening of anxiety

1 24OCT2020 4/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1118 
11181121

3 INJ&P Road traffic accident/
motor vehicle accident

1 31OCT2020 10/1 1 No O NA R 
(31OCT2020)

N/N

MUSC Musculoskeletal chest pain/
muscular chest pain

1 31OCT2020 10/C 1 No O NA RG N/N

16-55/
C459100
1 1120 
11201334

3 MUSC Neck pain/
NECK PAIN

1 04NOV2020 20/C 2 No CND NA/TC RG N/N

16-55/
C459100

3 MUSC Neck pain/
Neck Pain

2 12NOV2020 3/C 1 No CND NA/TC/TCN N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1120 
11201346

16-55/
C459100
1 1122 
11221053

3 SKIN Eczema/
flare up of eczema

1 20OCT2020 8/C 1 No O NA RG N/N

GENRL Fatigue/
very mild fatigue

2 08NOV2020 5/C 1 Yes NA N N/N

SKIN Pruritus/
mild body itching

2 08NOV2020 5/C 1 Yes NA N N/N

16-55/
C459100
1 1123 
11231360

3 SKIN Pruritus/
Pruritus generalized

1 14OCT2020 3/7 1 Yes NA/TC R 
(20OCT2020)

N/N

16-55/
C459100
1 1123 
11231365

3 GENRL Injection site pain/
Pain at injection site

2 02NOV2020 1/3 1 Yes NA R 
(04NOV2020)

N/N

Injection site pruritus/
Injection site pruritus

2 02NOV2020 1/C 1 Yes NA RG N/Y

16-55/
C459100
1 1123 
11231366

3 GASTR Nausea/
Nausea

1 13OCT2020 2/4 1 Yes NA/TC R 
(16OCT2020)

N/N

GASTR Vomiting/
Vomiting

1 15OCT2020 4/1 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100

3 GENRL Fatigue/
fatigue

2 04NOV2020 2/2 1 Yes NA R 
(05NOV2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1129 
11291228

Injection site pain/
injection site pain

2 04NOV2020 2/2 1 Yes NA R 
(05NOV2020)

N/N

Pyrexia/
Fever

2 04NOV2020 2/2 1 Yes NA R 
(05NOV2020)

N/N

MUSC Myalgia/
Increased Muscle Pain

2 04NOV2020 2/2 1 Yes NA R 
(05NOV2020)

N/N

16-55/
C459100
1 1129 
11291238

3 GENRL Chills/
chills

2 07NOV2020 2/2 1 Yes NA R 
(08NOV2020)

N/N

16-55/
C459100
1 1129 
11291244

3 GENRL Injection site pain/
injection site tenderness-left 

deltoid

1 22OCT2020 2/2 1 Yes NA R 
(23OCT2020)

N/N

16-55/
C459100
1 1131 
11311243

3 INJ&P Fall/
Fall

1 24OCT2020 12/1 2 No O NA R 
(24OCT2020)

N/N

MUSC Musculoskeletal chest pain/
left rib pain

1 24OCT2020 12/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1131 
11311253

3 NERV Somnolence/
somnolence

1 23OCT2020 1/2 2 Yes NA R 
(24OCT2020)

N/N

16-55/
C459100

3 GENRL Chills/
chills

2 12NOV2020 2/C 1 Yes NA N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1131 
11311254

Pain/
body aches

2 12NOV2020 2/C 2 Yes NA N N/N

Pyrexia/
fever

2 12NOV2020 2/C 1 Yes NA N N/N

16-55/
C459100
1 1133 
11331524

3 GENRL Injection site pain/
soreness at injection site

1 25OCT2020 3/4 1 Yes NA R 
(28OCT2020)

N/N

16-55/
C459100
1 1133 
11331526

3 EAR Ear pain/
left ear pain

1 11NOV2020 20/C 1 No O NA/TCN N N/N

16-55/
C459100
1 1133 
11331532

3 GENRL Fatigue/
FATIGUE

1 23OCT2020 1/2 1 Yes NA R 
(24OCT2020)

N/N

Injection site pain/
SORENESS AT INJECTION 

SITE

1 23OCT2020 1/8 1 Yes NA R 
(30OCT2020)

N/N

NERV Headache/
HEADACHE

1 23OCT2020 1/2 1 Yes NA R 
(24OCT2020)

N/N

16-55/
C459100
1 1133 
11331537

3 BLOOD Lymphadenopathy/
BILATERAL CERVICAL 

SWOLLEN LYMPH NODES

2 13NOV2020 3/C 1 No O NA N N/N

RESP Oropharyngeal pain/
SORE THROAT

2 13NOV2020 3/C 1 No O NA N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1133 
11331546

3 MUSC Pain in extremity/
LEFT ARM PAIN

1 26OCT2020 1/2 1 Yes NA R 
(27OCT2020)

N/N

16-55/
C459100
1 1133 
11331559

3 RESP Cough/
COUGH

1 31OCT2020 6/5 1 Yes NA R 
(04NOV2020)

N/N

Nasal congestion/
NASAL CONGESTION

1 31OCT2020 6/5 2 Yes NA R 
(04NOV2020)

N/N

16-55/
C459100
1 1133 
11331630

3 GENRL Chills/
CHILLS

1 12NOV2020 15/C 1 No O NA N N/N

Pain/
BODY ACHES

1 12NOV2020 15/C 1 No O NA N N/N

16-55/
C459100
1 1134 
11341416

3 GENRL Swelling face/
FACIAL SWELLING

1 18OCT2020 4/2 2 Yes NA/TC R 
(19OCT2020)

N/N

SKIN Pruritus/
ITCHING

1 18OCT2020 4/2 2 Yes NA/TC R 
(19OCT2020)

N/N

VASC Hot flush/
HOT FLASHES

1 18OCT2020 4/2 2 Yes NA R 
(19OCT2020)

N/N

16-55/
C459100
1 1134 
11341420

3 INJ&P Ligament sprain/
SPRAINED LEFT ANKLE

1 05NOV2020 22/C 2 No O NA N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1135 
11351443

3 MUSC Myalgia/
muscle pain

1 22OCT2020 2/1 1 Yes NA R 
(22OCT2020)

N/N

GENRL Chills/
chills

2 12NOV2020 2/1 1 Yes NA R 
(12NOV2020)

N/N

16-55/
C459100
1 1135 
11351448

3 METAB Hypokalaemia/
hypokalemia

1 03NOV2020 14/1 1 No O NA/TC R 
(03NOV2020)

N/N

MUSC Neck pain/
neck pain

1 03NOV2020 14/2 3 No O NA/TC/TCN R 
(04NOV2020)

N/N

NERV Headache/
headache

1 03NOV2020 14/2 3 No O NA/TC/TCN R 
(04NOV2020)

N/N

16-55/
C459100
1 1135 
11351450

3 GASTR Diarrhoea/
loose stool

1 22OCT2020 2/1 1 Yes NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1135 
11351452

3 GENRL Chills/
chills

2 10NOV2020 2/C 1 Yes NA/TC RG N/N

Pain/
bodyaches

2 10NOV2020 2/C 1 Yes NA/TC RG N/N

16-55/
C459100
1 1135 
11351453

3 GENRL Fatigue/
fatigue

1 22OCT2020 2/2 1 Yes NA/TC R 
(23OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INV Body temperature increased/
elevated temperature

1 22OCT2020 2/2 1 Yes NA/TC R 
(23OCT2020)

N/N

16-55/
C459100
1 1135 
11351457

3 UNC UTERINE FIBROIDS@@/
uterine fibroids

1 11NOV2020 22/C 1 No NA RG N/N

UNC CHILLS@@/
chills

2 14NOV2020 2/C 1 Yes NA N N/N

ELEVATED 
TEMPERATURE@@/

elevated temperature

2 14NOV2020 2/C 1 Yes NA N N/N

HEADACHE@@/
headache

2 14NOV2020 2/C 1 Yes NA N N/N

16-55/
C459100
1 1135 
11351465

3 GENRL Chills/
chills

2 12NOV2020 2/1 1 Yes NA R 
(12NOV2020)

N/N

Pain/
body aches

2 12NOV2020 2/1 1 Yes NA/TC R 
(12NOV2020)

N/N

NERV Headache/
headache

2 12NOV2020 2/1 1 Yes NA/TC R 
(12NOV2020)

N/N

16-55/
C459100
1 1135 
11351472

3 GENRL Injection site pain/
soreness on injection site (left 

arm)

1 22OCT2020 1/3 1 Yes NA R 
(24OCT2020)

N/N

GENRL Chills/
chills

2 12NOV2020 2/1 1 Yes NA R 
(12NOV2020)

N/N

Pain/
body aches

2 12NOV2020 2/C 1 Yes NA RG N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 2321

FDA-CBER-2021-5683-0128347



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
fever

2 12NOV2020 2/C 1 Yes NA RG N/N

16-55/
C459100
1 1135 
11351476

3 GENRL Injection site pain/
pain at injection site

2 12NOV2020 2/C 1 Yes NA RG N/N

Pyrexia/
low grade temperature

2 12NOV2020 2/C 1 Yes NA RG N/N

NERV Headache/
headache

2 12NOV2020 2/C 1 Yes NA RG N/N

16-55/
C459100
1 1135 
11351482

3 GENRL Chills/
chills

1 23OCT2020 2/1 1 Yes NA R 
(23OCT2020)

N/N

GENRL Chills/
chills

2 11NOV2020 1/2 1 Yes NA/TC R 
(12NOV2020)

N/N

16-55/
C459100
1 1135 
11351490

3 GENRL Injection site pain/
pain at injection site

1 23OCT2020 1/4 1 Yes NA/TC R 
(26OCT2020)

N/N

Pain/
body aches

1 23OCT2020 1/4 1 Yes NA/TC R 
(26OCT2020)

N/N

16-55/
C459100
1 1135 
11351491

3 GENRL Chills/
chills

1 23OCT2020 1/3 1 Yes NA/TC R 
(25OCT2020)

N/N

Pain/
body aches

1 23OCT2020 1/3 1 Yes NA/TC R 
(25OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
fatigue

1 24OCT2020 2/2 1 Yes NA R 
(25OCT2020)

N/N

16-55/
C459100
1 1135 
11351498

3 GENRL Pain/
body aches

1 24OCT2020 2/2 1 Yes NA/TC R 
(25OCT2020)

N/N

16-55/
C459100
1 1135 
11351501

3 GENRL Chills/
chills

1 25OCT2020 3/2 1 Yes NA/TC R 
(26OCT2020)

N/N

Pain/
body aches

1 25OCT2020 3/C 1 Yes NA/TC RG N/N

INV Body temperature increased/
elevated temperature

1 25OCT2020 3/2 1 Yes NA/TC R 
(26OCT2020)

N/N

NERV Headache/
headache

1 25OCT2020 3/C 1 Yes NA/TC RG N/N

16-55/
C459100
1 1135 
11351508

3 GENRL Injection site pain/
pain at injection site

1 24OCT2020 2/2 1 Yes NA/TC R 
(25OCT2020)

N/N

Pain/
body aches

1 24OCT2020 2/2 1 Yes NA/TC R 
(25OCT2020)

N/N

16-55/
C459100
1 1135 
11351509

3 GENRL Injection site pain/
pain at injection site

1 23OCT2020 1/4 1 Yes NA/TC R 
(26OCT2020)

N/N

16-55/
C459100

3 GENRL Pain/
body aches

1 24OCT2020 1/2 1 Yes NA R 
(25OCT2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 2323

FDA-CBER-2021-5683-0128349



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1135 
11351514

RESP Nasal congestion/
nasal congestion

1 24OCT2020 1/3 1 Yes NA R 
(26OCT2020)

N/N

16-55/
C459100
1 1135 
11351517

3 GENRL Pain/
body aches

1 24OCT2020 1/1 1 Yes NA R 
(24OCT2020)

N/N

NERV Dizziness/
dizziness

1 24OCT2020 1/1 1 No O NA R 
(24OCT2020)

N/N

NERV Headache/
headache

1 25OCT2020 2/1 1 Yes NA/TC R 
(25OCT2020)

N/N

16-55/
C459100
1 1135 
11351518

3 GENRL Injection site pain/
pain at injection site

1 24OCT2020 1/2 1 Yes NA/TC R 
(25OCT2020)

N/N

GENRL Chills/
chills

2 12NOV2020 1/2 1 Yes NA R 
(13NOV2020)

N/N

Fatigue/
fatigue

2 12NOV2020 1/C 1 Yes NA RG N/N

Injection site pain/
pain at injection site

2 12NOV2020 1/C 1 Yes NA RG N/N

Pain/
body aches

2 12NOV2020 1/C 1 Yes NA RG N/N

16-55/
C459100
1 1135 
11351520

3 MUSC Myalgia/
muscle pain

1 25OCT2020 2/1 1 Yes NA/TC R 
(25OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1135 
11351525

3 GENRL Chills/
Chills

1 25OCT2020 2/1 1 Yes NA R 
(25OCT2020)

N/N

16-55/
C459100
1 1135 
11351528

3 GASTR Diarrhoea/
loose stool

1 26OCT2020 3/1 1 Yes NA R 
(26OCT2020)

N/N

16-55/
C459100
1 1135 
11351530

3 GENRL Injection site pain/
pain at injection site

1 25OCT2020 2/2 1 Yes NA/TC R 
(26OCT2020)

N/N

NERV Headache/
headache

1 25OCT2020 2/2 1 Yes NA/TC R 
(26OCT2020)

N/N

16-55/
C459100
1 1135 
11351542

3 GASTR Diarrhoea/
diarrhea

1 26OCT2020 1/1 1 Yes NA R 
(26OCT2020)

N/N

GENRL Fatigue/
fatigue

1 26OCT2020 1/2 1 Yes NA R 
(27OCT2020)

N/N

16-55/
C459100
1 1135 
11351565

3 GENRL Injection site pain/
pain at injection site

1 27OCT2020 1/2 1 Yes NA/TC R 
(28OCT2020)

N/N

16-55/
C459100
1 1135 
11351566

3 GASTR Diarrhoea/
diarrhea

1 28OCT2020 2/2 1 Yes NA R 
(29OCT2020)

N/N

16-55/
C459100

3 GENRL Injection site pain/
pain at injection site

1 28OCT2020 2/1 1 Yes NA R 
(28OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1135 
11351569

MUSC Back pain/
right side back pain

1 28OCT2020 2/C 1 Yes NA RG N/N

16-55/
C459100
1 1136 
11361076

3 MUSC Pain in extremity/
ARM PAIN (left)*

22OCT2020 1/3 1 Yes NA R 
(24OCT2020)

N/N

16-55/
C459100
1 1136 
11361092

3 UNC FEVER@@/
fever

1 31OCT2020 4/1 1 Yes NA R 
(31OCT2020)

N/N

16-55/
C459100
1 1136 
11361108

3 GENRL Injection site pain/
injection site pain

1 30OCT2020 2/3 2 Yes NA/TC R 
(01NOV2020)

N/N

16-55/
C459100
1 1139 
11391106

3 MUSC Back pain/
lower back pain

1 03NOV2020 22/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1140 
11401281

3 GENRL Injection site pain/
Pain at Injection Site

1 13OCT2020 1/C 1 Yes NA N N/Y

16-55/
C459100
1 1140 
11401290

3 GENRL Injection site pain/
Tenderness at Injection Site

1 15OCT2020 1/2 1 Yes NA R 
(16OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever

1 15OCT2020 1/2 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1140 
11401298

3 MUSC Arthralgia/
Diffuse Arthralgia's

2 06NOV2020 1/3 1 Yes NA R 
(08NOV2020)

N/N

16-55/
C459100
1 1140 
11401304

3 GENRL Injection site pain/
Pain at injection site

1 21OCT2020 2/2 1 Yes NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1140 
11401306

3 NERV Amnesia/
short term memory loss

1 07NOV2020 17/4 1 No O P/TC/TCN R 
(10NOV2020)

Y/N

Paraparesis/
working diagnosis was spastic 

paraparesis

1 07NOV2020 17/C 3 No O P/TC/TCN RG Y/N

16-55/
C459100
1 1141 
11411257

3 GENRL Chills/
Chills

1 13OCT2020 2/1 1 Yes NA R 
(13OCT2020)

N/N

INV Body temperature increased/
Elevated Body Temperature

1 13OCT2020 2/1 1 Yes NA/TC R 
(13OCT2020)

N/N

MUSC Arthralgia/
Joint Pain

1 13OCT2020 2/1 1 Yes NA R 
(13OCT2020)

N/N

16-55/
C459100
1 1141 
11411263

3 GENRL Injection site pain/
Left Arm Soreness at Injection 

Site

1 19OCT2020 1/3 2 Yes NA R 
(21OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1141 
11411264

3 MUSC Pain in extremity/
Upper Arm Soreness L Side, 

deltoid muscle area

1 20OCT2020 1/4 1 Yes NA R 
(23OCT2020)

N/N

GENRL Injection site haemorrhage/
Ecchymosis at Injection Site

1 22OCT2020 3/5 1 Yes NA R 
(26OCT2020)

N/N

16-55/
C459100
1 1141 
11411266

3 MUSC Arthralgia/
Left Shoulder Pain in vaccinated 

arm

1 21OCT2020 1/4 2 Yes NA R 
(24OCT2020)

N/N

16-55/
C459100
1 1141 
11411269

3 GENRL Injection site erythema/
Slight Erythema at Injection Site

1 27OCT2020 1/2 1 Yes NA R 
(28OCT2020)

N/N

16-55/
C459100
1 1142 
11421289

3 GENRL Asthenia/
weakness

1 19OCT2020 1/3 2 Yes NA/TC R 
(21OCT2020)

N/N

Fatigue/
fatigue

1 19OCT2020 1/3 2 Yes NA/TC R 
(21OCT2020)

N/N

Injection site pain/
injection site pain

1 19OCT2020 1/3 2 Yes NA/TC R 
(21OCT2020)

N/N

Pain/
generalized body aches

1 19OCT2020 1/3 2 Yes NA/TC R 
(21OCT2020)

N/N

16-55/
C459100
1 1145 
11451108

3 MUSC Arthralgia/
joint pain

1 14OCT2020 2/1 1 Yes NA R 
(14OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1145 
11451112

3 GENRL Fatigue/
fatigue

1 23OCT2020 2/3 2 Yes NA R 
(25OCT2020)

N/N

Injection site pain/
injection site pain

1 23OCT2020 2/3 1 Yes NA R 
(25OCT2020)

N/N

16-55/
C459100
1 1146 
11461271

3 GENRL Injection site pain/
injection site pain left arm

2 09NOV2020 1/C 1 Yes NA N N/N

MUSC Myalgia/
Muscle aches

2 09NOV2020 1/C 1 Yes NA RG N/N

NERV Headache/
headache

2 09NOV2020 1/2 1 Yes NA/TC R 
(10NOV2020)

N/N

GENRL Fatigue/
fatigue

2 10NOV2020 2/C 1 Yes NA N N/N

16-55/
C459100
1 1146 
11461274

3 MUSC Pain in extremity/
Pain upper left thigh

1 28OCT2020 10/C 2 No O NA RG N/N

16-55/
C459100
1 1146 
11461276

3 GASTR Diarrhoea/
Diarrhea

2 09NOV2020 1/2 1 Yes NA R 
(10NOV2020)

N/N

GENRL Injection site pain/
Injection site pain, left side

2 09NOV2020 1/3 1 Yes NA/TC R 
(11NOV2020)

N/N

GENRL Fatigue/
Fatigue

2 10NOV2020 2/2 1 Yes NA R 
(11NOV2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1146 
11461279

3 GENRL Chills/
Chills post vaccination #1

1 20OCT2020 1/3 1 Yes NA R 
(22OCT2020)

N/Y

Fatigue/
Fatigue post vaccination #1

1 20OCT2020 1/3 1 Yes NA R 
(22OCT2020)

N/Y

Injection site pain/
Injection site pain post 

vaccination #1

1 20OCT2020 1/3 1 Yes NA R 
(22OCT2020)

N/Y

NERV Headache/
Headache post vaccination #1

1 20OCT2020 1/3 1 Yes NA R 
(22OCT2020)

N/Y

16-55/
C459100
1 1146 
11461281

3 GENRL Injection site pain/
injection site pain, left deltoid

1 20OCT2020 1/2 1 Yes NA R 
(21OCT2020)

N/Y

16-55/
C459100
1 1146 
11461285

3 RESP Oropharyngeal pain/
Sore Throat

1 22OCT2020 3/18 1 Yes NA R 
(08NOV2020)

N/N

16-55/
C459100
1 1146 
11461287

3 GASTR Diarrhoea/
Diarrhea day 2 following 

vaccination #1

1 21OCT2020 2/3 1 Yes NA R 
(23OCT2020)

N/N

Nausea/
Nausea on day 2 following 

vaccination#1

1 21OCT2020 2/3 1 Yes NA R 
(23OCT2020)

N/N

16-55/
C459100
1 1146 
11461294

3 GENRL Fatigue/
Fatigue

1 22OCT2020 2/4 1 Yes NA R 
(25OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
Injection site pain, left side

1 22OCT2020 2/4 1 Yes NA R 
(25OCT2020)

N/N

16-55/
C459100
1 1146 
11461302

3 GENRL Injection site pain/
Injection site pain, left arm

2 10NOV2020 1/2 1 Yes NA/TC R 
(11NOV2020)

N/N

16-55/
C459100
1 1146 
11461308

3 GENRL Pain/
Bodyaches

1 24OCT2020 3/3 1 Yes NA R 
(26OCT2020)

N/N

MUSC Myalgia/
muscle aches

2 11NOV2020 1/2 1 Yes NA R 
(12NOV2020)

N/N

NERV Headache/
headache

2 11NOV2020 1/2 1 Yes NA R 
(12NOV2020)

N/N

16-55/
C459100
1 1146 
11461313

3 GENRL Injection site pain/
Injection site pain day 1 post 

vaccine*

22OCT2020 1/4 1 Yes NA R 
(25OCT2020)

N/N

16-55/
C459100
1 1146 
11461316

3 GENRL Injection site pain/
Left sided injection site pain.

1 22OCT2020 1/2 1 Yes NA R 
(23OCT2020)

N/N

GASTR Diarrhoea/
Diarrhea

1 26OCT2020 5/2 1 Yes NA R 
(27OCT2020)

N/N

16-55/
C459100
1 1146 
11461317

3 GASTR Diarrhoea/
Mild diarrhea evening of vax 1

1 22OCT2020 1/3 1 Yes NA R 
(24OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache day 2 after vax 1

1 23OCT2020 2/1 1 Yes NA R 
(23OCT2020)

N/N

16-55/
C459100
1 1146 
11461318

3 GENRL Fatigue/
fatigue post vaccination 1

1 24OCT2020 3/2 1 Yes NA R 
(25OCT2020)

N/N

16-55/
C459100
1 1146 
11461323

3 GASTR Diarrhoea/
diarrhea

1 30OCT2020 9/4 2 No O NA R 
(02NOV2020)

N/N

Vomiting/
vomiting

1 30OCT2020 9/4 2 No O NA R 
(02NOV2020)

N/N

16-55/
C459100
1 1146 
11461326

3 GENRL Injection site pain/
Injection site pain right arm

1 23OCT2020 1/3 1 Yes NA R 
(25OCT2020)

N/Y

GENRL Fatigue/
Fatigue

1 24OCT2020 2/3 1 Yes NA R 
(26OCT2020)

N/N

16-55/
C459100
1 1146 
11461329

3 GENRL Injection site pain/
injection site pain

1 24OCT2020 2/2 1 Yes NA R 
(25OCT2020)

N/N

16-55/
C459100
1 1146 
11461342

3 GENRL Injection site pain/
Injection site pain

1 27OCT2020 2/2 1 Yes NA R 
(28OCT2020)

N/N

NERV Headache/
Headache

1 27OCT2020 2/2 1 Yes NA/TC R 
(28OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1146 
11461348

3 GENRL Injection site pain/
Injection site pain

1 26OCT2020 1/3 1 Yes NA R 
(28OCT2020)

N/N

16-55/
C459100
1 1146 
11461354

3 GENRL Fatigue/
Fatigue post vaccine 1

1 26OCT2020 1/2 1 Yes NA R 
(27OCT2020)

N/N

Injection site pain/
Injection site pain

1 26OCT2020 1/2 1 Yes NA R 
(27OCT2020)

N/N

Pain/
Body aches post vaccine 1

1 26OCT2020 1/3 1 Yes NA R 
(28OCT2020)

N/N

16-55/
C459100
1 1146 
11461356

3 GENRL Injection site pain/
Injection site pain of left arm

1 27OCT2020 1/4 2 Yes NA R 
(30OCT2020)

N/N

16-55/
C459100
1 1146 
11461360

3 NERV Headache/
Worsening Headaches

1 27OCT2020 1/2 1 Yes NA/TC R 
(28OCT2020)

N/Y

16-55/
C459100
1 1146
11461364

3 GENRL Chills/
Chills

1 27OCT2020 1/2 1 Yes NA R 
(28OCT2020)

N/N

16-55/
C459100
1 1146 
11461372

3 GENRL Chills/
Chills

1 28OCT2020 1/3 1 Yes NA R 
(30OCT2020)

N/N

Injection site pain/
Injection site pain

1 28OCT2020 1/3 1 Yes NA R 
(30OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1146 
11461387

3 RESP Oropharyngeal pain/
sore throat

1 30OCT2020 2/2 1 Yes NA R 
(31OCT2020)

N/N

16-55/
C459100
1 1146 
11461390

3 GENRL Injection site pain/
injection site pain

1 30OCT2020 2/3 1 Yes NA R 
(01NOV2020)

N/N

16-55/
C459100
1 1146 
11461395

3 GENRL Chills/
Chills

1 29OCT2020 1/2 1 Yes NA R 
(30OCT2020)

N/Y

16-55/
C459100
1 1149 
11491328

3 GENRL Injection site pain/
Left arm injection site pain with 

touch

1 19OCT2020 1/3 1 Yes NA R 
(21OCT2020)

N/N

16-55/
C459100
1 1149 
11491329

3 GENRL Injection site pain/
mild pain in left arm (injection 

site)

1 19OCT2020 1/2 1 Yes NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1150 
11501122

3 GENRL Injection site pain/
Pain at injection site

1 16OCT2020 2/4 2 Yes NA R 
(19OCT2020)

N/N

16-55/
C459100
1 1150 
11501137

3 GENRL Injection site pain/
Burning Sensation of Injection 

Site

1 22OCT2020 1/2 1 Yes NA R 
(23OCT2020)

N/Y

16-55/
C459100

3 GENRL Injection site pain/
Pain at injection site

1 27OCT2020 1/3 2 Yes NA R 
(29OCT2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 2334

FDA-CBER-2021-5683-0128360



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1150 
11501139

16-55/
C459100
1 1152 
11521517

3 GENRL Chills/
Chills

1 14OCT2020 2/1 1 Yes NA R 
(14OCT2020)

N/N

GENRL Chills/
Chills

2 04NOV2020 1/3 1 Yes NA R 
(06NOV2020)

N/N

Fatigue/
Fatigue

2 04NOV2020 1/3 1 Yes NA R 
(06NOV2020)

N/N

Injection site pain/
Injection Site Pain

2 04NOV2020 1/3 2 Yes NA/TC R 
(06NOV2020)

N/N

Pyrexia/
Fever 101.7F

2 04NOV2020 1/3 2 Yes NA/TC R 
(06NOV2020)

N/N

MUSC Myalgia/
Myalgia

2 04NOV2020 1/3 2 Yes NA/TC R 
(06NOV2020)

N/N

16-55/
C459100
1 1152 
11521529

3 NERV Headache/
Headache

2 04NOV2020 1/2 2 Yes NA/TC R 
(05NOV2020)

N/N

GENRL Pain/
Body Aches

2 05NOV2020 2/1 2 Yes NA/TC R 
(05NOV2020)

N/N

16-55/
C459100
1 1152 
11521534

3 INFEC Skin infection/
skin infection right axilla

1 01NOV2020 17/C 1 No O NA/TC N N/N

16-55/
C459100

3 GASTR Nausea/
Nausea

2 10NOV2020 2/1 1 Yes NA R 
(10NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1152 
11521549

GENRL Fatigue/
Fatigue

2 10NOV2020 2/2 1 Yes NA/TC R 
(11NOV2020)

N/N

Pain/
Body Aches

2 10NOV2020 2/1 1 Yes NA R 
(10NOV2020)

N/N

VASC Flushing/
generalized flushing

2 10NOV2020 2/1 1 Yes NA R 
(10NOV2020)

N/N

16-55/
C459100
1 1152 
11521560

3 GENRL Fatigue/
Fatigue

2 12NOV2020 2/2 2 Yes NA R 
(13NOV2020)

N/N

Injection site pain/
Injection Site Pain

2 12NOV2020 2/2 2 Yes NA R 
(13NOV2020)

N/N

MUSC Myalgia/
Myalgia

2 12NOV2020 2/2 2 Yes NA R 
(13NOV2020)

N/N

16-55/
C459100
1 1156 
11561231

3 GENRL Injection site erythema/
REDNESS AT INJECTION 

SITE

2 05NOV2020 2/5 2 Yes NA R 
(09NOV2020)

N/N

16-55/
C459100
1 1156 
11561294

3 GENRL Injection site pain/
PAIN IN SITE OF INJECTION

1 03NOV2020 1/4 2 Yes NA/TC R 
(06NOV2020)

N/N

MUSC Myalgia/
MYALGIA

1 03NOV2020 1/4 2 Yes NA/TC R 
(06NOV2020)

N/N

16-55/
C459100

3 GENRL Chills/
Chills

1 21OCT2020 2/1 1 Yes NA R 
(21OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1170
11701376

Pyrexia/
Fever

1 21OCT2020 2/1 1 Yes NA R 
(21OCT2020)

N/N

16-55/
C459100
1 1170 
11701381

3 GENRL Fatigue/
Fatigue

1 20OCT2020 1/3 1 Yes NA R 
(22OCT2020)

N/N

Injection site pain/
Pain at injection site.

1 20OCT2020 1/3 1 Yes NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1170 
11701383

3 GENRL Injection site pain/
Injection Site Pain

1 20OCT2020 1/3 2 Yes NA/TC R 
(22OCT2020)

N/N

Injection site swelling/
Injection Site Swelling

1 20OCT2020 1/3 2 Yes NA R 
(22OCT2020)

N/N

NERV Dysgeusia/
Metallic Taste in Mouth

1 20OCT2020 1/3 1 Yes NA R 
(22OCT2020)

N/N

GENRL Pyrexia/
Fever

1 21OCT2020 2/2 1 Yes NA R 
(22OCT2020)

N/N

MUSC Myalgia/
Myalgias

1 21OCT2020 2/2 1 Yes NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1170 
11701384

3 GENRL Chills/
Chills

2 10NOV2020 1/3 2 Yes NA/TC R 
(12NOV2020)

N/N

Pyrexia/
Fever

2 10NOV2020 1/3 2 Yes NA/TC R 
(12NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Myalgias

2 10NOV2020 1/3 2 Yes NA/TC R 
(12NOV2020)

N/N

NERV Headache/
Headache

2 10NOV2020 1/3 2 Yes NA/TC R 
(12NOV2020)

N/N

16-55/
C459100
1 1170 
11701388

3 GENRL Injection site pain/
Pain in Injection Site

1 20OCT2020 1/1 1 Yes NA R 
(20OCT2020)

N/N

NERV Dysgeusia/
Strange taste in mouth

1 20OCT2020 1/1 1 Yes NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1170 
11701390

3 GENRL Fatigue/
Fatigue

1 20OCT2020 1/3 1 Yes NA R 
(22OCT2020)

N/N

Injection site pain/
Pain at Injection Site

1 20OCT2020 1/4 1 Yes NA R 
(23OCT2020)

N/N

NERV Headache/
Headache

1 20OCT2020 1/4 1 Yes NA R 
(23OCT2020)

N/N

GENRL Chills/
Chills

2 10NOV2020 2/2 1 Yes NA/TC R 
(11NOV2020)

N/N

Fatigue/
Fatigue

2 10NOV2020 2/2 1 Yes NA/TC R 
(11NOV2020)

N/N

Pyrexia/
Fever

2 10NOV2020 2/2 1 Yes NA/TC R 
(11NOV2020)

N/N

MUSC Myalgia/
Myalgias

2 10NOV2020 2/2 1 Yes NA/TC R 
(11NOV2020)

N/N

16-55/
C459100

3 GENRL Fatigue/
Fatigue

1 21OCT2020 2/2 1 Yes NA/TC R 
(22OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1170 
11701392

Injection site pain/
Injection Site Pain

1 21OCT2020 2/2 1 Yes NA/TC R 
(22OCT2020)

N/N

Pyrexia/
Fever

1 21OCT2020 2/2 1 Yes NA/TC R 
(22OCT2020)

N/N

MUSC Myalgia/
Myalgias

1 21OCT2020 2/2 1 Yes NA/TC R 
(22OCT2020)

N/N

NERV Headache/
Headache

1 21OCT2020 2/2 1 Yes NA/TC R 
(22OCT2020)

N/N

16-55/
C459100
1 1170 
11701396

3 GENRL Fatigue/
Fatigue

1 21OCT2020 1/2 1 Yes NA R 
(22OCT2020)

N/N

MUSC Myalgia/
Muscle Pain

1 21OCT2020 1/2 1 Yes NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1170 
11701398

3 GENRL Fatigue/
Fatigue

1 21OCT2020 1/2 1 Yes NA R 
(22OCT2020)

N/N

Injection site pain/
Pain at injection site

1 21OCT2020 1/4 1 Yes NA R 
(24OCT2020)

N/N

16-55/
C459100
1 1170 
11701400

3 GENRL Injection site pain/
Pain at injection site

1 21OCT2020 1/3 1 Yes NA R 
(23OCT2020)

N/N

NERV Headache/
Headache

1 21OCT2020 1/1 1 Yes NA R 
(21OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1170 
11701403

3 GENRL Chills/
Chills

1 21OCT2020 1/2 1 Yes NA R 
(22OCT2020)

N/N

NERV Headache/
Headache

1 21OCT2020 1/1 1 Yes NA R 
(21OCT2020)

N/N

16-55/
C459100
1 1170 
11701404

3 GENRL Chills/
Chills

1 21OCT2020 1/3 1 Yes NA R 
(23OCT2020)

N/N

Injection site pain/
Injection Site Pain

1 21OCT2020 1/3 1 Yes NA R 
(23OCT2020)

N/N

MUSC Myalgia/
Myalgias

1 21OCT2020 1/3 1 Yes NA R 
(23OCT2020)

N/N

16-55/
C459100
1 1170 
11701412

3 GENRL Injection site pain/
Pain at Injection Site

1 21OCT2020 1/4 1 Yes NA R 
(24OCT2020)

N/N

16-55/
C459100
1 1170 
11701416

3 GENRL Fatigue/
Fatigue

1 22OCT2020 1/2 1 Yes NA R 
(23OCT2020)

N/N

Injection site erythema/
Redness at injection site

1 22OCT2020 1/2 1 Yes NA R 
(23OCT2020)

N/N

16-55/
C459100
1 1170 
11701418

3 GENRL Fatigue/
Fatigue

1 22OCT2020 1/2 1 Yes NA R 
(23OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site erythema/
Injection Site Redness

1 22OCT2020 1/2 1 Yes NA R 
(23OCT2020)

N/N

Injection site swelling/
Injection Site Swelling

1 22OCT2020 1/2 1 Yes NA R 
(23OCT2020)

N/N

16-55/
C459100
1 1170 
11701424

3 GENRL Injection site pain/
Pain at injection site.

1 22OCT2020 1/2 1 Yes NA R 
(23OCT2020)

N/N

16-55/
C459100
1 1170 
11701426

3 GENRL Chills/
Chills

1 22OCT2020 1/2 1 Yes NA R 
(23OCT2020)

N/N

MUSC Myalgia/
General Muscle Pain

1 22OCT2020 1/2 1 Yes NA R 
(23OCT2020)

N/N

NERV Headache/
Headache

1 22OCT2020 1/2 1 Yes NA R 
(23OCT2020)

N/N

16-55/
C459100
1 1170 
11701428

3 GASTR Nausea/
Nausea

2 12NOV2020 2/2 1 Yes NA R 
(13NOV2020)

N/N

GENRL Chills/
Chills

2 12NOV2020 2/2 2 Yes NA R 
(13NOV2020)

N/N

Fatigue/
Fatigue

2 12NOV2020 2/2 1 Yes NA R 
(13NOV2020)

N/N

Pyrexia/
Fever

2 12NOV2020 2/2 2 Yes NA R 
(13NOV2020)

N/N

MUSC Myalgia/
Myalgias

2 12NOV2020 2/2 2 Yes NA R 
(13NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

2 12NOV2020 2/2 2 Yes NA R 
(13NOV2020)

N/N

16-55/
C459100
1 1170 
11701430

3 GENRL Injection site erythema/
Injection Site Redness

1 22OCT2020 1/3 1 Yes NA R 
(24OCT2020)

N/N

Injection site erythema/
Injection site redness

1 22OCT2020 1/3 1 Yes NA R 
(24OCT2020)

N/N

GENRL Pyrexia/
Fever

2 12NOV2020 2/2 2 Yes NA R 
(13NOV2020)

N/N

NERV Headache/
Headache

2 12NOV2020 2/2 1 Yes NA R 
(13NOV2020)

N/N

16-55/
C459100
1 1170 
11701434

3 GENRL Fatigue/
Fatigue

1 23OCT2020 1/2 1 Yes NA R 
(24OCT2020)

N/N

16-55/
C459100
1 1170 
11701435

3 MUSC Myalgia/
Muscle Pain

1 23OCT2020 1/3 1 Yes NA R 
(25OCT2020)

N/N

16-55/
C459100
1 1170 
11701437

3 GENRL Injection site erythema/
Injection Site Redness

1 23OCT2020 1/2 1 Yes NA R 
(24OCT2020)

N/N

Injection site pain/
Injection Site Pain

1 23OCT2020 1/2 1 Yes NA R 
(24OCT2020)

N/N

Injection site swelling/
Injection Site Swelling

1 23OCT2020 1/2 1 Yes NA R 
(24OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1170 
11701442

3 GENRL Chills/
Chills

2 13NOV2020 2/2 1 Yes NA R 
(14NOV2020)

N/N

Injection site pain/
Injection Site Pain

2 13NOV2020 2/2 2 Yes NA R 
(14NOV2020)

N/N

MUSC Myalgia/
Myalgias

2 13NOV2020 2/2 1 Yes NA R 
(14NOV2020)

N/N

16-55/
C459100
1 1170 
11701443

3 GENRL Injection site pain/
Injection Site Pain

1 23OCT2020 1/4 1 Yes NA R 
(26OCT2020)

N/N

16-55/
C459100
1 1170 
11701444

3 GENRL Injection site pain/
Pain at injection site

1 23OCT2020 1/3 1 Yes NA R 
(25OCT2020)

N/N

MUSC Myalgia/
Muscle Pain

1 23OCT2020 1/3 1 Yes NA R 
(25OCT2020)

N/N

16-55/
C459100
1 1170 
11701451

3 GENRL Injection site pain/
Pain at injection site

1 26OCT2020 1/5 1 Yes NA R 
(30OCT2020)

N/N

16-55/
C459100
1 1170 
11701452

3 GENRL Injection site swelling/
Injection Site Swelling

1 26OCT2020 1/4 1 Yes NA R 
(29OCT2020)

N/N

GASTR Nausea/
Nausea

2 13NOV2020 1/C 2 Yes NA N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Vomiting/
Vomiting

2 13NOV2020 1/C 2 Yes NA N N/N

GENRL Chills/
Chills

2 13NOV2020 1/C 2 Yes NA N N/N

Injection site pain/
Injection Site Pain

2 13NOV2020 1/C 2 Yes NA RG N/N

GENRL Pyrexia/
Fever

2 14NOV2020 2/C 2 Yes NA N N/N

SKIN Night sweats/
Night Sweats

2 14NOV2020 2/C 2 Yes NA N N/N

16-55/
C459100
1 1170 
11701456

3† GENRL Injection site erythema/
Redness at injection site

1 02NOV2020 8/1 1 Yes NA R 
(02NOV2020)

N/N

Injection site swelling/
Swelling at injection site

1 02NOV2020 8/1 1 Yes NA R 
(02NOV2020)

N/N

16-55/
C459100
1 1170 
11701466

3 GENRL Injection site pain/
Pain at injection site

1 26OCT2020 1/4 1 Yes NA R 
(29OCT2020)

N/N

GENRL Chills/
Chills

1 27OCT2020 2/1 1 Yes NA R 
(27OCT2020)

N/N

Fatigue/
Fatigue

1 27OCT2020 2/1 1 Yes NA R 
(27OCT2020)

N/N

MUSC Myalgia/
Muscle Pain

1 27OCT2020 2/3 1 Yes NA R 
(29OCT2020)

N/N

16-55/
C459100

3 GENRL Fatigue/
Fatigue

1 28OCT2020 1/4 1 Yes NA R 
(31OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1170 
11701482

Malaise/
Malaise

1 28OCT2020 1/4 1 Yes NA R 
(31OCT2020)

N/N

GASTR Diarrhoea/
Diarrhea

1 29OCT2020 2/3 2 Yes NA R 
(31OCT2020)

N/N

GENRL Chills/
Chills

1 29OCT2020 2/3 1 Yes NA R
(31OCT2020)

N/N

Pyrexia/
Fever

1 29OCT2020 2/2 2 Yes NA R 
(30OCT2020)

N/N

MUSC Myalgia/
Myalgias

1 29OCT2020 2/3 2 Yes NA R 
(31OCT2020)

N/N

NERV Headache/
Headache

1 29OCT2020 2/3 2 Yes NA R 
(31OCT2020)

N/N

16-55/
C459100
1 1177
11771501

3 GENRL Chills/
Chills

2 04NOV2020 2/1 1 Yes NA R 
(04NOV2020)

N/N

16-55/
C459100
1 1177 
11771510

3 GENRL Injection site pain/
INJECTION SITE PAIN

1 14OCT2020 1/4 1 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100
1 1177 
11771539

3 GENRL Chest pain/
Chest Pain

1 20OCT2020 1/C 1 No O NA N N/N

16-55/
C459100

3 INFEC Gonorrhoea/
gonorrhea

2 04NOV2020 2/C 2 No O NA/TC N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1178 
11781296

16-55/
C459100
1 1178 
11781300

3 INFEC Hordeolum/
Left eye stye

1 19OCT2020 6/C 2 No O NA/TC N N/N

16-55/
C459100
1 1178 
11781309

3 GENRL Chills/
chills

1 21OCT2020 2/1 1 Yes NA R 
(21OCT2020)

N/N

Injection site pain/
soreness at injection site

1 21OCT2020 2/5 1 Yes NA R 
(25OCT2020)

N/N

MUSC Myalgia/
myalgias

1 21OCT2020 2/1 1 Yes NA/TC R 
(21OCT2020)

N/N

GENRL Chills/
chills

2 12NOV2020 1/C 1 Yes NA N N/N

Injection site pain/
pain at injection site

2 12NOV2020 1/C 1 Yes NA N N/N

MUSC Myalgia/
genralizesd muscle ache

2 12NOV2020 1/C 1 Yes NA/TC N N/N

NERV Headache/
headache

2 12NOV2020 1/C 1 Yes NA N N/N

16-55/
C459100
1 1178 
11781310

3 GENRL Axillary pain/
left axillary pain

2 13NOV2020 2/C 2 Yes NA N N/N

Fatigue/
fatigue

2 13NOV2020 2/C 2 Yes NA N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
pain at injection site

2 13NOV2020 2/C 2 Yes NA N N/N

MUSC Myalgia/
body aches/myalgia

2 13NOV2020 2/C 2 Yes NA N N/N

NERV Headache/
headache

2 13NOV2020 2/C 2 Yes NA N N/N

16-55/
C459100
1 1194 
11941030

3 RESP Asthma/
Worsening of Asthma

2 07NOV2020 1/C 2 Yes NA N N/N

16-55/
C459100
1 1194 
11941069

3 RESP Oropharyngeal pain/
sore throat

1 06NOV2020 18/3 2 No O NA R 
(08NOV2020)

N/N

16-55/
C459100
1 1195 
11951009

3 NERV Sciatica/
Lumboischialgia

1 02NOV2020 19/C 1 No O NA/TCN RG N/N

16-55/
C459100
1 1195 
11951023

3 MUSC Intervertebral disc protrusion/
herniated disc cervical vertebra

2 11NOV2020 8/C 1 No O NA RG Y/N

16-55/
C459100
1 1195 
11951030

3 NERV Sciatica/
Lumboischialgia

1 19OCT2020 4/C 1 No O NA N N/N

16-55/
C459100
1 1195 
11951100

3 GASTR Vomiting/
Emesis

1 18OCT2020 1/1 1 No O NA R 
(18OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1195 
11951141

3 MUSC Intervertebral disc protrusion/
herniated disc thoracic spine

1 21OCT2020 2/C 2 No O NA/TC/TCN RG N/N

MUSC Osteochondrosis/
Osteochondrosis

1 02NOV2020 14/C 1 No O NA N N/N

Scoliosis/
Scoliosis

1 02NOV2020 14/C 1 No O NA N N/N

MUSC Intervertebral disc protrusion/
herniated disc cervical spine

1 09NOV2020 21/C 1 No O NA RG N/N

16-55/
C459100
1 1195 
11951148

3 MUSC Spinal disorder/
cervical spine syndrome

1 02NOV2020 14/C 1 No O NA/TC RG N/N

16-55/
C459100
1 1197 
11971003

3 VASC Hypertension/
hypertension

1 01NOV2020 18/C 2 No O NA/TC RG N/N

16-55/
C459100
1 1197 
11971019

3 NERV Dizziness/
lightheadedness

1 22OCT2020 7/1 2 No O NA/TC R 
(22OCT2020)

N/N

16-55/
C459100
1 1197 
11971028

3 PSYCH Adjustment disorder with 
depressed mood/

reactive depression

2 12NOV2020 9/C 1 No O NA/TCN N N/N

16-55/
C459100
1 1197 
11971039

3 VASC Hypertension/
worsening hypertension

1 01NOV2020 16/C 2 No O NA/TC N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1197 
11971096

3 NERV Migraine/
worsening migraine

1 21OCT2020 3/3 2 No O NA/TC R 
(23OCT2020)

N/N

16-55/
C459100
1 1203 
12031004

3 REPRO Dysmenorrhoea/
menstrual pain

1 04NOV2020 20/1 2 No O NA/TC R 
(04NOV2020)

N/N

16-55/
C459100
1 1203 
12031015

3 NERV Headache/
headache

1 28OCT2020 10/5 3 No O NA/TC R 
(01NOV2020)

N/N

NERV Headache/
headache

1 05NOV2020 18/1 2 No O NA/TC R 
(05NOV2020)

N/N

16-55/
C459100
1 1203 
12031026

3 NERV Headache/
headache

1 07NOV2020 19/1 2 No O NA/TC R 
(07NOV2020)

N/N

16-55/
C459100
1 1203 
12031031

3 SKIN Urticaria/
urticaria upper and lower body

1 22OCT2020 3/7 2 No O NA/TC R 
(28OCT2020)

N/N

16-55/
C459100
1 1203 
12031033

3 NERV Aphasia/
dysphasia

2 12NOV2020 2/1 1 Yes NA R 
(12NOV2020)

N/N

NERV Dizziness/
dizziness

2 13NOV2020 3/2 1 Yes NA R 
(14NOV2020)

N/N

16-55/
C459100

3 INFEC Rhinitis/
rhinitis

1 02NOV2020 13/C 1 No O NA/TC N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1203 
12031037

INFEC Oral herpes/
herpes labialis

1 07NOV2020 18/C 1 No O NA N N/N

16-55/
C459100
1 1203 
12031044

3 NERV Headache/
headache

1 04NOV2020 15/1 2 No O NA/TC R 
(04NOV2020)

N/N

GASTR Odynophagia/
pain when swallowing

1 05NOV2020 16/4 1 No O NA R 
(08NOV2020)

N/N

16-55/
C459100
1 1203 
12031051

3 INFEC Pustule/
pustulas

1 26OCT2020 4/6 1 No O NA R 
(31OCT2020)

N/N

16-55/
C459100
1 1203 
12031058

3 INFEC Rhinitis/
rhinitis

1 06NOV2020 15/C 2 No O NA RG N/N

16-55/
C459100
1 1203 
12031069

3 NERV Headache/
headache

1 14NOV2020 20/1 2 No O NA/TC R 
(14NOV2020)

N/N

16-55/
C459100
1 1204 
12041214

3 GENRL Chills/
chills

1 13OCT2020 2/2 1 Yes NA R 
(14OCT2020)

N/N

Malaise/
body malaise

1 13OCT2020 2/2 1 Yes NA/TC R 
(14OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1204 
12041220

3 GASTR Abdominal discomfort/
stomach discomfort

1 13OCT2020 2/1 1 Yes NA R 
(13OCT2020)

N/N

MUSC Pain in extremity/
left arm pain

1 13OCT2020 2/2 1 Yes NA R 
(14OCT2020)

N/N

16-55/
C459100
1 1204 
12041222

3 NERV Headache/
Headache

1 13OCT2020 1/2 1 Yes NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 1204 
12041227

3 GENRL Vaccination site pain/
left arm soreness (vac #1 

injection site)

1 14OCT2020 2/1 1 Yes NA R 
(14OCT2020)

N/N

GASTR Nausea/
Nausea

2 03NOV2020 1/3 2 Yes NA R 
(05NOV2020)

N/N

GENRL Injection site pain/
pain at injection site

2 03NOV2020 1/3 1 Yes NA/TC R 
(05NOV2020)

N/N

Pyrexia/
Low grade fever, 100.4

2 03NOV2020 1/3 1 Yes NA/TC R 
(05NOV2020)

N/N

MUSC Myalgia/
Muscle aches

2 03NOV2020 1/3 2 Yes NA/TC R 
(05NOV2020)

N/N

16-55/
C459100
1 1204 
12041234

3 GENRL Fatigue/
Fatigue

1 15OCT2020 2/1 1 Yes NA R 
(15OCT2020)

N/N

Injection site pain/
Muscle tenderness at injection 

site

1 15OCT2020 2/4 1 Yes NA/TC R 
(18OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

BLOOD Lymphadenopathy/
Swollen, tender left axillary 

lymph node

1 17OCT2020 4/6 1 Yes NA R 
(22OCT2020)

N/N

GENRL Injection site pain/
Muscle tenderness at injection 

site

2 04NOV2020 1/3 1 Yes NA/TC R 
(06NOV2020)

N/N

BLOOD Lymphadenopathy/
Right axillary lymph node 

swelling

2 05NOV2020 2/C 1 Yes NA RG N/N

GENRL Chills/
Chills

2 05NOV2020 2/1 1 Yes NA/TC R 
(05NOV2020)

N/N

Pyrexia/
Low grade fever, 100.7

2 05NOV2020 2/1 1 Yes NA/TC R 
(05NOV2020)

N/N

NERV Headache/
Headache

2 05NOV2020 2/2 2 Yes NA/TC R 
(06NOV2020)

N/N

16-55/
C459100
1 1204 
12041236

3 GENRL Vaccination site pain/
left arm soreness (vac#1 

injection site)

1 15OCT2020 1/1 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1204 
12041237

3 GENRL Vaccination site pain/
left arm soreness (vac #1 

injection site)

1 15OCT2020 1/3 1 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100
1 1204 
12041239

3 GENRL Vaccination site pain/
left arm soreness (vac#1 

injection site)

1 15OCT2020 1/3 1 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100

3 NERV Headache/
Headache

1 16OCT2020 2/2 1 Yes NA/TC R 
(17OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1204 
12041240

16-55/
C459100
1 1204 
12041253

3 GENRL Fatigue/
fatigue

1 16OCT2020 1/2 1 Yes NA R 
(17OCT2020)

N/N

Vaccination site pain/
left arm soreness (vac#1 

injection site)

1 16OCT2020 1/3 1 Yes NA R 
(18OCT2020)

N/N

16-55/
C459100
1 1204 
12041255

3 GENRL Vaccination site pain/
left arm soreness (vac#1 

injection site)

1 16OCT2020 1/3 1 Yes NA R 
(18OCT2020)

N/N

GENRL Fatigue/
fatigue

1 17OCT2020 2/1 1 Yes NA R 
(17OCT2020)

N/N

Pyrexia/
low grade fever; temp 100 F

1 17OCT2020 2/2 1 Yes NA/TC R 
(18OCT2020)

N/N

16-55/
C459100
1 1204 
12041259

3 GENRL Fatigue/
Fatigue

1 16OCT2020 1/3 1 Yes NA R 
(18OCT2020)

N/N

Injection site pain/
Pain at injection site

1 16OCT2020 1/4 1 Yes NA R 
(19OCT2020)

N/N

Pyrexia/
fever - 101.0

1 16OCT2020 1/2 1 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100
1 1204 
12041263

3 MUSC Pain in extremity/
Left Arm Pain

1 19OCT2020 1/4 1 Yes NA R 
(22OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
Fatigue

1 20OCT2020 2/2 1 Yes NA R 
(21OCT2020)

N/N

16-55/
C459100
1 1204 
12041268

3 GENRL Malaise/
Body Malaise

1 21OCT2020 2/2 1 Yes NA R 
(22OCT2020)

N/N

Vaccination site pain/
Left Arm Soreness (Vaccination 

#1 Injection Site

1 21OCT2020 2/3 1 Yes NA R 
(23OCT2020)

N/N

16-55/
C459100
1 1204 
12041274

3 GENRL Injection site pain/
Muscle tenderness at injection 

site

1 21OCT2020 1/3 1 Yes NA/TC R 
(23OCT2020)

N/N

16-55/
C459100
1 1204 
12041275

3 GENRL Vaccination site pain/
left arm soreness (vac#1 

injection site)

1 21OCT2020 1/2 1 Yes NA R 
(22OCT2020)

N/N

NERV Headache/
headache

1 22OCT2020 2/2 1 Yes NA R 
(23OCT2020)

N/N

GENRL Chills/
chills

2 12NOV2020 2/2 1 Yes NA R 
(13NOV2020)

N/N

Pyrexia/
low grade fever, 101.0

2 12NOV2020 2/2 1 Yes NA R 
(13NOV2020)

N/N

NERV Headache/
headache

2 12NOV2020 2/C 1 Yes NA RG N/N

16-55/
C459100
1 1204 
12041283

3 NERV Headache/
Headache

1 24OCT2020 2/1 2 Yes NA R 
(24OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site pain/
Muscle Tenderness at the 

injection site

2 11NOV2020 1/C 1 Yes NA RG N/N

GENRL Chills/
Chills

2 12NOV2020 2/C 1 Yes NA RG N/N

Pyrexia/
Low Grade Fever 101.2

2 12NOV2020 2/C 2 Yes NA/TC RG N/N

MUSC Myalgia/
Muscle Aches

2 12NOV2020 2/C 1 Yes NA RG N/N

NERV Headache/
Headache

2 12NOV2020 2/C 1 Yes NA/TC RG N/N

16-55/
C459100
1 1204 
12041287

3 MUSC Myalgia/
myalgia

1 23OCT2020 1/3 1 Yes NA/TC R 
(25OCT2020)

N/N

GENRL Fatigue/
fatigue

1 25OCT2020 3/2 1 Yes NA R 
(26OCT2020)

N/N

16-55/
C459100
1 1204 
12041293

3 GENRL Pyrexia/
fever

2 14NOV2020 2/C 1 Yes NA RG N/N

16-55/
C459100
1 1204 
12041294

3 MUSC Myalgia/
muscle aches

2 12NOV2020 2/2 2 Yes NA/TC R 
(13NOV2020)

N/N

NERV Headache/
headache

2 12NOV2020 2/2 1 Yes NA/TC R 
(13NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1205 
12051028

3 INV Blood pressure increased/
Increasing of systolic and 
diastolic blood pressure*

30OCT2020 /1 2 No O NA/W R 
(30OCT2020)

N/N

16-55/
C459100
1 1209 
12091002

3 NERV Headache/
Headache

1 12NOV2020 21/C 1 No O NA RG N/N

16-55/
C459100
1 1209 
12091013

3 GENRL Chest pain/
Chest Pain

1 08NOV2020 7/2 1 No O NA R 
(09NOV2020)

N/N

16-55/
C459100
1 1210 
12101002

3 INFEC Nasopharyngitis/
Cold

1 27OCT2020 6/6 2 No O NA/TC R 
(01NOV2020)

N/N

16-55/
C459100
1 1210 
12101029

3 MUSC Arthralgia/
joint pain

1 04NOV2020 6/2 3 No O NA/TC R 
(05NOV2020)

N/N

16-55/
C459100
1 1210 
12101049

3 MUSC Neck pain/
neck pain

1 09NOV2020 6/C 1 No O NA N N/N

16-55/
C459100
1 1214 
12141025

3 INFEC Pyelonephritis/
Pyelonephritis

1 09NOV2020 7/C 1 No O NA/TC N N/N

16-55/
C459100

3 GENRL Injection site pain/
Injection site pain

1 10NOV2020 21/C 1 Yes NA RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1218 
12181004

Injection site swelling/
Injection site swelling

1 10NOV2020 21/C 1 Yes NA RG N/N

16-55/
C459100
1 1218 
12181011

3 GENRL Injection site pain/
injection site pain

1 02NOV2020 1/5 1 Yes NA R 
(06NOV2020)

N/Y

16-55/
C459100
1 1219
12191022

3 INFEC Onychomycosis/
onychomycosis

1 29OCT2020 10/C 2 No O NA/TC N N/N

METAB Type 2 diabetes mellitus/
Diabetes Mellitus Type 2

1 29OCT2020 10/C 1 No O NA/TC N N/N

16-55/
C459100
1 1219 
12191028

3 GENRL Fatigue/
Fatigue

1 30OCT2020 4/7 1 Yes NA R 
(05NOV2020)

N/N

MUSC Back pain/
Low Back Pain

1 02NOV2020 7/4 1 Yes NA R 
(05NOV2020)

N/N

Myalgia/
Muscle aches

1 02NOV2020 7/4 1 Yes NA R 
(05NOV2020)

N/N

16-55/
C459100
1 1219 
12191030

3 GENRL Fatigue/
tiredness

1 29OCT2020 1/C 1 Yes NA N N/Y

NERV Headache/
slight headache

1 29OCT2020 1/C 1 Yes NA N N/Y09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Pain/
Body aches

1 30OCT2020 2/2 1 Yes NA R 
(31OCT2020)

N/N

NERV Headache/
Headache

1 03NOV2020 6/1 1 Yes NA R 
(03NOV2020)

N/N

16-55/
C459100
1 1219 
12191034

3 GENRL Injection site pain/
mild soreness at injection site

1 12NOV2020 1/C 1 Yes NA N N/Y

16-55/
C459100
1 1220 
12201018

3 NERV Headache/
headache

1 18OCT2020 3/1 1 Yes NA R 
(18OCT2020)

N/N

Hypoaesthesia/
facial numbness

1 18OCT2020 3/16 1 No O NA R 
(02NOV2020)

N/N

Hypoaesthesia/
leg numbness

1 18OCT2020 3/25 1 No O NA R 
(11NOV2020)

N/N

16-55/
C459100
1 1220 
12201020

3 GASTR Diarrhoea/
diarrhea

1 17OCT2020 2/3 1 Yes NA R 
(19OCT2020)

N/N

16-55/
C459100
1 1220 
12201022

3 GENRL Injection site pain/
soreness at injection site

1 20OCT2020 1/8 1 Yes NA R 
(27OCT2020)

N/Y

16-55/
C459100
1 1220 
12201026

3 GENRL Fatigue/
tiredness

1 27OCT2020 1/1 1 Yes NA R 
(27OCT2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 2358

FDA-CBER-2021-5683-0128384



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1221 
12211003

3 GENRL Injection site pain/
Injection site pain

1 15OCT2020 1/2 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1221 
12211005

3 GASTR Diarrhoea/
Diarrhea

1 19OCT2020 5/5 1 Yes NA R 
(23OCT2020)

N/N

16-55/
C459100
1 1221 
12211007

3 INFEC Abscess jaw/
Abscess in left jaw

1 31OCT2020 16/C 3 No O NA/TC/TCN N N/N

INFEC Meningitis bacterial/
Meningitis Bacterial

1 10NOV2020 26/C 3 No O NA/TC N Y/N

16-55/
C459100
1 1221 
12211013

3 GENRL Fatigue/
Fatigue

1 23OCT2020 2/2 2 Yes NA R 
(24OCT2020)

N/N

16-55/
C459100
1 1221 
12211014

3 GENRL Fatigue/
Fatique

1 23OCT2020 2/2 2 Yes NA/TC R 
(24OCT2020)

N/N

16-55/
C459100
1 1223 
12231242

3 GENRL Fatigue/
fatigue

1 14OCT2020 1/3 2 Yes NA R 
(16OCT2020)

N/N

MUSC Pain in extremity/
left arm soreness

1 14OCT2020 1/4 2 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100

3 GENRL Pyrexia/
fever

1 16OCT2020 2/1 1 Yes NA R 
(16OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1223 
12231244

MUSC Pain in extremity/
sore arm post vaccine

1 16OCT2020 2/2 1 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100
1 1223 
12231246

3 NERV Headache/
headache

1 30OCT2020 16/3 2 No O NA/TC R 
(01NOV2020)

N/N

16-55/
C459100
1 1226 
12262141

3 GENRL Injection site erythema/
Redness at the injection site

1 13OCT2020 1/3 2 Yes NA R 
(15OCT2020)

N/N

Injection site pain/
Pain at the injection site

1 13OCT2020 1/3 2 Yes NA R 
(15OCT2020)

N/N

GENRL Chills/
Chills

1 14OCT2020 2/2 2 Yes NA R 
(15OCT2020)

N/N

INV Body temperature increased/
elevated body temperature (37.7 

C)

1 14OCT2020 2/2 2 Yes NA/TC R 
(15OCT2020)

N/N

MUSC Myalgia/
Muscle pain

1 14OCT2020 2/2 2 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1226 
12262146

3 MUSC Arthralgia/
joint pain

1 16OCT2020 4/C 1 Yes NA RG N/N

16-55/
C459100
1 1226 
12262151

3 GENRL Injection site pain/
Pain at the injection site

1 14OCT2020 2/1 1 Yes NA R 
(14OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12262153

3 MUSC Myalgia/
Muscle pain

2 03NOV2020 1/C 1 Yes NA RG N/N

NERV Headache/
Headache

2 03NOV2020 1/C 1 Yes NA RG N/N

16-55/
C459100
1 1226 
12262159

3 GENRL Injection site pain/
Pain at injection site

1 14OCT2020 2/3 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1226 
12262163

3 GENRL Injection site pain/
Pain at the injection site

1 14OCT2020 2/2 1 Yes NA R 
(15OCT2020)

N/N

NERV Headache/
Headache

1 14OCT2020 2/2 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1226 
12262170

3 GENRL Injection site pain/
Pain at injection site

1 14OCT2020 2/2 2 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1226 
12262184

3 GENRL Injection site pain/
Pain at injection site

1 14OCT2020 1/4 2 Yes NA/TC R
(17OCT2020)

N/N

16-55/
C459100
1 1226 
12262185

3 GENRL Injection site pain/
Pain at injection site

1 14OCT2020 1/3 2 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100

3 GENRL Injection site pain/
Pain at injection site

1 14OCT2020 1/2 1 Yes NA R 
(15OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12262186

16-55/
C459100
1 1226 
12262198

3 GENRL Chills/
chills

1 15OCT2020 1/2 1 Yes NA R 
(16OCT2020)

N/N

Injection site pain/
pain at injection site

1 15OCT2020 1/5 1 Yes NA R 
(19OCT2020)

N/N

NERV Somnolence/
somnolence

1 15OCT2020 1/2 2 Yes NA R 
(16OCT2020)

N/N

GENRL Chills/
chills

2 04NOV2020 1/2 1 Yes NA R 
(05NOV2020)

N/N

Injection site pain/
pain at injection site

2 04NOV2020 1/C 1 Yes NA RG N/N

Pyrexia/
fever (38 C)

2 04NOV2020 1/2 1 Yes NA/TC R 
(05NOV2020)

N/N

NERV Somnolence/
somnolence

2 04NOV2020 1/C 2 Yes NA RG N/N

16-55/
C459100
1 1226 
12262201

3 GENRL Chills/
chills

2 04NOV2020 1/C 2 Yes NA/TC RG N/N

Injection site pain/
pain at injection site

2 04NOV2020 1/C 2 Yes NA/TC RG N/N

MUSC Myalgia/
muscle pain

2 04NOV2020 1/C 2 Yes NA/TC RG N/N

16-55/
C459100

3 GENRL Injection site pain/
Pain at injection site

1 15OCT2020 1/1 1 Yes NA R 
(15OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12262211

16-55/
C459100
1 1226 
12262212

3 MUSC Myalgia/
muscle pain

1 16OCT2020 2/1 1 Yes NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 1226 
12262219

3 GENRL Injection site pain/
Pain at the injection site

1 15OCT2020 1/2 2 Yes NA/TC R 
(16OCT2020)

N/N

GENRL Injection site pain/
pain at injection site

2 05NOV2020 1/C 1 Yes NA/TC RG N/N

GENRL Asthenia/
weakness

2 06NOV2020 2/C 1 Yes NA/TC RG N/N

NERV Headache/
headache

2 06NOV2020 2/C 1 Yes NA/TC RG N/N

16-55/
C459100
1 1226 
12262220

3 GENRL Injection site pain/
Pain at the injection site

1 15OCT2020 1/5 2 Yes NA R 
(19OCT2020)

N/N

NERV Headache/
Headache

1 15OCT2020 1/5 2 Yes NA R 
(19OCT2020)

N/N

16-55/
C459100
1 1226 
12262223

3 NERV Headache/
headache

1 16OCT2020 1/2 1 Yes NA/TC R 
(17OCT2020)

N/N

16-55/
C459100

3 GENRL Injection site pain/
Pain at injection site

1 16OCT2020 1/2 1 Yes NA R 
(17OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12262225

GENRL Malaise/
Malaise

1 17OCT2020 2/1 1 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100
1 1226 
12262228

3 NERV Headache/
Headache

1 16OCT2020 1/2 2 Yes NA/TC RS 
(17OCT2020)

N/N

16-55/
C459100
1 1226 
12262236

3 GENRL Injection site pain/
Pain at the injection site

1 16OCT2020 1/2 2 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100
1 1226 
12262237

3 GENRL Injection site pain/
Pain at the injection site

1 16OCT2020 1/2 2 Yes NA R 
(17OCT2020)

N/N

GENRL Chills/
Chills

2 05NOV2020 1/2 2 Yes NA R 
(06NOV2020)

N/N

Fatigue/
Fatigue

2 05NOV2020 1/2 2 Yes NA R 
(06NOV2020)

N/N

Injection site pain/
Pain at the injection site

2 05NOV2020 1/2 2 Yes NA/TC R 
(06NOV2020)

N/N

16-55/
C459100
1 1226 
12262239

3 GENRL Injection site pain/
Pain at the injection site

1 16OCT2020 1/2 2 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100

3 GENRL Injection site pain/
pain at injection site

1 16OCT2020 1/2 2 Yes NA/TC R 
(17OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12262243

16-55/
C459100
1 1226 
12262245

3 GENRL Fatigue/
Fatigue

1 17OCT2020 2/1 1 Yes NA/TC R 
(17OCT2020)

N/N

16-55/
C459100
1 1226 
12262255

3† MUSC Myalgia/
muscle pain

1 19OCT2020 4/4 2 Yes NA/TC R 
(22OCT2020)

N/N

GASTR Nausea/
Nauseas

2 06NOV2020 1/C 3 Yes NA RG N/N

Vomiting/
Vomiting

2 06NOV2020 1/C 3 Yes NA/TC RG N/N

GENRL Chills/
Chills

2 06NOV2020 1/C 3 Yes NA RG N/N

Injection site pain/
Pain at the injection site

2 06NOV2020 1/C 3 Yes NA RG N/N

Pyrexia/
Fever 39 C

2 06NOV2020 1/C 3 Yes NA/TC RG N/N

MUSC Myalgia/
Muscle pain

2 06NOV2020 1/C 3 Yes NA/TC RG N/N

16-55/
C459100
1 1226 
12262258

3 GENRL Injection site pain/
Pain at injection site

1 17OCT2020 1/2 1 Yes NA R 
(18OCT2020)

N/N

16-55/
C459100

3 GENRL Chills/
Chills

1 17OCT2020 1/2 2 Yes NA R 
(18OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12262263

Injection site pain/
Pain at the injection site

1 17OCT2020 1/2 2 Yes NA R 
(18OCT2020)

N/N

16-55/
C459100
1 1226 
12262270

3 GENRL Injection site pain/
Pain at the injection site

1 17OCT2020 1/3 2 Yes NA/TC R 
(19OCT2020)

N/N

Pyrexia/
Fever 38 C

1 17OCT2020 1/3 2 Yes NA/TC R 
(19OCT2020)

N/N

16-55/
C459100
1 1226 
12262273

3 GENRL Injection site pain/
Pain at injection site

1 17OCT2020 1/3 2 Yes NA/TC R 
(19OCT2020)

N/N

MUSC Myalgia/
Muscle pain

1 17OCT2020 1/3 2 Yes NA/TC R 
(19OCT2020)

N/N

16-55/
C459100
1 1226 
12262276

3 GENRL Injection site pain/
Pain at injection site

1 17OCT2020 1/2 1 Yes NA RS 
(18OCT2020)

N/N

MUSC Myalgia/
Muscle pain

2 07NOV2020 2/1 1 Yes NA/TC R 
(07NOV2020)

N/N

NERV Headache/
Headache

2 07NOV2020 2/1 1 Yes NA/TC R 
(07NOV2020)

N/N

16-55/
C459100
1 1226 
12262284

3 GENRL Asthenia/
Asthenia

2 05NOV2020 1/2 1 Yes NA/TC R 
(06NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12262286

3 GASTR Diarrhoea/
Diarrhea

1 17OCT2020 1/2 1 Yes NA R 
(18OCT2020)

N/N

GENRL Fatigue/
Fatigue

1 17OCT2020 1/2 1 Yes NA R 
(18OCT2020)

N/N

Injection site pain/
Pain at the injection site

1 17OCT2020 1/2 1 Yes NA/TC R 
(18OCT2020)

N/N

16-55/
C459100
1 1226 
12262291

3 GENRL Injection site oedema/
edema at injection site

1 17OCT2020 1/2 1 Yes NA R 
(18OCT2020)

N/N

Injection site pain/
pain at injection site

1 17OCT2020 1/2 1 Yes NA R 
(18OCT2020)

N/N

16-55/
C459100
1 1226 
12262292

3 GENRL Injection site pain/
Pain at the injection site

1 17OCT2020 1/2 1 Yes NA R 
(18OCT2020)

N/N

NERV Headache/
Headache

1 17OCT2020 1/2 1 Yes NA/TC R 
(18OCT2020)

N/N

16-55/
C459100
1 1226 
12262293

3 GENRL Fatigue/
Fatigue

1 19OCT2020 3/3 1 Yes NA R 
(21OCT2020)

N/N

16-55/
C459100
1 1226 
12262295

3 GENRL Injection site pain/
Pain at the injection site

1 17OCT2020 1/2 2 Yes NA R 
(18OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12262299

3 GASTR Nausea/
Nauseas

1 18OCT2020 2/3 1 Yes NA R 
(20OCT2020)

N/N

GENRL Injection site pain/
Pain at injection site

1 18OCT2020 2/3 1 Yes NA/TC R 
(20OCT2020)

N/N

NERV Headache/
Headache

1 18OCT2020 2/3 1 Yes NA/TC R 
(20OCT2020)

N/N

16-55/
C459100
1 1226 
12262304

3 GENRL Injection site pain/
Pain at the injection site

1 18OCT2020 2/2 1 Yes NA R 
(19OCT2020)

N/N

16-55/
C459100
1 1226 
12262307

3 GENRL Injection site pain/
Pain at the injection site

1 17OCT2020 1/2 1 Yes NA R 
(18OCT2020)

N/N

16-55/
C459100
1 1226 
12262315

3 GENRL Injection site pain/
Pain at injection site

1 19OCT2020 1/2 1 Yes NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1226 
12262317

3 GENRL Injection site pain/
Pain at the injection site

1 19OCT2020 1/2 1 Yes NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1226 
12262319

3 GENRL Chills/
Chills

1 20OCT2020 2/3 1 Yes NA R 
(22OCT2020)

N/N

Injection site pain/
Pain at injection site

1 20OCT2020 2/3 1 Yes NA R 
(22OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

1 20OCT2020 2/3 1 Yes NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1226 
12262321

3 GENRL Chills/
Chills

1 19OCT2020 1/2 1 Yes NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1226 
12262327

3 GENRL Injection site pain/
Pain at the injection site

1 19OCT2020 1/3 2 Yes NA/TC R 
(21OCT2020)

N/N

Malaise/
Unspecified malaise

1 19OCT2020 1/3 2 Yes NA R 
(21OCT2020)

N/N

Pyrexia/
Fever 38 C

1 19OCT2020 1/3 2 Yes NA/TC R 
(21OCT2020)

N/N

MUSC Myalgia/
Muscle pain

1 19OCT2020 1/3 2 Yes NA/TC R 
(21OCT2020)

N/N

16-55/
C459100
1 1226 
12262329

3 MUSC Arthralgia/
Arthralgia (knees and ankles)

1 20OCT2020 2/3 1 Yes NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1226 
12262331

3 GENRL Chills/
Chills

1 19OCT2020 1/2 2 Yes NA/TC R 
(20OCT2020)

N/N

Injection site pain/
Pain at the injection site

1 19OCT2020 1/2 2 Yes NA/TC R 
(20OCT2020)

N/N

GENRL Chills/
Chills

2 08NOV2020 2/1 2 Yes NA R 
(08NOV2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12262334

3 MUSC Myalgia/
Muscle pain

1 20OCT2020 2/1 1 Yes NA R 
(20OCT2020)

N/N

NERV Headache/
Headache

1 20OCT2020 2/1 1 Yes NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1226 
12262335

3 GENRL Pain/
body aches

1 20OCT2020 2/4 1 Yes NA/TC R 
(23OCT2020)

N/N

16-55/
C459100
1 1226 
12262338

3 GENRL Pain/
body aches

1 21OCT2020 3/1 1 Yes NA/TC R 
(21OCT2020)

N/N

16-55/
C459100
1 1226 
12262340

3 GASTR Diarrhoea/
Diarrhea

1 19OCT2020 1/1 1 Yes NA R 
(19OCT2020)

N/N

GENRL Injection site pain/
Pain at injection site

1 19OCT2020 1/2 1 Yes NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1226 
12262347

3 GENRL Fatigue/
Fatigue

1 19OCT2020 1/3 1 Yes NA/TC RS 
(21OCT2020)

N/N

Injection site pain/
Pain at injection site

1 19OCT2020 1/3 1 Yes NA/TC R 
(21OCT2020)

N/N

16-55/
C459100
1 1226 
12262348

3 GENRL Pyrexia/
Fever 38.3 C

1 23OCT2020 5/3 1 Yes NA R 
(25OCT2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 2370

FDA-CBER-2021-5683-0128396



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1226 
12262351

3 GENRL Injection site pain/
Pain at the injection site

1 19OCT2020 1/2 1 Yes NA R 
(20OCT2020)

N/N

GENRL Asthenia/
Asthenia

1 20OCT2020 2/2 1 Yes NA R 
(21OCT2020)

N/N

16-55/
C459100
1 1226 
12262357

3 GENRL Injection site pain/
Pain at the injection site

1 20OCT2020 1/3 1 Yes NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1229 
12291215

3† GASTR Dyspepsia/
Heartburn

1 02NOV2020 20/C 1 No O NA/TC N N/N

16-55/
C459100
1 1232 
12321354

3 GASTR Diarrhoea/
Diarrhea

1 06NOV2020 23/1 1 No O NA R 
(06NOV2020)

N/N

16-55/
C459100
1 1235 
12351169

3 GENRL Pyrexia/
PYREXIA*

21OCT2020 1/2 1 Yes NA/TC R 
(22OCT2020)

N/N

MUSC Myalgia/
MYALGIA

1 22OCT2020 2/2 1 Yes NA/TC R 
(23OCT2020)

N/N

16-55/
C459100
1 1235 
12351175

3 GENRL Injection site pain/
Injection site pain

1 15OCT2020 2/1 2 Yes NA R 
(15OCT2020)

N/N

Pain/
Body aches

1 15OCT2020 2/1 2 Yes NA R 
(15OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Right arm muscle soreness

1 15OCT2020 2/1 2 Yes NA R 
(15OCT2020)

N/N

GASTR Nausea/
nausea

2 05NOV2020 2/1 2 Yes NA/TC R 
(05NOV2020)

N/N

Vomiting/
emesis

2 05NOV2020 2/1 2 Yes NA/TC R 
(05NOV2020)

N/N

GENRL Chills/
rigor

2 05NOV2020 2/1 2 Yes NA/TC R 
(05NOV2020)

N/N

MUSC Myalgia/
generalized myalgia

2 05NOV2020 2/1 2 Yes NA/TC R 
(05NOV2020)

N/N

NERV Headache/
cephalgia

2 05NOV2020 2/1 2 Yes NA/TC R 
(05NOV2020)

N/N

16-55/
C459100
1 1235 
12351180

3 GENRL Pyrexia/
fever 38.5 C

1 16OCT2020 2/1 1 Yes NA R 
(16OCT2020)

N/N

MUSC Pain in extremity/
left arm soreness

1 16OCT2020 2/1 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1235 
12351191

3 GENRL Pyrexia/
pyrexia

2 07NOV2020 2/2 1 Yes NA/TC R 
(08NOV2020)

N/N

NERV Headache/
cephalgia

2 09NOV2020 4/1 1 Yes NA/TC R 
(09NOV2020)

N/N

16-55/
C459100
1 1235 
12351192

3 GASTR Diarrhoea/
Diarrhea

1 16OCT2020 1/2 2 Yes NA R 
(17OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
Fatigue

1 17OCT2020 2/2 2 Yes NA R 
(18OCT2020)

N/N

MUSC Myalgia/
Bilateral Shoulder Myalgia

1 17OCT2020 2/2 2 Yes NA R 
(18OCT2020)

N/N

Myalgia/
Right arm myalgia

1 17OCT2020 2/2 2 Yes NA R 
(18OCT2020)

N/N

NERV Headache/
Headache

2 07NOV2020 2/2 1 Yes NA/TC R 
(08NOV2020)

N/N

RESP Oropharyngeal pain/
Sore throat

2 08NOV2020 3/2 1 Yes NA/TC R 
(09NOV2020)

N/N

RESP Upper-airway cough syndrome/
Post-nasal drip

2 09NOV2020 4/1 1 Yes NA R 
(09NOV2020)

N/N

16-55/
C459100
1 1235 
12351193

3 GENRL Fatigue/
fatigue

1 19OCT2020 1/2 2 Yes NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1235 
12351195

3 MUSC Pain in extremity/
left arm pain

1 19OCT2020 1/3 1 Yes NA/TC R 
(21OCT2020)

N/N

16-55/
C459100
1 1235 
12351209

3 GENRL Fatigue/
fatigue

1 21OCT2020 1/2 1 Yes NA R 
(22OCT2020)

N/N

MUSC Myalgia/
myalgia

1 21OCT2020 1/2 1 Yes NA R 
(22OCT2020)

N/N

16-55/
C459100

3 GASTR Nausea/
Nausea

2 11NOV2020 2/C 2 Yes NA/TC N N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1235 
12351214

GENRL Chills/
Chills

2 11NOV2020 2/C 2 Yes NA/TC N N/N

Pyrexia/
Pyrexia

2 11NOV2020 2/C 1 Yes NA/TC N N/N

16-55/
C459100
1 1235 
12351218

3 GENRL Fatigue/
Fatigue

1 23OCT2020 1/2 2 Yes NA R 
(24OCT2020)

N/N

MUSC Myalgia/
Left arm myalgia

1 23OCT2020 1/2 2 Yes NA/TC R 
(24OCT2020)

N/N

16-55/
C459100
1 1241 
12412167

3 GENRL Fatigue/
Fatigue

1 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

Injection site pain/
Injection site pain

1 13OCT2020 1/1 1 Yes NA R 
(13OCT2020)

N/N

16-55/
C459100
1 1241 
12412169

3 GENRL Injection site pain/
Injection site pain

1 13OCT2020 1/2 1 Yes NA/TCN R 
(14OCT2020)

N/N

16-55/
C459100
1 1241 
12412175

3 GENRL Injection site pain/
Injection site pain

1 14OCT2020 1/2 1 Yes NA R 
(15OCT2020)

N/Y

16-55/
C459100

3 GENRL Fatigue/
Prostration

1 14OCT2020 1/3 1 Yes NA R 
(16OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1241 
12412176

Injection site pain/
Injection site pain

1 14OCT2020 1/3 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1241 
12412177

3 GENRL Injection site pain/
Injection site pain

1 14OCT2020 1/2 1 Yes NA R 
(15OCT2020)

N/N

16-55/
C459100
1 1241 
12412179

3 GENRL Pyrexia/
Fever

1 14OCT2020 1/1 1 Yes NA/TC R 
(14OCT2020)

N/N

16-55/
C459100
1 1241 
12412181

3 GENRL Injection site pain/
Injection site pain

1 14OCT2020 1/3 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1241 
12412186

3 GENRL Injection site pain/
Injection site pain

1 15OCT2020 2/2 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1241 
12412187

3 GENRL Pyrexia/
Fever

1 16OCT2020 3/1 1 Yes NA/TC R 
(16OCT2020)

N/N

NERV Headache/
Headache

1 16OCT2020 3/1 1 Yes NA/TC R 
(16OCT2020)

N/N

16-55/
C459100

3 BLOOD Lymphadenopathy/
Left armpit lymph node 

enlargement

1 15OCT2020 2/2 1 Yes NA R 
(16OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1241 
12412190

GENRL Medical device pain/
Pain in prosthesis in the left hand

1 15OCT2020 2/16 1 Yes NA R 
(30OCT2020)

N/N

16-55/
C459100
1 1241 
12412194

3 GENRL Chills/
Chills

1 16OCT2020 2/1 1 Yes NA/TC R 
(16OCT2020)

N/N

Fatigue/
Fatigue

1 16OCT2020 2/1 1 Yes NA/TC R 
(16OCT2020)

N/N

NERV Headache/
Headache

1 16OCT2020 2/1 1 Yes NA/TC R 
(16OCT2020)

N/N

16-55/
C459100
1 1241 
12412201

3 GENRL Injection site pain/
Injection site pain

1 16OCT2020 2/2 1 Yes NA R 
(17OCT2020)

N/N

Pyrexia/
Fever

1 16OCT2020 2/2 1 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100
1 1241 
12412202

3 GASTR Nausea/
Nausea

1 15OCT2020 1/2 1 Yes NA R 
(16OCT2020)

N/N

GENRL Fatigue/
Fatigue

1 15OCT2020 1/2 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1241 
12412204

3 GENRL Injection site pain/
Injection site pain

1 16OCT2020 2/1 1 Yes NA R 
(16OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12412207

3 GENRL Injection site pain/
Injection site pain

1 15OCT2020 1/2 1 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1241 
12412209

3 GENRL Injection site pain/
Injection site pain

1 16OCT2020 2/3 1 Yes NA R 
(18OCT2020)

N/N

16-55/
C459100
1 1241 
12412221

3 MUSC Myalgia/
Myalgia

1 16OCT2020 2/1 2 Yes NA R 
(16OCT2020)

N/N

16-55/
C459100
1 1241 
12412227

3 GENRL Injection site pain/
Injection site pain

1 16OCT2020 1/4 2 Yes NA R 
(19OCT2020)

N/N

16-55/
C459100
1 1241 
12412232

3 GENRL Injection site pain/
Injection site pain

1 16OCT2020 1/2 1 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100
1 1241 
12412235

3 GENRL Injection site pain/
Injection site pain

1 17OCT2020 2/2 1 Yes NA R 
(18OCT2020)

N/N

16-55/
C459100
1 1241 
12412236

3 GENRL Injection site pain/
Injection site pain

1 17OCT2020 2/2 2 Yes NA/TC R 
(18OCT2020)

N/N

16-55/
C459100

3 GENRL Injection site pain/
Injection site pain

1 17OCT2020 2/1 1 Yes NA R 
(17OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1241 
12412237

16-55/
C459100
1 1241 
12412248

3 GENRL Fatigue/
Fatigue

1 17OCT2020 2/2 1 Yes NA R 
(18OCT2020)

N/N

Injection site pain/
Injection site pain

1 17OCT2020 2/3 2 Yes NA/TC R 
(19OCT2020)

N/N

16-55/
C459100
1 1241 
12412252

3 GENRL Injection site pain/
Injection site pain

1 17OCT2020 2/3 1 Yes NA/TC R 
(19OCT2020)

N/N

NERV Tremor/
Leg tremors

1 20OCT2020 5/3 1 Yes NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1241 
12412254

3 GENRL Fatigue/
Fatigue

1 16OCT2020 1/3 1 Yes NA R 
(18OCT2020)

N/N

Fatigue/
Prostration

1 16OCT2020 1/3 1 Yes NA R 
(18OCT2020)

N/N

16-55/
C459100
1 1241 
12412258

3 GASTR Nausea/
Nausea

1 17OCT2020 2/4 2 Yes NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1241 
12412267

3 GENRL Injection site pain/
Injection site pain

1 17OCT2020 2/2 1 Yes NA R 
(18OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12412271

3 GENRL Injection site pain/
Injection site pain

1 16OCT2020 1/2 1 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100
1 1241 
12412275

3 GENRL Injection site pain/
Injection site pain

1 17OCT2020 2/2 2 Yes NA R 
(18OCT2020)

N/N

16-55/
C459100
1 1241 
12412278

3 GENRL Injection site erythema/
Injection site redness

1 16OCT2020 1/4 1 Yes NA R 
(19OCT2020)

N/N

Injection site pain/
Injection site pain

1 16OCT2020 1/2 1 Yes NA R 
(17OCT2020)

N/N

Injection site swelling/
Injection site swelling

1 16OCT2020 1/2 1 Yes NA R 
(17OCT2020)

N/N

GENRL Pyrexia/
Fever

1 17OCT2020 2/1 1 Yes NA/TC R 
(17OCT2020)

N/N

MUSC Myalgia/
Myalgia

1 17OCT2020 2/1 1 Yes NA/TC R 
(17OCT2020)

N/N

GASTR Diarrhoea/
Diarrhea

1 18OCT2020 3/1 1 Yes NA R 
(18OCT2020)

N/N

16-55/
C459100
1 1241 
12412285

3 GENRL Injection site pain/
Injection site pain

2 05NOV2020 1/C 1 Yes NA RG N/Y

16-55/
C459100

3 GENRL Injection site pain/
Injection site pain

1 16OCT2020 1/4 2 Yes NA R 
(19OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1241 
12412295

MUSC Myalgia/
Myalgia

1 17OCT2020 2/1 1 Yes NA R 
(17OCT2020)

N/N

16-55/
C459100
1 1241 
12412303

3 GENRL Injection site pain/
Injection site pain

1 19OCT2020 1/2 1 Yes NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1241 
12412304

3 GENRL Injection site pain/
Injection site pain

1 19OCT2020 1/2 2 Yes NA/TC R 
(20OCT2020)

N/N

16-55/
C459100
1 1241 
12412307

3 GASTR Nausea/
Nausea

1 19OCT2020 1/2 1 Yes NA/TC R 
(20OCT2020)

N/N

GENRL Injection site pain/
Injection site pain

1 19OCT2020 1/4 2 Yes NA R 
(22OCT2020)

N/N

NERV Headache/
Headache

1 19OCT2020 1/2 1 Yes NA/TC R 
(20OCT2020)

N/N

16-55/
C459100
1 1241 
12412312

3 GENRL Injection site pain/
Injection site pain

1 19OCT2020 1/2 1 Yes NA/TCN R 
(20OCT2020)

N/N

EYE Conjunctivitis allergic/
Allergic conjunctivitis

1 25OCT2020 7/3 1 No O NA/TC R 
(27OCT2020)

N/N

16-55/
C459100

3 GENRL Injection site pain/
Injection site pain

2 09NOV2020 1/C 1 Yes NA RG N/Y09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1241 
12412317

16-55/
C459100
1 1241 
12412320

3 GENRL Injection site pain/
Injection site pain

1 20OCT2020 2/3 1 Yes NA/TCN R 
(22OCT2020)

N/N

16-55/
C459100
1 1241 
12412333

3 MUSC Arthralgia/
Polyarthralgia

1 20OCT2020 2/1 1 Yes NA R 
(20OCT2020)

N/N

Myalgia/
Myalgia

1 20OCT2020 2/1 1 Yes NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1241 
12412338

3 GENRL Fatigue/
Prostration

1 20OCT2020 2/2 1 Yes NA R 
(21OCT2020)

N/N

Injection site pain/
Injection site pain

1 20OCT2020 2/1 1 Yes NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1241 
12412339

3 GENRL Chills/
Chills

1 20OCT2020 2/2 1 Yes NA/TC R 
(21OCT2020)

N/N

Pyrexia/
Fever

1 20OCT2020 2/2 1 Yes NA/TC R 
(21OCT2020)

N/N

16-55/
C459100
1 1241 
12412341

3 GENRL Injection site pain/
Injection site pain

1 20OCT2020 2/3 1 Yes NA R 
(22OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12412342

3 GENRL Injection site pain/
Injection site pain

1 19OCT2020 1/2 1 Yes NA R 
(20OCT2020)

N/Y

16-55/
C459100
1 1241 
12412346

3 GENRL Injection site pain/
Injection site pain

1 19OCT2020 1/4 2 Yes NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1241 
12412348

3 GENRL Injection site swelling/
Injection site swelling

1 19OCT2020 1/2 1 Yes NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1241 
12412352

3 GENRL Injection site pain/
Injection site pain

1 19OCT2020 1/2 1 Yes NA R 
(20OCT2020)

N/N

GENRL Fatigue/
Prostration

1 20OCT2020 2/1 1 Yes NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1241 
12412353

3 GENRL Chills/
Chills

1 21OCT2020 3/1 1 Yes NA R 
(21OCT2020)

N/N

Fatigue/
Fatigue

1 21OCT2020 3/1 1 Yes NA R 
(21OCT2020)

N/N

Pyrexia/
Fever

1 21OCT2020 3/1 1 Yes NA R 
(21OCT2020)

N/N

16-55/
C459100
1 1241 
12412354

3 GENRL Injection site pain/
Injection site pain

1 19OCT2020 1/4 1 Yes NA R 
(22OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GASTR Nausea/
Nausea

1 20OCT2020 2/2 2 Yes NA R 
(21OCT2020)

N/N

GENRL Fatigue/
Prostration

1 20OCT2020 2/2 2 Yes NA R 
(21OCT2020)

N/N

16-55/
C459100
1 1241 
12412361

3 GENRL Injection site pain/
Injection site pain

1 19OCT2020 1/4 2 Yes NA/TC R 
(22OCT2020)

N/N

GENRL Chills/
Chills

1 20OCT2020 2/1 1 Yes NA/TC R 
(20OCT2020)

N/N

Fatigue/
Fatigue

1 20OCT2020 2/1 1 Yes NA/TC R 
(20OCT2020)

N/N

Pyrexia/
Fever

1 20OCT2020 2/1 1 Yes NA/TC R 
(20OCT2020)

N/N

16-55/
C459100
1 1241 
12412363

3 NERV Headache/
Headache

1 19OCT2020 1/2 1 Yes NA/TC R 
(20OCT2020)

N/Y

16-55/
C459100
1 1241 
12412365

3 GENRL Pyrexia/
Fever

1 19OCT2020 1/1 1 Yes NA/TC R 
(19OCT2020)

N/N

16-55/
C459100
1 1241 
12412373

3 NERV Presyncope/
Lipothymia (Presyncope)

2 09NOV2020 1/1 1 Yes NA R 
(09NOV2020)

N/Y

16-55/
C459100

3 GENRL Pyrexia/
Fever

1 20OCT2020 2/1 1 Yes NA R 
(20OCT2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 2383

FDA-CBER-2021-5683-0128409



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1241 
12412375

16-55/
C459100
1 1241 
12412377

3 NERV Headache/
Headache

1 20OCT2020 2/1 2 Yes NA/TC R 
(20OCT2020)

N/N

16-55/
C459100
1 1241 
12412380

3 GASTR Nausea/
Nausea

1 20OCT2020 1/3 1 Yes NA/TC R 
(22OCT2020)

N/N

GENRL Injection site pain/
Injection site pain

1 20OCT2020 1/3 1 Yes NA R
(22OCT2020)

N/N

NERV Headache/
Headache

1 20OCT2020 1/3 1 Yes NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1241 
12412390

3 GENRL Injection site pain/
Injection site pain

1 20OCT2020 1/1 1 Yes NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1241 
12412391

3 GENRL Chills/
Chills

1 21OCT2020 2/1 1 Yes NA R 
(21OCT2020)

N/N

Fatigue/
Fatigue

1 21OCT2020 2/1 1 Yes NA R 
(21OCT2020)

N/N

16-55/
C459100
1 1241 
12412398

3 GENRL Injection site pain/
Injection site pain

1 20OCT2020 1/5 1 Yes NA R 
(24OCT2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 2384

FDA-CBER-2021-5683-0128410



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12412399

3 GENRL Fatigue/
Prostration

1 21OCT2020 2/2 1 Yes NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1241 
12412401

3 SKIN Urticaria/
Chest region Urticaria

1 20OCT2020 1/1 1 Yes NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1241 
12412402

3 GENRL Pyrexia/
Fever

1 21OCT2020 2/1 1 Yes NA R 
(21OCT2020)

N/N

MUSC Myalgia/
Myalgia

1 21OCT2020 2/1 1 Yes NA R 
(21OCT2020)

N/N

16-55/
C459100
1 1241 
12412405

3 NERV Headache/
Headache

1 21OCT2020 2/1 1 Yes NA R 
(21OCT2020)

N/N

16-55/
C459100
1 1241 
12412407

3 GENRL Fatigue/
Fatigue

1 21OCT2020 2/2 1 Yes NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1241 
12412409

3 GENRL Pyrexia/
Fever

1 21OCT2020 2/1 1 Yes NA R 
(21OCT2020)

N/N

METAB Decreased appetite/
Hyporexia

1 21OCT2020 2/1 1 Yes NA R 
(21OCT2020)

N/N

MUSC Myalgia/
Myalgia

1 21OCT2020 2/1 1 Yes NA R 
(21OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12412410

3 GASTR Nausea/
Nausea

1 20OCT2020 1/1 1 Yes NA R 
(20OCT2020)

N/N

NERV Headache/
Headache

1 20OCT2020 1/1 1 Yes NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1241 
12412414

3 GENRL Injection site pain/
Injection site pain

1 20OCT2020 1/2 1 Yes NA R 
(21OCT2020)

N/Y

16-55/
C459100
1 1241 
12412415

3 GENRL Chills/
Chills

1 20OCT2020 1/1 1 Yes NA R 
(20OCT2020)

N/N

16-55/
C459100
1 1241 
12412424

3 GENRL Fatigue/
Prostration

1 22OCT2020 2/1 1 Yes NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1241 
12412425

3 GENRL Injection site pain/
Injection site pain

1 21OCT2020 1/2 1 Yes NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1241 
12412426

3 NERV Headache/
Headache

1 21OCT2020 1/2 1 Yes NA R 
(22OCT2020)

N/N

16-55/
C459100
1 1241 
12412429

3 GENRL Pyrexia/
Fever

1 22OCT2020 2/1 1 Yes NA/TC R 
(22OCT2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 2386

FDA-CBER-2021-5683-0128412



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12412438

3 GENRL Injection site pain/
Injection site pain

1 22OCT2020 1/2 1 Yes NA R 
(23OCT2020)

N/N

16-55/
C459100
1 1241 
12412439

3 GENRL Injection site pain/
Injection site pain

1 22OCT2020 1/4 1 Yes NA R 
(25OCT2020)

N/N

NERV Headache/
Headache

1 22OCT2020 1/4 1 Yes NA R 
(25OCT2020)

N/N

16-55/
C459100
1 1241 
12412442

3 GENRL Injection site pain/
Injection site pain

1 22OCT2020 1/2 1 Yes NA R 
(23OCT2020)

N/N

16-55/
C459100
1 1241 
12412445

3 EYE Eye irritation/
Eye burning

1 23OCT2020 2/2 2 Yes NA R 
(24OCT2020)

N/N

GASTR Nausea/
Nausea

1 23OCT2020 2/2 2 Yes NA R 
(24OCT2020)

N/N

GENRL Chills/
Chills

1 23OCT2020 2/2 2 Yes NA R 
(24OCT2020)

N/N

Fatigue/
Fatigue

1 23OCT2020 2/2 2 Yes NA R 
(24OCT2020)

N/N

Injection site pain/
Injection site pain

1 23OCT2020 2/3 2 Yes NA/TC R 
(25OCT2020)

N/N

Pain/
Body pain

1 23OCT2020 2/3 2 Yes NA/TC R 
(25OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

1 23OCT2020 2/3 2 Yes NA/TC R 
(25OCT2020)

N/N

16-55/
C459100
1 1241 
12412451

3 GENRL Injection site pain/
Injection site pain

1 22OCT2020 1/3 1 Yes NA R 
(24OCT2020)

N/N

16-55/
C459100
1 1241 
12412456

3 NERV Headache/
Headache

1 23OCT2020 2/1 1 Yes NA/TC R 
(23OCT2020)

N/N

16-55/
C459100
1 1241 
12412463

3 GENRL Injection site pain/
Injection site pain

1 22OCT2020 1/2 1 Yes NA R 
(23OCT2020)

N/N

16-55/
C459100
1 1241 
12412465

3 GENRL Injection site pain/
Injection site pain

1 23OCT2020 2/1 1 Yes NA R 
(23OCT2020)

N/N

16-55/
C459100
1 1241 
12412470

3 GENRL Chills/
Chills

1 23OCT2020 2/2 1 Yes NA R 
(24OCT2020)

N/N

Fatigue/
Fatigue

1 23OCT2020 2/2 1 Yes NA R 
(24OCT2020)

N/N

16-55/
C459100
1 1241 
12412471

3 GENRL Injection site pain/
Injection site pain

1 23OCT2020 2/2 1 Yes NA R 
(24OCT2020)

N/N

16-55/
C459100

3 GENRL Fatigue/
Fatigue

1 23OCT2020 2/2 1 Yes NA R 
(24OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1241 
12412472

Pyrexia/
Fever

1 23OCT2020 2/2 1 Yes NA R 
(24OCT2020)

N/N

NERV Headache/
Headache

1 23OCT2020 2/2 1 Yes NA R 
(24OCT2020)

N/N

16-55/
C459100
1 1241 
12412475

3 GENRL Injection site pain/
Injection site pain

2 11NOV2020 1/C 1 Yes NA RG N/Y

16-55/
C459100
1 1241 
12412478

3 GENRL Injection site pain/
Injection site pain

1 23OCT2020 2/5 2 Yes NA R 
(27OCT2020)

N/N

GENRL Chills/
Chills

1 24OCT2020 3/1 1 Yes NA R 
(24OCT2020)

N/N

16-55/
C459100
1 1241 
12412480

3 GENRL Asthenia/
Asthenia

1 23OCT2020 2/1 1 Yes NA R 
(23OCT2020)

N/N

NERV Headache/
Headache

1 23OCT2020 2/1 1 Yes NA R 
(23OCT2020)

N/N

16-55/
C459100
1 1241 
12412482

3 GENRL Injection site pain/
Injection site pain

1 23OCT2020 1/2 1 Yes NA R 
(24OCT2020)

N/N

16-55/
C459100

3 NERV Headache/
Headache

1 23OCT2020 1/1 1 Yes NA/TC R 
(23OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1241 
12412486

GASTR Nausea/
Nausea

1 27OCT2020 5/1 1 Yes NA R 
(27OCT2020)

N/N

16-55/
C459100
1 1241 
12412494

3 GENRL Injection site pain/
Injection site pain

1 23OCT2020 1/2 1 Yes NA/TC R 
(24OCT2020)

N/N

GENRL Fatigue/
Fatigue

1 24OCT2020 2/1 1 Yes NA R 
(24OCT2020)

N/N

16-55/
C459100
1 1241 
12412498

3 NERV Headache/
Headache

1 24OCT2020 2/1 1 Yes NA/TC R 
(24OCT2020)

N/N

16-55/
C459100
1 1241 
12412501

3 GENRL Injection site pain/
Injection site pain

1 23OCT2020 1/2 1 Yes NA R 
(24OCT2020)

N/N

16-55/
C459100
1 1241 
12412507

3 GENRL Injection site pain/
Injection site pain

1 23OCT2020 1/2 1 Yes NA R 
(24OCT2020)

N/N

16-55/
C459100
1 1241 
12412512

3 GASTR Abdominal pain/
Abdominal pain

1 24OCT2020 2/2 1 Yes NA R 
(25OCT2020)

N/N

Diarrhoea/
diarrhea

1 24OCT2020 2/2 1 Yes NA R 
(25OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1241 
12412515

3 GENRL Injection site pain/
Injection site pain

1 24OCT2020 2/1 1 Yes NA R 
(24OCT2020)

N/N

16-55/
C459100
1 1241 
12412517

3 GENRL Injection site pain/
Injection site pain

1 23OCT2020 1/3 2 Yes NA/TC R 
(25OCT2020)

N/N

GENRL Fatigue/
Fatigue

1 24OCT2020 2/1 2 Yes NA/TCN R 
(24OCT2020)

N/N

16-55/
C459100
1 1241 
12412527

3 GENRL Injection site pain/
Injection site pain

1 23OCT2020 1/2 1 Yes NA R 
(24OCT2020)

N/N

16-55/
C459100
1 1241 
12412528

3 GENRL Chills/
Chills

1 24OCT2020 2/3 3 Yes NA/TC R 
(26OCT2020)

N/N

Pyrexia/
Fever

1 24OCT2020 2/3 3 Yes NA/TC R 
(26OCT2020)

N/N

NERV Headache/
Headache

1 24OCT2020 2/6 3 Yes NA/TC R 
(29OCT2020)

N/N

VASC Hypotension/
Hypotension

1 24OCT2020 2/6 3 Yes NA/TC R 
(29OCT2020)

N/N

16-55/
C459100
1 1241 
12412529

3 GENRL Injection site pain/
Injection site pain

1 23OCT2020 1/4 2 Yes NA R 
(26OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
Fatigue

1 24OCT2020 2/1 2 Yes NA/TCN R 
(24OCT2020)

N/N

NERV Somnolence/
Somnolence

1 24OCT2020 2/1 2 Yes NA/TCN R 
(24OCT2020)

N/N

16-55/
C459100
1 1241 
12412530

3 GENRL Injection site pain/
Injection site pain

1 24OCT2020 2/2 1 Yes NA R 
(25OCT2020)

N/N

16-55/
C459100
1 1241 
12412537

3 GENRL Injection site pain/
Injection site pain

1 24OCT2020 2/3 1 Yes NA R 
(26OCT2020)

N/N

16-55/
C459100
1 1241 
12412543

3 GENRL Injection site pain/
Injection site pain

1 23OCT2020 1/2 1 Yes NA R 
(24OCT2020)

N/N

16-55/
C459100
1 1241 
12412544

3 GENRL Injection site pain/
Injection site pain

1 23OCT2020 1/2 1 Yes NA/TCN R 
(24OCT2020)

N/N

16-55/
C459100
1 1241 
12412548

3 GENRL Fatigue/
Fatigue

1 24OCT2020 2/2 1 Yes NA R 
(25OCT2020)

N/N

16-55/
C459100
1 1241 
12412554

3 GENRL Injection site pain/
Injection site pain

1 23OCT2020 1/2 1 Yes NA R 
(24OCT2020)

N/N

16-55/
C459100

3 GENRL Injection site pain/
Injection site pain

1 24OCT2020 2/3 1 Yes NA R 
(26OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1241 
12412556

16-55/
C459100
1 1241 
12412557

3 GENRL Fatigue/
Fatigue

1 24OCT2020 2/3 1 Yes NA R 
(26OCT2020)

N/N

16-55/
C459100
1 1241 
12412560

3 GENRL Injection site pain/
Injection site pain

1 24OCT2020 2/2 1 Yes NA R 
(25OCT2020)

N/N

16-55/
C459100
1 1241 
12412564

3 GENRL Injection site pain/
Injection site pain

1 24OCT2020 2/1 1 Yes NA/TC R 
(24OCT2020)

N/N

16-55/
C459100
1 1241 
12412565

3 GENRL Injection site pain/
Injection site pain

2 11NOV2020 1/C 1 Yes NA RG N/Y

16-55/
C459100
1 1247 
12471215

3 INFEC Nasopharyngitis/
Common Cold*

07OCT2020 -5/3 1 No O NA R 
(09OCT2020)

N/N

16-55/
C459100
1 1251 
12511239

3 GENRL Chest pain/
Chest Pain

1 2020 1/ 3 No O NA/TC R 
(30OCT2020)

N/N

16-55/
C459100
1 1251 
12511245

3 GENRL Injection site pain/
pain at injection site left arm

1 15OCT2020 1/4 1 Yes NA/TC R 
(18OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Pain/
Bodyaches

2 04NOV2020 2/2 1 Yes NA/TC R 
(05NOV2020)

N/N

Pyrexia/
Fever

2 04NOV2020 2/2 1 Yes NA/TC R 
(05NOV2020)

N/N

NERV Headache/
Headaches

2 04NOV2020 2/2 1 Yes NA/TC R 
(05NOV2020)

N/N

16-55/
C459100
1 1254 
12541185

3 EYE Vitreous floaters/
vision changes eye floaters right 

eye

1 17OCT2020 4/20 1 No O NA R 
(05NOV2020)

N/N

NERV Headache/
headache

1 18OCT2020 5/17 2 No O NA R 
(03NOV2020)

N/N

GASTR Abdominal pain lower/
right lower quadrant pain

1 02NOV2020 20/5 1 No O NA R 
(06NOV2020)

N/N

16-55/
C459100
1 1254 
12541187

3 GENRL Fatigue/
fatigue

1 17OCT2020 3/2 1 Yes NA R 
(18OCT2020)

N/N

16-55/
C459100
1 1254 
12541188

3 NERV Headache/
intermittent headaches

2 05NOV2020 1/4 1 Yes NA R 
(08NOV2020)

N/N

GENRL Fatigue/
fatigue

2 06NOV2020 2/3 1 Yes NA R 
(08NOV2020)

N/N

16-55/
C459100
1 1254 
12541194

3 NERV Headache/
mild headache

1 17OCT2020 1/3 1 Yes NA R 
(19OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Fatigue/
fatigue

1 18OCT2020 2/2 1 Yes NA R 
(19OCT2020)

N/N

PSYCH Anxiety/
worsening of anxiety

1 18OCT2020 2/2 1 Yes NA R 
(19OCT2020)

N/N

SKIN Pruritus/
body itch

1 18OCT2020 2/2 1 No O NA/TCN R 
(19OCT2020)

N/N

16-55/
C459100
1 1254 
12541199

3 GENRL Injection site pain/
pain at injection site

1 21OCT2020 1/18 1 Yes NA R 
(07NOV2020)

N/N

NERV Headache/
headache

1 21OCT2020 1/18 1 Yes NA/TC R 
(07NOV2020)

N/N

MUSC Myalgia/
generalized muscle aches

1 23OCT2020 3/16 1 Yes NA R 
(07NOV2020)

N/N

16-55/
C459100
1 1254 
12541201

3 GENRL Injection site pain/
soreness at injection site

1 22OCT2020 2/2 1 Yes NA R 
(23OCT2020)

N/N

16-55/
C459100
1 1254 
12541202

3 GENRL Injection site pain/
injection site soreness

1 24OCT2020 1/3 1 Yes NA R 
(26OCT2020)

N/N

METAB Hyperlipidaemia/
worsening hyperlipidemia

1 26OCT2020 3/C 2 No O NA/TC N N/N

16-55/
C459100
1 1264 
12641210

3 GENRL Injection site pain/
Injection site pain

1 21OCT2020 1/3 1 Yes NA R 
(23OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

16-55/
C459100
1 1264 
12641215

3 GENRL Injection site pain/
Pain at injection site

1 22OCT2020 2/C 1 Yes NA RG N/N

16-55/
C459100
1 1264 
12641221

3 UNC INJECTION SITE PAIN@@/
Injection site pain

1 23OCT2020 1/4 1 Yes NA R 
(26OCT2020)

N/N

NECK PAIN@@/
Neck pain

1 23OCT2020 1/4 1 Yes NA R 
(26OCT2020)

N/N

16-55/
C459100
1 1264 
12641227

3 UNC INJECTION SITE PAIN@@/
Injection site pain

1 26OCT2020 1/3 1 Yes NA R 
(28OCT2020)

N/N

18-55/
C459100
1 1001 
10011004

1 GENRL Malaise/
malaise

1 05MAY202
0

2/1 1 No O NA R 
(05MAY2020

)

N/N

18-55/
C459100
1 1001 
10011005

1 INJ&P Contusion/
deltoid bruise

2 26MAY202
0

1/3 1 Yes NA R 
(28MAY2020

)

N/N

18-55/
C459100
1 1001 
10011006

1 GENRL Injection site pain/
soreness at injection site

1 07MAY202
0

2/7 1 Yes NA R 
(13MAY2020

)

N/N

SKIN Dermatitis/
dermatitis

1 09MAY202
0

4/3 1 No O NA R 
(11MAY2020

)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

SKIN Hand dermatitis/
dermatitis right hand

1 16MAY202
0

11/20 1 No O NA R 
(04JUN2020)

N/N

Papule/
micropapules on skin of wrist

1 16MAY202
0

11/20 1 No O NA R 
(04JUN2020)

N/N

SKIN Dermatitis/
bilateral arm dermatitis

2 01JUN2020 6/4 1 No O NA R 
(04JUN2020)

N/N

18-55/
C459100
1 1001 
10011007

1 GASTR Diarrhoea/
diarrhea

1 19MAY202
0

14/1 1 No O NA R 
(19MAY2020

)

N/N

RESP Nasal congestion/
Nasal congestion

1 20MAY202
0

15/1 1 No O NA R 
(20MAY2020

)

N/N

18-55/
C459100
1 1001 
10011008

1 IMMU
N

Seasonal allergy/
Worsening Seasonal allergies

2 31MAY202
0

5/6 1 No O NA R 
(05JUN2020)

N/N

GASTR Abdominal pain lower/
LLQ abdominal pain

2 06JUN2020 11/8 1 No O NA R 
(13JUN2020)

N/N

18-55/
C459100
1 1001 
10011009

1 CARD Tachycardia/
mild tachycardia

1 07MAY202
0

2/2 1 Yes NA R 
(08MAY2020

)

N/N

18-55/
C459100
1 1001 
10011011

1 GENRL Injection site pain/
tenderness at left arm injection 

site

1 11MAY202
0

1/3 1 Yes NA R 
(13MAY2020

)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Pyrexia/
fever

1 17MAY202
0

7/2 1 Yes NA R 
(18MAY2020

)

N/N

18-55/
C459100
1 1001 
10011012

1 NERV Presyncope/
Vaso-vagal reaction with 

phlebotomy*

13MAY202
0

1/1 2 No O NA R 
(13MAY2020

)

N/N

CARD Tachycardia/
tachycardia

1 14MAY202
0

2/6 1 Yes NA R 
(19MAY2020

)

N/N

18-55/
C459100
1 1001 
10011015

1 CARD Tachycardia/
tachycardia

1 12MAY202
0

2/7 1 Yes NA R 
(18MAY2020

)

N/N

GENRL Fatigue/
Fatigue

1 12MAY202
0

2/1 1 Yes NA R 
(12MAY2020

)

N/N

Injection site swelling/
injection site swelling at 

injection site

1 12MAY202
0

2/2 1 Yes NA R 
(13MAY2020

)

N/N

METAB Decreased appetite/
anorexia

2 01JUN2020 1/15 1 Yes NA R 
(15JUN2020)

N/N

GASTR Diarrhoea/
diarrhea

2 02JUN2020 2/2 1 Yes NA R 
(03JUN2020)

N/N

GENRL Chills/
Chills

2 02JUN2020 2/2 2 Yes NA R 
(03JUN2020)

N/N

Fatigue/
fatigue

2 02JUN2020 2/2 1 Yes NA R 
(03JUN2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever (102.4F)

2 02JUN2020 2/2 3 Yes NA/TC R 
(03JUN2020)

N/N

NERV Headache/
Headache

2 02JUN2020 2/4 2 Yes NA/TC R 
(05JUN2020)

N/N

18-55/
C459100
1 1001 
10011017

1 PSYCH Insomnia/
insomnia

1 13MAY202
0

1/2 2 Yes NA R 
(14MAY2020

)

N/N

MUSC Arthralgia/
Joint pain

1 14MAY202
0

2/2 1 Yes NA R 
(15MAY2020

)

N/N

Myalgia/
muscle soreness

1 14MAY202
0

2/2 1 Yes NA R 
(15MAY2020

)

N/N

18-55/
C459100
1 1001 
10011019

1 GASTR Nausea/
nausea

1 14MAY202
0

2/1 1 Yes NA R 
(14MAY2020

)

N/N

PSYCH Sleep disorder/
sleep disturbance

2 04JUN2020 2/1 1 Yes NA R 
(04JUN2020)

N/N

18-55/
C459100
1 1001 
10011021

1 GASTR Paraesthesia oral/
Tingling sensation of mouth

1 20MAY202
0

1/1 1 Yes NA R 
(20MAY2020

)

N/N

RESP Pharyngeal paraesthesia/
Tingling sensation of throat

1 20MAY202
0

1/1 1 Yes NA R 
(20MAY2020

)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

18-55/
C459100
1 1001 
10011024

1 MUSC Arthralgia/
shoulder pain

1 13MAY202
0

1/2 2 Yes NA R 
(14MAY2020

)

N/N

Back pain/
back pain

1 13MAY202
0

1/2 2 Yes NA R 
(14MAY2020

)

N/N

18-55/
C459100
1 1001 
10011026

1 CARD Tachycardia/
tachycardia

1 18MAY202
0

1/2 1 Yes NA R 
(19MAY2020

)

N/N

18-55/
C459100
1 1001 
10011028

1 PSYCH Sleep disorder/
Sleep disturbance

1 20MAY202
0

1/4 2 Yes NA R 
(23MAY2020

)

N/N

MUSC Pain in extremity/
Left plantar heel pain

1 16JUL2020 58/13 2 No O NA/TCN R 
(28JUL2020)

N/N

GASTR Nausea/
nausea

2 17AUG2020 1/2 1 Yes NA R 
(18AUG2020)

N/N

RESP Oropharyngeal pain/
Intermittent sore throat

2 03NOV2020 79/C 1 No O NA N N/N

18-55/
C459100
1 1001 
10011030

1 PSYCH Sleep disorder/
Moderate sleep disturbance

1 20MAY202
0

1/9 2 Yes NA R 
(28MAY2020

)

N/N

GENRL Injection site pain/
Injection site pain

1 21MAY202
0

2/4 1 Yes NA R 
(24MAY2020

)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
muscle pain

1 21MAY202
0

2/2 1 Yes NA R 
(22MAY2020

)

N/N

18-55/
C459100
1 1001 
10011032

1 GENRL Injection site erythema/
Injection site redness

1 24MAY202
0

5/2 1 Yes NA R 
(25MAY2020

)

N/N

18-55/
C459100
1 1001 
10011034

1 NERV Presyncope/
Vaso-vagal reaction with finger 

prick*

15MAY202
0

-5/1 2 No O NA R 
(15MAY2020

)

N/N

GASTR Nausea/
nausea

1 20MAY202
0

1/6 2 Yes NA R 
(25MAY2020

)

N/N

PSYCH Sleep disorder/
sleep disturbance

1 20MAY202
0

1/3 3 Yes NA R 
(22MAY2020

)

N/N

METAB Decreased appetite/
loss of appetite

1 21MAY202
0

2/24 2 Yes NA R 
(13JUN2020)

N/N

NERV Presyncope/
vasovagal reaction

1 09JUL2020 51/1 2 No O NA R 
(09JUL2020)

N/N

GENRL Fatigue/
fatigue

2 17AUG2020 1/9 1 Yes NA R 
(25AUG2020)

N/N

GASTR Nausea/
nausea

2 24AUG2020 8/1 1 No O NA R 
(24AUG2020)

N/N

18-55/
C459100
1 1001 
10011068

1 GASTR Nausea/
Nausea

1 30JUN2020 2/1 1 Yes NA/TC R 
(30JUN2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Paraesthesia/
Left lower extremity tingling

1 02JUL2020 4/3 1 No O NA R 
(04JUL2020)

N/N

NERV Neuropathy peripheral/
Bilateral lower extremity 

neuropathy

2 20JUL2020 1/18 1 No O NA R 
(06AUG2020)

N/N

EYE Retinal tear/
retinal eye tear

2 29JUL2020 10/2 2 No O NA R 
(30JUL2020)

N/N

NERV Neuropathy peripheral/
neuropathy in right arm

2 30JUL2020 11/8 1 No O NA R 
(06AUG2020)

N/N

18-55/
C459100
1 1001 
10011069

1 SKIN Rash/
Rash

1 18JUL2020 18/4 1 No O NA R 
(21JUL2020)

N/N

18-55/
C459100
1 1001 
10011071

1 NERV Disturbance in attention/
difficulty concentrating post 

vaccination

1 01JUL2020 1/2 1 Yes NA R 
(02JUL2020)

N/N

Paraesthesia/
Tingling LE BIL

1 01JUL2020 1/1 1 Yes NA R 
(01JUL2020)

N/Y

NERV Dizziness/
lightheadedness

1 09JUL2020 9/1 1 No O NA R 
(09JUL2020)

N/N

18-55/
C459100
1 1001 
10011076

1 PSYCH Sleep disorder/
sleep disturbance post 

vaccination

1 01JUL2020 1/2 1 No O NA R
(02JUL2020)

N/N

GENRL Injection site pain/
injection site tenderness

1 02JUL2020 2/3 1 Yes NA R 
(04JUL2020)

N/N

SKIN Rash/
Upper Extremity Rash

1 05JUL2020 5/11 1 No O NA R 
(15JUL2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
headache

2 22JUL2020 2/2 1 Yes NA R 
(23JUL2020)

N/N

GASTR Abdominal discomfort/
upset stomach

2 25JUL2020 5/3 1 No O NA/TC R 
(27JUL2020)

N/N

Diarrhoea/
Loose stools

2 25JUL2020 5/2 1 Yes NA/TC R 
(26JUL2020)

N/N

18-55/
C459100
1 1002 
10021011

1 RESP Cough/
Cough

1 08MAY202
0

3/3 1 Yes NA R 
(10MAY2020

)

N/N

RESP Dyspnoea/
Shortness of Breath

2 15JUN2020 21/13 1 No O NA R 
(27JUN2020)

N/N

Throat irritation/
Throat Irritation

2 15JUN2020 21/13 1 No O NA R 
(27JUN2020)

N/N

18-55/
C459100
1 1002 
10021023

1 INFEC Hordeolum/
Stye right lower eyelid

1 13AUG2020 88/8 1 No O NA/TC R 
(20AUG2020)

N/N

18-55/
C459100
1 1002 
10021024

1 GASTR Nausea/
Nausea

1 18MAY202
0

1/3 2 Yes NA R 
(20MAY2020

)

N/N

INFEC Urinary tract infection/
Urinary Tract Infection

1 21MAY202
0

4/11 1 No O NA/TC R 
(31MAY2020

)

N/N

INJ&P Wound/
Shoulder Wound

1 25JUN2020 39/13 1 No O NA/TC R 
(07JUL2020)

N/N

GASTR Nausea/
Nausea

2 01SEP2020 2/3 1 Yes NA R 
(03SEP2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

18-55/
C459100
1 1002 
10021036

1 GENRL Fatigue/
Fatigue

1 16JUN2020 27/13 1 No O NA/TC R 
(28JUN2020)

N/N

RESP Sinus congestion/
Sinus Fullness

1 16JUN2020 27/11 1 No O NA R 
(26JUN2020)

N/N

INFEC Wound infection/
Multiple wound infection

2 23AUG2020 6/9 1 No O NA/TC R 
(31AUG2020)

N/N

INJ&P Fall/
Fall

2 23AUG2020 6/1 1 No O NA R 
(23AUG2020)

N/N

18-55/
C459100
1 1002 
10021080

1 INJ&P Muscle strain/
Muscle Strain middle back

1 04JUL2020 4/11 1 No O NA R 
(14JUL2020)

N/N

NERV Paraesthesia/
Tingling in both hands

2 21JUL2020 1/1 1 Yes NA R 
(21JUL2020)

N/N

18-55/
C459100
1 1002 
10021082

1 INJ&P Muscle strain/
Neck Strain

2 24JUL2020 4/3 1 No O NA/TC R 
(26JUL2020)

N/N

18-55/
C459100
1 1003 
10031020

1 MUSC Muscle spasms/
worsening leg cramps left calf

2 10JUL2020 9/5 2 No O NA R 
(14JUL2020)

N/N

18-55/
C459100
1 1003 
10031030

1 INJ&P Ligament sprain/
Right sprained ankle

2 06AUG2020 30/75 1 No O NA R 
(19OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

18-55/
C459100
1 1003 
10031065

1 MUSC Pain in extremity/
right arm pain

2 29JUL2020 15/C 2 No O NA N N/N

NERV Neuritis/
neuritis right arm

2 29JUL2020 15/C 3 No O NA N Y/N

18-55/
C459100
1 1003 
10031066

1 INJ&P Fall/
fall while exercising

1 24JUN2020 3/1 2 No O NA/TCN R 
(24JUN2020)

N/N

Tendon injury/
Achilles tendon injury

1 24JUN2020 3/7 2 No O NA/TCN R 
(30JUN2020)

N/N

18-55/
C459100
1 1007 
10071014

1 MUSC Myalgia/
LEFT SHOULDER MUSCLE 

PAIN

1 18JUN2020 8/16 2 No O NA/TC R 
(03JUL2020)

N/N

Myalgia/
Left Scapula area muscle pain

1 18JUN2020 8/16 2 No O NA/TC R 
(03JUL2020)

N/N

INFEC Urinary tract infection/
Urinary Tract Infection

1 27JUN2020 17/11 1 No O NA/TC R 
(07JUL2020)

N/N

RENAL Nephrolithiasis/
renal calculi

1 27JUN2020 17/23 2 No O NA/TC/TCN R 
(19JUL2020)

N/N

18-55/
C459100
1 1007 
10071017

1 GENRL Injection site pain/
left injection site arm pain

1 15JUN2020 1/3 1 Yes NA R 
(17JUN2020)

N/N

18-55/
C459100

1 GENRL Injection site pain/
tenderness at injection site

1 08JUN2020 1/1 1 Yes NA R 
(08JUN2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1007 
10071019

RESP Rhinorrhoea/
nasal drainage

2 03JUL2020 5/8 1 No O NA/TC R 
(10JUL2020)

N/N

18-55/
C459100
1 1007 
10071020

1 GENRL Injection site erythema/
redness at injection site

1 10JUN2020 1/1 1 Yes NA R 
(10JUN2020)

N/N

18-55/
C459100
1 1007 
10071021

1 GENRL Injection site erythema/
redness at injection site

1 10JUN2020 1/1 1 Yes NA R 
(10JUN2020)

N/Y

18-55/
C459100
1 1007 
10071025

1 GASTR Oral disorder/
oral lesion

1 29JUN2020 13/12 1 No O NA/TC R 
(10JUL2020)

N/N

18-55/
C459100
1 1007 
10071026

1 SKIN Rash papular/
erythematous papular rash chest, 

forehead, cheek

2 12JUL2020 7/7 1 Yes NA/TC R 
(18JUL2020)

N/N

18-55/
C459100
1 1007 
10071027

1 PSYCH Sleep disorder/
Sleep disturbance

1 17JUN2020 1/4 1 Yes NA R 
(20JUN2020)

N/N

18-55/
C459100
1 1007 
10071029

1 NERV Ageusia/
partial loss of taste

1 17JUN2020 1/1 1 Yes NA R 
(17JUN2020)

N/Y
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Taste disorder/
change in sensation of taste

2 08JUL2020 1/2 1 Yes NA R 
(09JUL2020)

N/Y

18-55/
C459100
1 1007 
10071046

1 NERV Migraine/
Migraine Exacerbation

1 28JUN2020 7/2 3 No O NA R 
(29JUN2020)

N/N

18-55/
C459100
1 1007 
10071050

1 BLOOD Lymphadenopathy/
Right axillary lymph node 

enlargement

2 15JUL2020 3/13 1 Yes NA R 
(27JUL2020)

N/N

18-55/
C459100
1 1007 
10071063

1 GENRL Injection site pain/
soreness at injection site

1 24JUN2020 1/1 1 Yes NA R 
(24JUN2020)

N/Y

18-55/
C459100
1 1007 
10071066

1 NERV Dizziness/
Dizziness

2 16JUL2020 2/1 2 Yes NA/TCN R 
(16JUL2020)

N/N

65-85/
C459100
1 1001 
10011037

1 EYE Eye paraesthesia/
intermittent paraesthesia in both 

eyes

1 11JUN2020 1/2 1 Yes NA/TC R 
(12JUN2020)

N/Y

NERV Headache/
intermittent headache

2 01JUL2020 2/C 1 No O NA N N/N

65-85/
C459100
1 1001 
10011039

1 MUSC Muscle spasms/
worsening leg cramps

1 14JUN2020 6/2 2 No O NA R 
(15JUN2020)

N/N

GENRL Fatigue/
fatigue

2 29JUN2020 1/3 1 Yes NA R 
(01JUL2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GASTR Aphthous ulcer/
aphthous ulcer

2 04JUL2020 6/4 1 Yes NA R 
(07JUL2020)

N/N

MUSC Back pain/
Low back pain

2 07AUG2020 40/C 2 No CND NA N N/N

65-85/
C459100
1 1001 
10011040

1 GASTR Gastrooesophageal reflux 
disease/

gastroesophageal reflux

2 01AUG2020 31/26 1 No O NA/TC R 
(26AUG2020)

N/N

RESP Oropharyngeal pain/
sore throat

2 01AUG2020 31/26 1 No O NA R 
(26AUG2020)

N/N

65-85/
C459100
1 1001 
10011041

1 MUSC Arthralgia/
Joint pain

2 27AUG2020 57/C 1 No O NA/TC RG N/N

Myalgia/
Muscle pain

2 27AUG2020 57/C 1 No O NA/TC RG N/N

65-85/
C459100
1 1001 
10011042

1 MUSC Myalgia/
muscle pain

1 12JUN2020 2/2 1 Yes NA R 
(13JUN2020)

N/N

SKIN Dermatitis contact/
contact dermatitis

1 12JUN2020 2/2 1 No O NA R 
(13JUN2020)

N/N

65-85/
C459100
1 1001 
10011043

1 NERV Dizziness/
Lightheadedness

2 14JUL2020 7/1 1 No O NA R 
(14JUL2020)

N/N

65-85/
C459100

1 SKIN Ecchymosis/
echymosis to left deltoid

2 16JUL2020 15/9 1 No O NA R 
(24JUL2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1001 
10011045

65-85/
C459100
1 1001 
10011046

1 INJ&P Skin abrasion/
excoriation palms, BIL

2 13JUL2020 5/25 1 No O NA R 
(06AUG2020)

N/N

Skin abrasion/
excoriation right elbow

2 13JUL2020 5/25 1 No O NA R 
(06AUG2020)

N/N

MUSC Pain in extremity/
right thigh pain

2 13JUL2020 5/25 1 No O NA R 
(06AUG2020)

N/N

INJ&P Contusion/
right knee bruise

2 16JUL2020 8/22 1 No O NA/TCN R 
(06AUG2020)

N/N

Fall/
fall

2 16JUL2020 8/1 1 No O NA R 
(16JUL2020)

N/N

Road traffic accident/
bike accident

2 16JUL2020 8/1 1 No O NA R 
(16JUL2020)

N/N

GENRL Oedema peripheral/
right thigh edema

2 22JUL2020 14/16 1 No O NA R 
(06AUG2020)

N/N

65-85/
C459100
1 1001 
10011048

1 GENRL Injection site bruising/
injection site bruising

1 16JUN2020 1/15 1 Yes NA R 
(30JUN2020)

N/N

SKIN Dermatitis contact/
contact dermatitis

1 16JUN2020 1/4 1 No O NA R 
(19JUN2020)

N/N

GASTR Abdominal discomfort/
Abdominal Discomfort

2 09JUL2020 2/2 1 Yes NA R 
(10JUL2020)

N/N

METAB Decreased appetite/
Anorexia

2 09JUL2020 2/3 1 Yes NA R 
(11JUL2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

PSYCH Irritability/
Irritability

2 09JUL2020 2/3 1 Yes NA R 
(11JUL2020)

N/N

65-85/
C459100
1 1001 
10011049

1 GENRL Fatigue/
intermittent fatigue

2 13JUL2020 8/C 1 Yes NA RG N/N

65-85/
C459100
1 1001 
10011052

1 BLOOD Anaemia/
Anemia

1 08JUL2020 22/C 2 No O NA RG N/N

65-85/
C459100
1 1001 
10011053

1 MUSC Arthralgia/
Right Shoulder Pain

1 01JUL2020 16/C 2 No O NA N N/N

65-85/
C459100
1 1001 
10011055

1 PSYCH Sleep disorder/
sleep disturbance

1 18JUN2020 2/1 1 Yes NA R 
(18JUN2020)

N/N

METAB Decreased appetite/
Anorexia

2 09JUL2020 2/4 1 Yes NA R 
(12JUL2020)

N/N

65-85/
C459100
1 1001 
10011057

1 INJ&P Venomous sting/
Jellyfish sting

2 19JUL2020 12/1 1 No O NA R 
(19JUL2020)

N/N

65-85/
C459100
1 1001 
10011058

1 SKIN Ecchymosis/
ecchymosis left arm*

16JUN2020 -2/4 1 No O NA R 
(19JUN2020)

N/N

65-85/
C459100

1 GENRL Injection site pain/
injection site tenderness

1 18JUN2020 2/3 1 Yes NA R 
(20JUN2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1001 
10011059

INJ&P Fall/
Fall

1 03JUL2020 17/1 1 No O NA R 
(03JUL2020)

N/N

Fibula fracture/
proximal non-displaced fracture 

of the right fibula

1 03JUL2020 17/5 2 No O NA R 
(07JUL2020)

N/N

65-85/
C459100
1 1001 
10011063

1 MUSC Myalgia/
Left deltoid local site pain

1 18JUN2020 1/3 1 Yes NA R 
(20JUN2020)

N/N

GENRL Fatigue/
Fatigue

2 07JUL2020 1/2 3 Yes NA/TC R 
(08JUL2020)

N/N

Peripheral swelling/
Swelling on left arm 4x2cm

2 07JUL2020 1/16 1 Yes NA R 
(22JUL2020)

N/N

65-85/
C459100
1 1002 
10021043

1 INJ&P Skin laceration/
Laceration Right Thumb

1 10JUN2020 2/13 2 No O NA R 
(22JUN2020)

N/N

SURG Suture insertion/
Right Thumb Suture Insertion

1 10JUN2020 2/13 2 No O NA R 
(22JUN2020)

N/N

65-85/
C459100
1 1002 
10021044

1 SKIN Hyperhidrosis/
Sweating

1 10JUN2020 2/1 1 Yes NA R 
(10JUN2020)

N/N

RESP Dyspnoea/
Shortness of Breath

1 12JUN2020 4/1 1 No O NA R 
(12JUN2020)

N/N

65-85/
C459100

1 RESP Oropharyngeal pain/
Sore Throat

1 16JUN2020 2/1 1 No O NA R 
(16JUN2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1002 
10021050

65-85/
C459100
1 1002 
10021052

1 MUSC Back pain/
Lower back pain

1 27JUN2020 17/3 1 No O NA/TC R 
(29JUN2020)

N/N

65-85/
C459100
1 1002 
10021060

1 INFEC Herpes zoster/
Shingles

1 16JUN2020 2/3 3 No O NA/TC R 
(18JUN2020)

N/N

GASTR Toothache/
Tooth Pain

2 13JUL2020 7/2 1 No O NA/TC R 
(14JUL2020)

N/N

SURG Tooth extraction/
Tooth Extraction

2 13JUL2020 7/1 1 No O NA/TC R 
(13JUL2020)

N/N

65-85/
C459100
1 1002 
10021071

1 GASTR Nausea/
Nausea

2 09JUL2020 2/1 2 Yes NA R 
(09JUL2020)

N/N

65-85/
C459100
1 1003 
10031035

1 NERV Presyncope/
near syncope

2 06AUG2020 32/1 1 No O NA R 
(06AUG2020)

N/N

65-85/
C459100
1 1003 
10031058

1 MUSC Muscle spasms/
Worsening leg cramping

2 10JUL2020 2/5 3 No O NA R 
(14JUL2020)

N/N

65-85/
C459100

1 NERV Radiculopathy/
worsening radiculitis

1 03JUL2020 3/6 3 No O NA R 
(08JUL2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1003 
10031083

65-85/
C459100
1 1007 
10071043

1 NERV Sciatica/
exacerbation of sciatica

1 22JUN2020 5/26 1 No O NA/TC/TCN R 
(17JUL2020)

N/N

65-85/
C459100
1 1007 
10071049

1 VASC Hypertension/
Hypertension

2 13JUL2020 5/C 2 No O NA/TC N N/N

65-85/
C459100
1 1007 
10071052

1 GASTR Nausea/
nausea

1 18JUN2020 2/2 2 Yes NA R 
(19JUN2020)

N/N

GASTR Nausea/
Nausea

1 22JUN2020 6/2 1 Yes NA R 
(23JUN2020)

N/N

65-85/
C459100
1 1007 
10071071

1 INJ&P Contusion/
coccyx contusion

1 04JUL2020 6/18 1 No O NA R 
(21JUL2020)

N/N

Contusion/
right knee contusion

1 04JUL2020 6/42 1 No O NA R 
(14AUG2020)

N/N

Fall/
fall from side of bathtub

1 04JUL2020 6/1 1 No O NA R 
(04JUL2020)

N/N

65-85/
C459100
1 1007 
10071075

1 SURG Tooth extraction/
Tooth extraction

1 12JUL2020 13/1 2 No O NA/TC R 
(12JUL2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

SURG Tooth extraction/
tooth extraction

1 14JUL2020 15/1 2 No O NA/TCN R 
(14JUL2020)

N/N

>55/
C459100
1 1005 
10051247

3 MUSC Back pain/
BACK PAIN

1 16OCT2020 4/C 1 No O NA/TC N N/N

>55/
C459100
1 1005 
10051262

3 MUSC Neck pain/
NECK ACHE

1 15OCT2020 1/4 1 Yes NA R 
(18OCT2020)

N/N

>55/
C459100
1 1005 
10051263

3 GENRL Chills/
CHILLS

2 05NOV2020 1/2 2 Yes NA R 
(06NOV2020)

N/N

Fatigue/
FATIGUE

2 05NOV2020 1/5 2 Yes NA R 
(09NOV2020)

N/N

MUSC Myalgia/
MYALGIA

2 05NOV2020 1/5 2 Yes NA/TC R 
(09NOV2020)

N/N

>55/
C459100
1 1005 
10051265

3 GENRL Injection site pain/
PAIN AT INJECTION SITE

1 15OCT2020 1/4 1 Yes NA R 
(18OCT2020)

N/N

METAB Decreased appetite/
LOSS OF APPETITE

1 15OCT2020 1/C 1 Yes NA N N/N

>55/
C459100
1 1005 
10051272

3 GENRL Chills/
CHILLS

2 03NOV2020 1/2 2 Yes NA R 
(04NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Fatigue/
FATIGUE

2 03NOV2020 1/2 2 Yes NA R 
(04NOV2020)

N/N

MUSC Myalgia/
MYALGIA

2 03NOV2020 1/2 2 Yes NA R 
(04NOV2020)

N/N

>55/
C459100
1 1005 
10051275

3 GENRL Malaise/
MALAISE

1 18OCT2020 4/3 2 Yes NA R 
(20OCT2020)

N/N

>55/
C459100
1 1005 
10051282

3 GENRL Injection site pain/
PAIN AT INJECTION SITE

1 16OCT2020 1/2 1 Yes NA R 
(17OCT2020)

N/N

>55/
C459100
1 1005 
10051293

3 CARD Cardiac arrest/
CARDIAC ARREST

1 08NOV2020 21/1 4 No O NA/TC R 
(08NOV2020)

Y/N

INJ&P Overdose/
Overdose

1 08NOV2020 21/1 4 No O NA R 
(08NOV2020)

Y/N

RESP Acute respiratory failure/
Acute Respiratory Failure

1 08NOV2020 21/C 4 No O NA RG Y/N

>55/
C459100
1 1005 
10051304

3 GENRL Injection site pain/
PAIN AT INJECTION SITE

1 19OCT2020 1/2 1 Yes NA R 
(20OCT2020)

N/N

>55/
C459100
1 1005 
10051320

3 GENRL Injection site pain/
PAIN AT INJECTION SITE

1 21OCT2020 2/20 1 Yes NA R 
(09NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1005 
10051336

3 PSYCH Libido decreased/
LOW LIBIDO

1 06NOV2020 17/C 1 No O NA N N/N

>55/
C459100
1 1005 
10051355

3 GENRL Injection site pain/
TENDERNESS AT INJECTION 

SITE

1 22OCT2020 1/2 1 Yes NA R 
(23OCT2020)

N/N

>55/
C459100
1 1005 
10051374

3 GENRL Injection site pain/
INJECTION SITE PAIN

1 26OCT2020 1/3 2 Yes NA R 
(28OCT2020)

N/N

NERV Headache/
HEADACHE

1 26OCT2020 1/2 2 Yes NA/TC R 
(27OCT2020)

N/N

>55/
C459100
1 1005 
10051403

3 GENRL Injection site pain/
INJECTION SITE PAIN

1 04NOV2020 1/4 2 Yes NA/TC R 
(07NOV2020)

N/N

>55/
C459100
1 1006 
10061177

3 GENRL Injection site pain/
Injection Site Pain

1 21OCT2020 1/5 1 Yes NA R 
(25OCT2020)

N/N

>55/
C459100
1 1007 
10071298

3 GENRL Injection site paraesthesia/
Tingling at injection site

1 12OCT2020 1/1 1 Yes NA R 
(12OCT2020)

N/Y

>55/
C459100
1 1007 
10071301

3 GENRL Injection site pain/
injection site pain

1 12OCT2020 1/2 1 Yes NA R 
(13OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1007 
10071310

3 GENRL Fatigue/
fatigue

1 14OCT2020 3/3 1 Yes NA RS 
(16OCT2020)

N/N

MUSC Myalgia/
bilateral hand myalgia

1 14OCT2020 3/C 1 Yes NA RG N/N

GENRL Injection site pain/
injection site tenderness

2 03NOV2020 2/C 1 Yes NA RG N/N

Pyrexia/
fever

2 03NOV2020 2/2 2 Yes NA/TC R 
(04NOV2020)

N/N

PSYCH Insomnia/
insomnia

2 03NOV2020 2/C 2 Yes NA RG N/N

>55/
C459100
1 1007 
10071314

3 GENRL Injection site pain/
Injection site pain

1 13OCT2020 1/1 1 Yes NA R 
(13OCT2020)

N/N

>55/
C459100
1 1007 
10071315

3 EAR Deafness/
hearing loss

1 01NOV2020 20/C 2 No O NA/TC N N/N

>55/
C459100
1 1007 
10071319

3 RESP Cough/
Coughing

1 13OCT2020 1/1 1 Yes NA R 
(13OCT2020)

N/N

>55/
C459100
1 1007 
10071320

3 MUSC Pain in extremity/
left arm soreness

1 14OCT2020 2/2 1 Yes NA R 
(15OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1007 
10071321

3 GENRL Injection site erythema/
Injection site erythema

2 03NOV2020 1/C 1 Yes NA RG N/N

Injection site induration/
Injection site induration

2 03NOV2020 1/C 1 Yes NA RG N/N

Injection site pain/
Injection site tenderness

2 03NOV2020 1/C 1 Yes NA RG N/N

>55/
C459100
1 1007 
10071322

3 GENRL Injection site pain/
Tenderness at injection site

1 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

Injection site swelling/
swelling at injection site

1 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

>55/
C459100
1 1007 
10071333

3 GENRL Injection site erythema/
Erythema at injection site

1 14OCT2020 1/4 1 Yes NA R 
(17OCT2020)

N/N

Injection site pain/
Pain at injection site

1 14OCT2020 1/4 1 Yes NA R 
(17OCT2020)

N/N

GENRL Fatigue/
Fatigue

1 15OCT2020 2/2 1 Yes NA R 
(16OCT2020)

N/N

Malaise/
Malaise

1 15OCT2020 2/2 1 Yes NA R 
(16OCT2020)

N/N

GENRL Chills/
Chills

2 04NOV2020 1/3 1 Yes NA R 
(06NOV2020)

N/N

GASTR Diarrhoea/
Diarrhea

2 05NOV2020 2/2 1 Yes NA R 
(06NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

METAB Decreased appetite/
Loss of appetite

2 05NOV2020 2/2 1 Yes NA R 
(06NOV2020)

N/N

MUSC Myalgia/
Myalgia

2 05NOV2020 2/2 1 Yes NA R 
(06NOV2020)

N/N

>55/
C459100
1 1007 
10071347

3 CARD Atrial fibrillation/
atrial fibrillation

1 25OCT2020 11/2 3 No O NA/TC R 
(26OCT2020)

Y/N

>55/
C459100
1 1007 
10071354

3 GENRL Injection site induration/
Induration at injection site

1 15OCT2020 1/C 1 Yes NA RG N/Y

>55/
C459100
1 1007 
10071355

3 GENRL Injection site pain/
tenderness at injection site

1 15OCT2020 1/C 2 Yes NA RG N/Y

>55/
C459100
1 1007 
10071379

3 GENRL Injection site pain/
pain extending from injection 

site to elbow

1 20OCT2020 1/2 1 Yes NA/TC R 
(21OCT2020)

N/N

>55/
C459100
1 1007 
10071384

3 GENRL Injection site pain/
Injection site pain

1 21OCT2020 2/3 1 Yes NA R 
(23OCT2020)

N/N

GENRL Chills/
Chills

2 11NOV2020 2/1 2 Yes NA/TC R 
(11NOV2020)

N/N

Injection site pain/
Injection site pain

2 11NOV2020 2/C 2 Yes NA/TC RG N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever

2 11NOV2020 2/1 2 Yes NA/TC R 
(11NOV2020)

N/N

NERV Headache/
Headache

2 11NOV2020 2/1 2 Yes NA/TC R 
(11NOV2020)

N/N

GENRL Chills/
Chills

2 12NOV2020 3/C 2 Yes NA/TC RG N/N

Pyrexia/
Fever

2 12NOV2020 3/C 2 Yes NA/TC RG N/N

MUSC Myalgia/
Myalgia

2 12NOV2020 3/C 2 Yes NA/TC RG N/N

>55/
C459100
1 1007 
10071412

3 GENRL Chills/
Chills

2 13NOV2020 2/1 1 Yes NA R 
(13NOV2020)

N/N

>55/
C459100
1 1007 
10071430

3 GENRL Injection site pain/
Achiness at injection site

1 26OCT2020 1/2 1 Yes NA R 
(27OCT2020)

N/Y

>55/
C459100
1 1007 
10071432

3 GENRL Injection site pain/
Soreness at injestion site

1 26OCT2020 1/3 1 Yes NA R 
(28OCT2020)

N/N

Injection site swelling/
Swelling at injection site

1 26OCT2020 1/2 1 Yes NA R
(27OCT2020)

N/N

INFEC Urinary tract infection/
urinary tract infection

1 06NOV2020 12/C 2 No O NA RG N/N

>55/
C459100

3 GENRL Injection site pain/
Injection site pain

1 13OCT2020 2/4 1 Yes NA R 
(16OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1008 
10081586

>55/
C459100
1 1008 
10081602

3 GENRL Fatigue/
Fatigue

2 04NOV2020 1/2 2 Yes NA R 
(05NOV2020)

N/N

Pain/
Body aches

2 04NOV2020 1/2 2 Yes NA/TC R 
(05NOV2020)

N/N

Pyrexia/
Fever

2 04NOV2020 1/2 2 Yes NA/TC R 
(05NOV2020)

N/N

>55/
C459100
1 1008 
10081603

3 INFEC Cellulitis/
CELLULITIS UPPER BACK

1 26OCT2020 13/8 3 No O NA/TC R 
(02NOV2020)

Y/N

Sepsis/
SEPSIS

1 26OCT2020 13/8 3 No O NA/TC R 
(02NOV2020)

Y/N

Subcutaneous abscess/
SCALP ABCESS

1 26OCT2020 13/C 3 No O NA/TC/TCN N N/N

>55/
C459100
1 1008 
10081610

3 GENRL Chills/
Chills

2 04NOV2020 2/1 2 Yes NA R 
(04NOV2020)

N/N

Pain/
Body aches

2 04NOV2020 2/1 2 Yes NA/TC R 
(04NOV2020)

N/N

Pyrexia/
Fever

2 04NOV2020 2/1 1 Yes NA/TC R 
(04NOV2020)

N/N

>55/
C459100

3 GENRL Chills/
Chills

2 07NOV2020 2/2 1 Yes NA R 
(08NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1008 
10081622

Pain/
Body aches

2 07NOV2020 2/1 1 Yes NA/TC R 
(07NOV2020)

N/N

>55/
C459100
1 1008 
10081645

3 GENRL Injection site pain/
Injection site pain

1 20OCT2020 1/3 1 Yes NA R 
(22OCT2020)

N/N

GENRL Fatigue/
Fatigue

1 21OCT2020 2/1 1 Yes NA R 
(21OCT2020)

N/N

>55/
C459100
1 1008 
10081656

3 GENRL Fatigue/
Fatigue

2 11NOV2020 1/2 1 Yes NA R 
(12NOV2020)

N/N

Injection site pain/
Injection site pain

2 11NOV2020 1/2 1 Yes NA R 
(12NOV2020)

N/N

NERV Headache/
Headache

2 11NOV2020 1/2 1 Yes NA R 
(12NOV2020)

N/N

>55/
C459100
1 1008 
10081660

3 INJ&P Tooth fracture/
Cracked left lower molar

1 07NOV2020 18/3 1 No O NA/TC/TCN R 
(09NOV2020)

N/N

>55/
C459100
1 1008 
10081724

3 GENRL Injection site pain/
Injection site pain

1 29OCT2020 1/C 1 Yes NA N N/N

>55/
C459100

3 INV Body temperature increased/
Increased Body Temperature 

(99.8F)

2 03NOV2020 1/2 1 Yes NA/TC R 
(04NOV2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1011 
10111188

MUSC Myalgia/
Generalized Muscle Aches

2 03NOV2020 1/2 1 Yes NA/TC R 
(04NOV2020)

N/N

>55/
C459100
1 1011 
10111201

3 GENRL Fatigue/
Fatigue

2 06NOV2020 2/2 1 Yes NA R 
(07NOV2020)

N/N

Pyrexia/
Fever 101.0

2 06NOV2020 2/2 2 Yes NA R 
(07NOV2020)

N/N

METAB Decreased appetite/
Loss of Appetite

2 06NOV2020 2/2 1 Yes NA R 
(07NOV2020)

N/N

MUSC Myalgia/
Muscle Aches

2 06NOV2020 2/2 1 Yes NA R 
(07NOV2020)

N/N

>55/
C459100
1 1011 
10111218

3 NERV Headache/
Headache

1 21OCT2020 2/3 1 Yes NA R 
(23OCT2020)

N/N

>55/
C459100
1 1011 
10111230

3 GENRL Injection site pain/
Soreness at injection site

1 23OCT2020 1/3 1 Yes NA R 
(25OCT2020)

N/N

GENRL Chills/
Chills

2 14NOV2020 2/1 1 Yes NA R 
(14NOV2020)

N/N

Injection site pain/
Injection Sit Pain

2 14NOV2020 2/1 1 Yes NA/TC R 
(14NOV2020)

N/N

Pyrexia/
Fever (100.7)

2 14NOV2020 2/1 1 Yes NA R 
(14NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Generalized Muscle Aches

2 14NOV2020 2/1 1 Yes NA/TC R 
(14NOV2020)

N/N

>55/
C459100
1 1013 
10131692

3 GENRL Pyrexia/
LOW GRADE FEVER

2 04NOV2020 1/3 1 Yes NA R 
(06NOV2020)

N/N

>55/
C459100
1 1013 
10131698

3 GENRL Injection site pain/
INJECTION SITE PAIN

1 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

>55/
C459100
1 1013 
10131707

3 GENRL Pain/
BODY ACHES

1 15OCT2020 3/3 1 Yes NA R 
(17OCT2020)

N/N

>55/
C459100
1 1013 
10131715

3 GENRL Injection site pain/
INJECTION SITE PAIN

1 14OCT2020 1/2 1 Yes NA R 
(15OCT2020)

N/N

>55/
C459100
1 1013 
10131719

3 GENRL Injection site pain/
INJECTION SITE PAIN

1 14OCT2020 1/3 1 Yes NA R 
(16OCT2020)

N/N

>55/
C459100
1 1013 
10131728

3 GENRL Injection site pain/
INJECTION SITE PAIN

1 15OCT2020 1/3 1 Yes NA R 
(17OCT2020)

N/N

>55/
C459100
1 1013 
10131741

3 GENRL Injection site pain/
INJECTION SITE PAIN

1 16OCT2020 2/3 1 Yes NA R
(18OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1013 
10131743

3 GENRL Injection site pain/
INJECTION SITE PAIN

1 16OCT2020 2/2 1 Yes NA R 
(17OCT2020)

N/N

GENRL Pain/
BODY ACHES

2 06NOV2020 2/C 1 Yes NA RG N/N

Pyrexia/
LOW GRADE FEVER

2 06NOV2020 2/C 1 Yes NA RG N/N

>55/
C459100
1 1013 
10131751

3 GENRL Fatigue/
FATIGUE

1 19OCT2020 1/2 1 Yes NA R 
(20OCT2020)

N/N

Injection site pain/
INJECTION SITE PAIN

1 19OCT2020 1/2 1 Yes NA R 
(20OCT2020)

N/N

>55/
C459100
1 1013 
10131753

3 GENRL Injection site pain/
INJECTION SITE PAIN

1 19OCT2020 1/2 1 Yes NA R 
(20OCT2020)

N/N

>55/
C459100
1 1013 
10131754

3 GENRL Chills/
CHILLS

2 11NOV2020 2/C 1 Yes NA RG N/N

>55/
C459100
1 1013 
10131814

3 GENRL Injection site pain/
INJECTION SITE PAIN

1 22OCT2020 1/2 1 Yes NA R 
(23OCT2020)

N/N

>55/
C459100
1 1015 
10151244

3 GENRL Pain/
Body aches

1 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INJ&P Administration related reaction/
Sore arm - whole arm that 

received IP

1 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

INV Body temperature increased/
Increased temperature 99.2

1 14OCT2020 2/1 1 Yes NA R 
(14OCT2020)

N/N

GENRL Chills/
Chills

2 04NOV2020 1/C 2 Yes NA/TC RG N/N

Injection site pain/
Injection site soreness

2 04NOV2020 1/3 2 Yes NA/TC R 
(06NOV2020)

N/N

Pain/
Body aches

2 04NOV2020 1/C 2 Yes NA/TC RG N/N

Pyrexia/
Fever

2 04NOV2020 1/3 2 Yes NA/TC R 
(06NOV2020)

N/N

>55/
C459100
1 1015 
10151251

3 INJ&P Stress fracture/
Hair line fracture of right 

humerus

1 07NOV2020 19/C 2 No O NA/TC RG N/N

>55/
C459100
1 1018 
10181312

3 INJ&P Skin laceration/
Left Elbow laceration

1 26OCT2020 15/1 2 No O NA R 
(26OCT2020)

N/N

>55/
C459100
1 1019 
10191271

3 GENRL Injection site pain/
Injection site soreness

1 14OCT2020 1/3 1 Yes NA R 
(16OCT2020)

N/N

>55/
C459100
1 1019 
10191275

3 GENRL Injection site swelling/
Left arm swelling at injection 

site

2 05NOV2020 2/5 1 Yes NA R 
(09NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1019 
10191302

3 GENRL Pyrexia/
Fever (101.6F)

2 14NOV2020 2/C 1 Yes NA N N/N

>55/
C459100
1 1028 
10281268

3 GENRL Fatigue/
fatigue

1 20OCT2020 1/3 2 Yes NA R 
(22OCT2020)

N/N

NERV Headache/
headache

1 20OCT2020 1/1 2 Yes NA R 
(20OCT2020)

N/N

GASTR Diarrhoea/
diarrhea

1 21OCT2020 2/2 2 Yes NA R 
(22OCT2020)

N/N

Retching/
dry heaving

1 21OCT2020 2/2 2 Yes NA R 
(22OCT2020)

N/N

GENRL Chills/
chills

1 21OCT2020 2/2 2 Yes NA R 
(22OCT2020)

N/N

Injection site pain/
left deltoid soreness (injection 

site)

1 21OCT2020 2/2 2 Yes NA R 
(22OCT2020)

N/N

SKIN Hyperhidrosis/
sweating

1 21OCT2020 2/2 2 Yes NA R 
(22OCT2020)

N/N

>55/
C459100
1 1028 
10281273

3 NERV Dizziness/
lightheaded

1 22OCT2020 1/C 2 Yes NA N N/Y

>55/
C459100
1 1028 
10281277

3 GENRL Injection site pain/
pain at injection site left arm

1 23OCT2020 1/4 2 Yes NA/TC R 
(26OCT2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 2427

FDA-CBER-2021-5683-0128453



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Injection site erythema/
redness at injection site left arm

1 24OCT2020 2/3 2 Yes NA R 
(26OCT2020)

N/N

>55/
C459100
1 1036 
10361130

3 GENRL Injection site pain/
Pain at injection site

1 16OCT2020 1/3 2 Yes NA/TC R 
(18OCT2020)

N/Y

GENRL Chills/
Chills

1 17OCT2020 2/1 1 Yes NA/TC R 
(17OCT2020)

N/N

Fatigue/
Fatigue

1 17OCT2020 2/2 2 Yes NA/TC R 
(18OCT2020)

N/N

Pain/
Body Aches

1 17OCT2020 2/2 1 Yes NA/TC R 
(18OCT2020)

N/N

Pyrexia/
Fever

1 17OCT2020 2/2 1 Yes NA/TC R 
(18OCT2020)

N/N

>55/
C459100
1 1037 
10371334

3 GASTR Dental caries/
DENTAL CARIES

1 02NOV2020 22/3 1 No O NA R 
(04NOV2020)

N/N

>55/
C459100
1 1039 
10391189

3 GENRL Injection site pain/
injection site pain

1 12OCT2020 1/3 1 Yes NA R 
(14OCT2020)

N/N

>55/
C459100
1 1039 
10391192

3 GENRL Injection site pain/
injection site soreness

1 16OCT2020 1/2 1 Yes NA R 
(17OCT2020)

N/N

MUSC Myalgia/
muscle ache, left arm

1 16OCT2020 1/1 1 Yes NA/TC R 
(16OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Chills/
chills

2 06NOV2020 1/1 1 Yes NA R 
(06NOV2020)

N/N

Injection site pain/
injection site pain

2 06NOV2020 1/C 1 Yes NA RG N/Y

NERV Headache/
headache

2 06NOV2020 1/1 1 Yes NA/TC R 
(06NOV2020)

N/N

>55/
C459100
1 1039 
10391217

3 GENRL Fatigue/
fatigue

1 22OCT2020 1/2 1 Yes NA R 
(23OCT2020)

N/N

Injection site pain/
injection site pain

1 22OCT2020 1/2 2 Yes NA/TC R 
(23OCT2020)

N/N

>55/
C459100
1 1044 
10441184

3 GENRL Chills/
chills

1 17OCT2020 2/1 1 Yes NA R 
(17OCT2020)

N/N

Injection site pain/
injection site pain

1 17OCT2020 2/2 1 Yes NA R 
(18OCT2020)

N/N

MUSC Myalgia/
myalgia

1 18OCT2020 3/3 1 Yes NA R 
(20OCT2020)

N/N

NERV Headache/
headache

1 18OCT2020 3/2 1 Yes NA R 
(19OCT2020)

N/N

>55/
C459100
1 1044 
10441194

3 GENRL Injection site pain/
injection site pain

1 18OCT2020 1/2 1 Yes NA R 
(19OCT2020)

N/N

GENRL Injection site pain/
injection site pain

2 06NOV2020 1/2 1 Yes NA R 
(07NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1044 
10441205

3 GENRL Injection site pain/
injection site pain

1 21OCT2020 2/3 1 Yes NA R 
(23OCT2020)

N/N

>55/
C459100
1 1044 
10441208

3 INV Intraocular pressure increased/
INCREASED INTRAOCULAR 

PRESSURE

1 10NOV2020 21/C 1 Yes NA/TC RG N/N

>55/
C459100
1 1044 
10441209

3 INFEC Vulvovaginal mycotic infection/
Vaginal yeast infection

1 22OCT2020 2/4 1 No O NA/TC R 
(25OCT2020)

N/N

>55/
C459100
1 1044 
10441220

3 EAR Ear pain/
Right earache

1 30OCT2020 8/8 1 No O NA R 
(06NOV2020)

N/N

>55/
C459100
1 1054 
10541210

3 UNC L ARM SITE INJECTION 
PAIN@@/

L arm site injection pain

1 28OCT2020 1/3 1 Yes NA/TC R 
(30OCT2020)

N/N

UNC FATIGUE@@/
fatigue

1 29OCT2020 2/3 1 Yes NA R 
(31OCT2020)

N/N

L OPEN HEAVINESS@@/
L open heaviness

1 29OCT2020 2/3 1 Yes NA R 
(31OCT2020)

N/N

>55/
C459100
1 1054 
10541211

3 UNC L ARM SITE INJECTION 
PAIN@@/

L arm site injection pain

1 28OCT2020 1/3 1 Yes NA R 
(30OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1056 
10561557

3 GENRL Injection site pain/
PAIN AT THE INJECTION 

SITE LEFT

2 09NOV2020 1/3 1 Yes NA R 
(11NOV2020)

N/N

>55/
C459100
1 1057 
10571306

3 GENRL Injection site pain/
Soreness at injection site on left 

arm

1 14OCT2020 1/2 1 Yes NA R 
(15OCT2020)

N/N

>55/
C459100
1 1057 
10571327

3 INFEC Peritonsillar abscess/
PENTONSILLAR ABSESS

1 22OCT2020 7/C 3 No O NA/TC/TCN N Y/N

>55/
C459100
1 1066 
10661318

3 GENRL Pain/
body aches

2 04NOV2020 2/2 1 Yes NA R 
(05NOV2020)

N/N

Pyrexia/
fever

2 04NOV2020 2/2 1 Yes NA R 
(05NOV2020)

N/N

>55/
C459100
1 1066 
10661327

3 GASTR Diarrhoea/
diarrhea

2 02NOV2020 1/2 1 Yes NA R 
(03NOV2020)

N/N

Vomiting/
vomiting

2 02NOV2020 1/1 1 Yes NA R 
(02NOV2020)

N/N

GENRL Chills/
chills

2 02NOV2020 1/1 1 Yes NA R 
(02NOV2020)

N/N

Fatigue/
fatigue

2 02NOV2020 1/3 1 Yes NA R 
(04NOV2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pain/
body aches

2 02NOV2020 1/3 1 Yes NA R 
(04NOV2020)

N/N

>55/
C459100
1 1066 
10661328

3 GENRL Chills/
chills

2 09NOV2020 1/2 1 Yes NA R 
(10NOV2020)

N/N

>55/
C459100
1 1066 
10661334

3 GENRL Fatigue/
fatigue

2 05NOV2020 2/2 1 Yes NA R 
(06NOV2020)

N/N

Pyrexia/
fever

2 05NOV2020 2/1 1 Yes NA/TC R 
(05NOV2020)

N/N

NERV Headache/
headache

2 05NOV2020 2/3 1 Yes NA R 
(07NOV2020)

N/N

SKIN Hyperhidrosis/
sweating

2 05NOV2020 2/2 1 Yes NA R 
(06NOV2020)

N/N

>55/
C459100
1 1066 
10661350

3 CARD Myocardial infarction/
myocardial infarction

1 03NOV2020 16/1 4 No O P/W F 
(03NOV2020)

Y/N

>55/
C459100
1 1066 
10661351

3 GENRL Injection site pain/
pain at injection site

1 20OCT2020 2/3 1 Yes NA R 
(22OCT2020)

N/N

>55/
C459100
1 1066 
10661353

3 GENRL Chills/
chills

1 19OCT2020 1/2 1 Yes NA R 
(20OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Injection site pain/
pain at injection site

1 19OCT2020 1/3 1 Yes NA R 
(21OCT2020)

N/N

>55/
C459100
1 1066 
10661354

3 GENRL Injection site pain/
pain at injection site

1 20OCT2020 1/4 1 Yes NA R 
(23OCT2020)

N/N

>55/
C459100
1 1066 
10661376

3 GENRL Pain/
body aches

2 14NOV2020 2/C 1 Yes NA N N/N

Pyrexia/
fever

2 14NOV2020 2/C 1 Yes NA N N/N

NERV Headache/
headache

2 14NOV2020 2/C 1 Yes NA N N/N

>55/
C459100
1 1066 
10661383

3 GENRL Injection site pain/
pain at injection site

1 24OCT2020 2/4 1 Yes NA R 
(27OCT2020)

N/N

>55/
C459100
1 1083 
10831283

3 GENRL Chills/
Chills

2 13NOV2020 3/1 1 Yes NA R 
(13NOV2020)

N/N

Pyrexia/
Fever 100.9 Fahrenheit

2 13NOV2020 3/1 1 Yes NA R 
(13NOV2020)

N/N

>55/
C459100
1 1084 
10841490

3 MUSC Back pain/
Back Pain

1 05NOV2020 21/1 2 No O NA/TC R 
(05NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1084 
10841504

3 INJ&P Arthropod bite/
bug bite on left leg

1 08NOV2020 21/C 2 No O NA/TC RG N/N

>55/
C459100
1 1084 
10841528

3 INJ&P Fall/
Fall

1 08NOV2020 17/1 1 No O NA R 
(08NOV2020)

N/N

Skin abrasion/
ABRASION to FOREHEAD

1 08NOV2020 17/1 1 No O NA R 
(08NOV2020)

N/N

>55/
C459100
1 1087 
10871537

3 REPRO Benign prostatic hyperplasia/
Worsening of Benign Prostatic 

Hyperplasia

1 12OCT2020 1/1 1 No O NA/TCN R 
(12OCT2020)

N/N

>55/
C459100
1 1087 
10871538

3 INFEC Eye infection bacterial/
UNSPECIFIED RIGHT EYE 
BACTERIAL INFECTION

1 12OCT2020 1/6 2 No O NA/TC R 
(17OCT2020)

N/N

>55/
C459100
1 1087 
10871564

3 MUSC Myalgia/
Generalized muscle aches

1 15OCT2020 1/2 1 Yes NA R 
(16OCT2020)

N/N

>55/
C459100
1 1090 
10901511

3 GENRL Injection site pain/
Injection site pain-left arm

2 11NOV2020 1/C 1 Yes NA RG N/N

Pain/
Body aches

2 11NOV2020 1/C 2 Yes NA RG N/N

NERV Headache/
Headache

2 12NOV2020 2/C 2 Yes NA/TC RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1090 
10901521

3 GENRL Fatigue/
fatigue

2 12NOV2020 2/2 3 Yes NA R 
(13NOV2020)

N/N

>55/
C459100
1 1090 
10901533

3 GENRL Fatigue/
Fatigue

1 23OCT2020 2/2 1 Yes NA/TC R 
(24OCT2020)

N/N

NERV Headache/
Headache

1 23OCT2020 2/2 1 Yes NA/TC R 
(24OCT2020)

N/N

>55/
C459100
1 1090 
10901534

3 GENRL Injection site pain/
Injection site pain-left arm

1 22OCT2020 1/4 1 Yes NA R 
(25OCT2020)

N/N

>55/
C459100
1 1090 
10901541

3 GENRL Pyrexia/
Fever

1 24OCT2020 2/2 1 Yes NA R 
(25OCT2020)

N/N

>55/
C459100
1 1090 
10901549

3 GENRL Injection site pain/
Injection site pain-left arm

1 26OCT2020 1/3 1 Yes NA R 
(28OCT2020)

N/N

>55/
C459100
1 1090 
10901553

3 EAR Vertigo positional/
positional vertigo, intermittent

1 27OCT2020 2/C 2 Yes NA N N/N

>55/
C459100
1 1091 
10911364

3 GENRL Injection site pain/
Injection site pain

1 14OCT2020 2/1 1 Yes NA R 
(14OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

GENRL Pyrexia/
Fever

2 06NOV2020 2/C 1 Yes NA N N/N

MUSC Myalgia/
Myalgias

2 06NOV2020 2/C 1 Yes NA N N/N

>55/
C459100
1 1091 
10911365

3 NERV Headache/
Headache

2 05NOV2020 1/4 1 Yes NA/TC R 
(08NOV2020)

N/N

MUSC Joint swelling/
joint swelling bilateral knees

2 06NOV2020 2/C 2 Yes NA/TC RG N/N

EYE Eye inflammation/
woresen of inflammation 
bilateral eyes recurrent

2 10NOV2020 6/C 1 No O NA N N/N

>55/
C459100
1 1091 
10911374

3 GENRL Pain/
body aches

2 10NOV2020 2/C 1 Yes NA N N/N

Pyrexia/
fever

2 10NOV2020 2/C 1 Yes NA N N/N

NERV Headache/
headache

2 10NOV2020 2/C 1 Yes NA N N/N

>55/
C459100
1 1092 
10921221

3 GENRL Chills/
Chills

2 02NOV2020 1/2 1 Yes NA R 
(03NOV2020)

N/N

Injection site pain/
Injection site tenderness

2 02NOV2020 1/2 1 Yes NA R 
(03NOV2020)

N/N

Pyrexia/
Fever

2 02NOV2020 1/2 1 Yes NA R 
(03NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

2 02NOV2020 1/2 1 Yes NA R 
(03NOV2020)

N/N

>55/
C459100
1 1092 
10921230

3 GENRL Pyrexia/
Fever of 99.2

1 14OCT2020 3/2 1 Yes NA/TC R 
(15OCT2020)

N/N

GENRL Pyrexia/
Fever

2 03NOV2020 2/C 1 Yes NA N N/N

>55/
C459100
1 1092 
10921259

3 GENRL Pain/
body aches

2 12NOV2020 2/C 1 Yes NA N N/N

Pyrexia/
fever

2 12NOV2020 2/C 1 Yes NA N N/N

>55/
C459100
1 1092 
10921264

3 NERV Paraesthesia/
paresthesia of left limb

1 21OCT2020 1/2 1 Yes NA R 
(22OCT2020)

N/N

GENRL Injection site pain/
Injection site tenderness

1 22OCT2020 2/2 1 Yes NA R 
(23OCT2020)

N/N

NERV Paraesthesia/
paresthesia of left limb

2 11NOV2020 1/C 1 Yes NA N N/Y

>55/
C459100
1 1092 
10921266

3 INFEC Cellulitis/
Cellulits ( of the left calf)

1 28OCT2020 8/C 2 No O NA/TC N N/N

>55/
C459100

3 GENRL Injection site pain/
injection site pain

1 28OCT2020 1/4 2 Yes NA R 
(31OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1092 
10921275

>55/
C459100
1 1093 
10931190

3 INFEC Sinusitis bacterial/
BACTERIAL SINUSITIS

1 09NOV2020 20/C 1 No O NA/TC RG N/N

>55/
C459100
1 1095 
10951276

3 GENRL Injection site pain/
pain at injection site left arm

1 13OCT2020 2/1 1 Yes NA R 
(13OCT2020)

N/N

>55/
C459100
1 1098 
10981257

3 GENRL Chills/
Chills

1 16OCT2020 3/3 1 Yes NA R 
(18OCT2020)

N/N

>55/
C459100
1 1110 
11101351

3 GENRL Injection site pain/
pain at site injection

2 07NOV2020 2/2 1 Yes NA R 
(08NOV2020)

N/N

INV Body temperature increased/
elevated temperature

2 07NOV2020 2/2 1 Yes NA/TC R 
(08NOV2020)

N/N

MUSC Myalgia/
muscle pain

2 07NOV2020 2/2 1 Yes NA R 
(08NOV2020)

N/N

NERV Headache/
headache

2 07NOV2020 2/2 1 Yes NA/TC R 
(08NOV2020)

N/N

>55/
C459100
1 1110 
11101359

3 GENRL Injection site pain/
pain at injection site

1 17OCT2020 2/2 1 Yes NA R 
(18OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

INFEC Tooth abscess/
Tooth Abscess

1 20OCT2020 5/3 2 No O NA/TC/TCN R 
(22OCT2020)

N/N

>55/
C459100
1 1110 
11101366

3 GENRL Injection site pain/
Pain at site injection

1 21OCT2020 1/2 1 Yes NA R 
(22OCT2020)

N/N

GENRL Injection site pain/
Pain at site Injection

2 11NOV2020 1/2 2 Yes NA R 
(12NOV2020)

N/N

GASTR Nausea/
Nausea

2 12NOV2020 2/1 1 Yes NA R 
(12NOV2020)

N/N

GENRL Chills/
Chills

2 12NOV2020 2/2 1 Yes NA R 
(13NOV2020)

N/N

Fatigue/
Fatigue

2 12NOV2020 2/C 2 Yes NA N N/N

MUSC Myalgia/
Muscle pain

2 12NOV2020 2/1 1 Yes NA R 
(12NOV2020)

N/N

NERV Headache/
Headache

2 12NOV2020 2/1 2 Yes NA R 
(12NOV2020)

N/N

>55/
C459100
1 1110 
11101376

3 MUSC Muscle spasms/
Bilateral Lower Extremity 

Cramps

1 28OCT2020 1/1 1 No O NA/TC/TCN R 
(28OCT2020)

N/N

NERV Headache/
headache

1 28OCT2020 1/2 1 Yes NA R 
(29OCT2020)

N/N

>55/
C459100
1 1111 
11111193

3 GASTR Pancreatitis acute/
Acute Pancreatitis

1 19OCT2020 5/3 3 No O NA/TC R 
(21OCT2020)

Y/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 2439

FDA-CBER-2021-5683-0128465



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1112 
11121295

3 GENRL Injection site pain/
Pain at the injection site

1 12OCT2020 1/2 1 Yes NA R 
(13OCT2020)

N/N

>55/
C459100
1 1112 
11121306

3 MUSC Myalgia/
Muscle Aches

2 04NOV2020 2/1 1 Yes NA R 
(04NOV2020)

N/N

NERV Headache/
Headache

2 04NOV2020 2/1 1 Yes NA R 
(04NOV2020)

N/N

>55/
C459100
1 1112 
11121309

3 GENRL Vaccination site pain/
Pain at the injection site, post 

vaccination

1 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

>55/
C459100
1 1112 
11121312

3 GENRL Injection site pain/
Injection site pain, post 

vaccination

1 15OCT2020 2/3 1 Yes NA R 
(17OCT2020)

N/N

>55/
C459100
1 1112 
11121337

3 GASTR Diarrhoea/
Diarrhea

1 22OCT2020 2/4 3 Yes NA/TC/W R 
(25OCT2020)

N/N

Nausea/
Nausea

1 22OCT2020 2/4 2 Yes NA/TC RG 
(25OCT2020)

N/N

GENRL Fatigue/
Fatigue

1 22OCT2020 2/7 2 Yes P R 
(28OCT2020)

N/N

MUSC Myalgia/
Muscle Aches

1 22OCT2020 2/7 2 Yes NA/TC R 
(28OCT2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 2440

FDA-CBER-2021-5683-0128466



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

NERV Headache/
Headache

1 22OCT2020 2/7 2 Yes NA/TC R 
(28OCT2020)

N/N

GASTR Vomiting/
Vomiting

1 25OCT2020 5/1 2 Yes NA R 
(25OCT2020)

N/N

>55/
C459100
1 1112 
11121347

3 GASTR Diarrhoea/
Diarrhea

2 13NOV2020 2/1 1 Yes NA/TC R 
(13NOV2020)

N/N

NERV Headache/
Headache

2 13NOV2020 2/1 1 Yes NA/TC R 
(13NOV2020)

N/N

>55/
C459100
1 1112 
11121348

3 MUSC Myalgia/
Muscle Aches

2 14NOV2020 3/C 1 Yes NA/TC RG N/N

>55/
C459100
1 1117 
11171193

3 INFEC Fungal skin infection/
FUNGUS, TOE, RIGHT 

GREAT

1 26OCT2020 15/C 1 No O NA N N/N

>55/
C459100
1 1118 
11181124

3 SURG Micrographic skin surgery/
Mohs surgery left arm

1 03NOV2020 13/1 2 No O NA R 
(03NOV2020)

N/N

>55/
C459100
1 1120 
11201358

3 GENRL Oedema peripheral/
BOTH LOWER EXTREMITY 

EDEMA

2 10NOV2020 1/C 1 No O NA N N/N

>55/
C459100
1 1120 
11201408

3 PSYCH Depression/
worsening of depression

1 29OCT2020 2/C 2 Yes P N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1122 
11221057

3 GENRL Non-cardiac chest pain/
non cardiac chest pain

1 21OCT2020 6/1 1 Yes NA R 
(21OCT2020)

N/N

>55/
C459100
1 1122 
11221060

3 GASTR Diarrhoea/
diarrhea

1 22OCT2020 1/2 2 Yes NA R 
(23OCT2020)

N/N

GENRL Pain/
body aches

1 22OCT2020 1/2 2 Yes NA R 
(23OCT2020)

N/N

NERV Headache/
headache

1 22OCT2020 1/2 2 Yes NA R 
(23OCT2020)

N/N

GENRL Fatigue/
mild fatigue

2 11NOV2020 2/C 1 Yes NA/TC RG N/N

Pain/
mild body aches

2 11NOV2020 2/C 1 Yes NA/TC RG N/N

>55/
C459100
1 1123 
11231368

3 GENRL Injection site pain/
Pain at injection site

1 13OCT2020 2/2 1 Yes NA R 
(14OCT2020)

N/N

Injection site swelling/
Swelling at injection site

1 13OCT2020 2/2 1 Yes NA R 
(14OCT2020)

N/N

>55/
C459100
1 1129 
11291222

3 GENRL Chills/
chills

2 03NOV2020 1/C 2 Yes NA/TC RG N/N

MUSC Arthralgia/
joint pain-generalized

2 03NOV2020 1/C 2 Yes NA/TC N N/N09
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Myalgia/
muscle pain

2 03NOV2020 1/C 2 Yes NA/TC N N/N

>55/
C459100
1 1129 
11291232

3 INFEC Urinary tract infection/
urinary tract infection

1 01NOV2020 19/C 1 No O NA/TC RG N/N

>55/
C459100
1 1131 
11311237

3 GENRL Fatigue/
fatigue

1 12OCT2020 1/2 1 Yes NA R 
(13OCT2020)

N/N

Injection site pain/
Injection site pain

1 12OCT2020 1/2 1 Yes NA R 
(13OCT2020)

N/N

NERV Headache/
headache

1 26OCT2020 15/C 1 No O NA/TC RG N/N

RESP Sinus congestion/
sinus congestion

1 26OCT2020 15/C 1 No O NA N N/N

>55/
C459100
1 1131 
11311238

3 GASTR Nausea/
nausea

1 13OCT2020 1/32 1 Yes NA R 
(13NOV2020)

N/Y

VASC Hypertension/
worsening of hypertension

1 14OCT2020 2/17 1 No O NA/TC R 
(30OCT2020)

N/N

>55/
C459100
1 1131 
11311245

3 GENRL Injection site bruising/
bruising at injection site

1 15OCT2020 1/C 1 No O NA N N/N

INFEC Urinary tract infection/
urinary tract infection

1 03NOV2020 20/8 2 No O NA/TC R 
(10NOV2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1131 
11311249

3 GENRL Pyrexia/
low grade temperature elevation

1 23OCT2020 2/2 1 Yes NA R 
(24OCT2020)

N/N

>55/
C459100
1 1134 
11341412

3 GASTR Diarrhoea/
Loose Stools

1 22OCT2020 10/10 1 Yes NA R 
(31OCT2020)

N/N

>55/
C459100
1 1136 
11361075

3 GENRL Injection site pain/
injection site tenderness

1 23OCT2020 2/1 1 Yes NA R 
(23OCT2020)

N/N

>55/
C459100
1 1136 
11361079

3 GASTR Nausea/
nausea

1 23OCT2020 2/2 1 Yes NA R 
(24OCT2020)

N/N

>55/
C459100
1 1136 
11361080

3 MUSC Neck pain/
neck pain

1 28OCT2020 7/C 1 No O NA RG N/N

NERV Headache/
headaches

1 28OCT2020 7/C 1 No O NA/TC RG N/N

GENRL Axillary pain/
right arm pit pain

1 06NOV2020 16/2 1 No O NA R 
(07NOV2020)

N/N

>55/
C459100
1 1136 
11361096

3 GENRL Chills/
chills

1 29OCT2020 1/2 1 Yes NA R 
(30OCT2020)

N/N

Pain/
body aches

1 29OCT2020 1/2 1 Yes NA R 
(30OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1140 
11401280

3 NERV Dizziness/
Light headed

1 16OCT2020 4/1 2 No O NA R 
(16OCT2020)

N/N

>55/
C459100
1 1140 
11401283

3 GASTR Diarrhoea/
Loose Stool

1 18OCT2020 5/1 1 No O NA R 
(18OCT2020)

N/N

>55/
C459100
1 1140 
11401288

3 GENRL Injection site pain/
Pain at injection site

1 14OCT2020 1/4 1 Yes NA R 
(17OCT2020)

N/N

GENRL Chills/
Chills

2 05NOV2020 2/2 1 Yes NA R 
(06NOV2020)

N/N

Pyrexia/
Fever

2 05NOV2020 2/2 1 Yes NA R 
(06NOV2020)

N/N

>55/
C459100
1 1140 
11401305

3 GENRL Injection site pain/
Pain at injection site

1 20OCT2020 1/2 1 Yes NA R 
(21OCT2020)

N/Y

>55/
C459100
1 1141 
11411268

3 UNC INJECTION SITE PAIN@@/
injection site pain

1 27OCT2020 2/3 1 NA R 
(29OCT2020)

N/N

UNC FOLLICULITIS RIGHT 
AXILLARY@@/

folliculitis right axillary

1 06NOV2020 12/C 1 NA RG N/N

>55/
C459100

3 GENRL Injection site bruising/
Bruising at injection site

1 27OCT2020 1/C 1 Yes NA RG N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1142 
11421304

>55/
C459100
1 1152 
11521514

3 GENRL Chills/
Chills

2 04NOV2020 1/2 1 Yes NA R 
(05NOV2020)

N/N

Injection site pain/
Injection Site Soreness

2 04NOV2020 1/6 1 Yes NA R 
(09NOV2020)

N/N

GENRL Fatigue/
Fatigue

2 05NOV2020 2/1 1 Yes NA R 
(05NOV2020)

N/N

>55/
C459100
1 1152 
11521516

3 CARD Atrial fibrillation/
worsening of atrial fibrillation

1 17OCT2020 5/12 2 No O NA/TC R 
(28OCT2020)

N/N

>55/
C459100
1 1152 
11521524

3 GENRL Fatigue/
Fatigue

2 05NOV2020 1/4 1 Yes NA R 
(08NOV2020)

N/N

MUSC Myalgia/
Muscle Aches

2 05NOV2020 1/4 1 Yes NA R 
(08NOV2020)

N/N

GASTR Nausea/
Nausea

2 06NOV2020 2/1 1 Yes NA R 
(06NOV2020)

N/N

GENRL Chills/
Chills

2 06NOV2020 2/3 1 Yes NA R 
(08NOV2020)

N/N

NERV Headache/
Headache

2 06NOV2020 2/1 1 Yes NA R 
(06NOV2020)

N/N

GASTR Diarrhoea/
Diarrhea

2 08NOV2020 4/1 2 Yes NA/TC R 
(08NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1152 
11521528

3 GASTR Diarrhoea/
Diarrhea

1 15OCT2020 1/2 2 Yes NA R 
(16OCT2020)

N/N

NERV Headache/
Headache

1 15OCT2020 1/2 1 Yes NA/TC R 
(16OCT2020)

N/N

MUSC Myalgia/
Myalgia

1 16OCT2020 2/1 1 Yes NA/TC R 
(16OCT2020)

N/N

MUSC Myalgia/
Myalgia

2 05NOV2020 1/3 1 Yes NA/TC R 
(07NOV2020)

N/N

NERV Headache/
Headache

2 05NOV2020 1/2 1 Yes NA/TC R 
(06NOV2020)

N/N

GENRL Pyrexia/
Fever

2 06NOV2020 2/2 1 Yes NA R 
(07NOV2020)

N/N

>55/
C459100
1 1152 
11521540

3 GENRL Chills/
Chills

2 04NOV2020 1/3 1 Yes NA/TC R 
(06NOV2020)

N/N

Fatigue/
Fatigue

2 04NOV2020 1/3 1 Yes NA/TC R 
(06NOV2020)

N/N

MUSC Pain in extremity/
Arm Soreness

2 04NOV2020 1/4 1 Yes NA/TC R 
(07NOV2020)

N/N

NERV Headache/
Headache

2 05NOV2020 2/1 1 Yes NA/TC R 
(05NOV2020)

N/N

MUSC Myalgia/
Myalgia

2 06NOV2020 3/1 1 Yes NA R 
(06NOV2020)

N/N

>55/
C459100

3 INFEC Ear infection/
left ear infection

1 24OCT2020 4/12 1 No O NA R 
(04NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1152 
11521553

INFEC Gingival abscess/
gum abscess

1 28OCT2020 8/C 1 No O NA/TC N N/N

>55/
C459100
1 1152 
11521562

3 GENRL Malaise/
malaise

1 22OCT2020 1/1 2 Yes NA/TC R 
(22OCT2020)

N/N

Pain/
body aches

1 22OCT2020 1/1 2 Yes NA/TC R 
(22OCT2020)

N/N

NERV Headache/
intermittent headache

1 22OCT2020 1/5 2 Yes NA/TC R 
(26OCT2020)

N/N

MUSC Arthralgia/
sore left shoulder

1 23OCT2020 2/4 2 Yes NA R 
(26OCT2020)

N/N

NERV Dizziness/
dizziness

2 10NOV2020 1/1 1 No O NA R 
(10NOV2020)

N/Y

>55/
C459100
1 1152 
11521563

3 MUSC Pain in extremity/
right arm soreness

1 22OCT2020 1/5 2 Yes NA/TC R 
(26OCT2020)

N/N

NERV Headache/
intermittent headache

1 23OCT2020 2/4 1 Yes NA R 
(26OCT2020)

N/N

>55/
C459100
1 1156 
11561279

3 GASTR Diarrhoea/
DIARRHEA

1 29OCT2020 2/2 1 Yes NA R 
(30OCT2020)

N/N

MUSC Myalgia/
MUSCLE PAIN

1 29OCT2020 2/2 1 Yes NA/TC R 
(30OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1157 
11571150

3 MUSC Myalgia/
Myalgia (Whole Body)

2 03NOV2020 2/4 1 Yes NA R 
(06NOV2020)

N/N

NERV Headache/
Headache

2 03NOV2020 2/2 1 Yes NA R 
(04NOV2020)

N/N

>55/
C459100
1 1157 
11571178

3 GASTR Diarrhoea/
Diarrhea

1 26OCT2020 1/1 1 Yes NA R 
(26OCT2020)

N/N

GENRL Fatigue/
Fatigue

1 26OCT2020 1/3 1 Yes NA R 
(28OCT2020)

N/N

>55/
C459100
1 1168 
11681240

3 GENRL Injection site erythema/
redness at the injection site

1 27OCT2020 2/2 1 Yes NA R 
(28OCT2020)

N/N

Injection site pruritus/
itching at the injection site

1 27OCT2020 2/2 1 Yes NA R 
(28OCT2020)

N/N

Injection site swelling/
swelling at the injection site

1 27OCT2020 2/9 1 Yes NA R 
(04NOV2020)

N/N

>55/
C459100
1 1170 
11701448

3 GENRL Chills/
Chills

1 28OCT2020 3/2 1 Yes NA R 
(29OCT2020)

N/N

Fatigue/
Fatigue

1 28OCT2020 3/3 1 Yes NA R 
(30OCT2020)

N/N

>55/
C459100

3 INJ&P Fall/
Fall

1 25OCT2020 12/1 2 No O NA/TCN R 
(25OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1177 
11771508

Wrist fracture/
Fractured Right Wrist

1 25OCT2020 12/C 2 No O NA/TCN RG N/N

>55/
C459100
1 1177 
11771527

3 GENRL Injection site pain/
INJECTION SITE MUSCLE 

PAIN

1 19OCT2020 1/2 2 Yes NA/TC R 
(20OCT2020)

N/N

Injection site swelling/
SWELLING AT INJECTION 

SITE

1 19OCT2020 1/4 1 Yes NA/TC R 
(22OCT2020)

N/N

GASTR Abdominal pain/
ABDOMINAL PAIN

1 31OCT2020 13/2 1 No O NA R 
(01NOV2020)

N/N

Nausea/
NAUSEA

1 31OCT2020 13/2 1 No O NA R 
(01NOV2020)

N/N

>55/
C459100
1 1178 
11781297

3 GENRL Injection site pain/
Injection site tenderness, right 

arm

1 14OCT2020 1/3 1 Yes NA R 
(16OCT2020)

N/Y

RESP Epistaxis/
epistaxis

1 20OCT2020 7/1 1 No O NA R 
(20OCT2020)

N/N

>55/
C459100
1 1178 
11781303

3 GENRL Chills/
chills

1 16OCT2020 2/2 1 Yes NA R 
(17OCT2020)

N/N

Fatigue/
fatigue

1 16OCT2020 2/2 2 Yes NA R 
(17OCT2020)

N/N

>55/
C459100

3 GENRL Injection site pain/
Soreness at injection site

1 17OCT2020 2/2 1 Yes NA R 
(18OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1178 
11781306

>55/
C459100
1 1194 
11941060

3 GASTR Aphthous ulcer/
aphtous ulcer

2 09NOV2020 1/3 1 No O NA R 
(11NOV2020)

N/N

>55/
C459100
1 1194 
11941076

3 RESP Oropharyngeal pain/
Sore throat

1 27OCT2020 8/1 1 No CND NA R 
(27OCT2020)

N/N

>55/
C459100
1 1195 
11951011

3 MUSC Myalgia/
muscular pain ( sore muscles)

1 27OCT2020 13/1 1 No O NA R 
(27OCT2020)

N/N

>55/
C459100
1 1195 
11951016

3 GASTR Diarrhoea/
Diarrhea

1 22OCT2020 8/1 1 No O NA R 
(22OCT2020)

N/N

>55/
C459100
1 1195 
11951044

3 GASTR Diarrhoea/
Diarrhoe (fatty food)

1 24OCT2020 9/1 1 No O NA R 
(24OCT2020)

N/N

>55/
C459100
1 1197
11971006

3 MUSC Osteoarthritis/
worsening of activated arthrosis

1 17OCT2020 3/3 2 No CD NA/TC R 
(19OCT2020)

N/N

>55/
C459100
1 1197 
11971016

3 EYE Conjunctival haemorrhage/
Hyposphagma left

1 17OCT2020 2/4 1 No CD NA R 
(20OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1197 
11971047

3 VASC Hypertension/
worsening hypertension

1 20OCT2020 4/11 1 No O NA R 
(30OCT2020)

N/N

>55/
C459100
1 1197 
11971051

3 EYE Cataract/
cataract left eye

1 05NOV2020 20/C 1 No O NA N N/N

>55/
C459100
1 1197 
11971084

3 GASTR Haemorrhoids/
hemorrhoids

1 27OCT2020 9/C 1 No O NA N N/N

NEOPL Colon adenoma/
Colon adenoma

1 27OCT2020 9/1 1 No O NA/TCN R 
(27OCT2020)

N/N

>55/
C459100
1 1203 
12031003

3 MUSC Joint swelling/
swollen thumb joint left

1 05NOV2020 21/C 1 No O NA N N/N

>55/
C459100
1 1203 
12031016

3 NERV Headache/
headache

1 30OCT2020 12/1 2 No O NA/TC R 
(30OCT2020)

N/N

>55/
C459100
1 1203 
12031017

3 MUSC Myalgia/
sore muscles (lower back and 

upper legs)

1 07NOV2020 20/C 1 No O NA RG N/N

GENRL Fatigue/
fatigue

1 09NOV2020 22/C 1 No O NA RG N/N

>55/
C459100

3 MUSC Pain in extremity/
pain left foot

1 09NOV2020 21/1 2 No O NA/TC R 
(09NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1203 
12031027

>55/
C459100
1 1204 
12041213

3 GENRL Vaccination site pain/
left arm soreness (vac 1 site)

1 12OCT2020 1/2 1 Yes NA R 
(13OCT2020)

N/N

>55/
C459100
1 1204 
12041219

3 GENRL Pyrexia/
mild fever, body temperature 

99.1

1 12OCT2020 1/2 1 Yes NA R 
(13OCT2020)

N/N

VASC Flushing/
Feeling flushed, generalized

1 12OCT2020 1/2 1 Yes NA R 
(13OCT2020)

N/N

GENRL Fatigue/
Fatigue

1 13OCT2020 2/1 1 Yes NA R 
(13OCT2020)

N/N

Injection site pain/
Muscle tenderness at injection 

site

1 13OCT2020 2/2 1 Yes NA R 
(14OCT2020)

N/N

NERV Headache/
Headache

1 13OCT2020 2/2 1 Yes NA/TC R 
(14OCT2020)

N/N

GENRL Pyrexia/
Low grade fever, 100.5

2 03NOV2020 2/2 2 Yes NA/TC R 
(04NOV2020)

N/N

>55/
C459100
1 1204 
12041229

3 GENRL Vaccination site pain/
left arm soreness (vac#1 

injection site)

1 14OCT2020 2/2 1 Yes NA R 
(15OCT2020)

N/N

>55/
C459100
1 1204 
12041254

3 GENRL Vaccination site pain/
left arm soreness (vac#1 

injection site)

1 17OCT2020 2/1 1 Yes NA R 
(17OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Muscle Aches

2 06NOV2020 1/2 1 Yes NA R 
(07NOV2020)

N/N

NERV Headache/
Persistent Headache

2 06NOV2020 1/2 2 Yes NA/TC R 
(07NOV2020)

N/N

GENRL Injection site pain/
muscle tenderness at injection 

site

2 08NOV2020 3/C 1 Yes NA RG N/N

GENRL Injection site erythema/
erythema at injection site

2 09NOV2020 4/C 1 Yes NA RG N/N

Injection site pruritus/
pruritus at injection site

2 09NOV2020 4/C 1 Yes NA RG N/N

Injection site swelling/
swelling at injection site

2 09NOV2020 4/C 1 Yes NA RG N/N

>55/
C459100
1 1204 
12041266

3 GENRL Fatigue/
fatigue

2 10NOV2020 2/2 1 Yes NA R 
(11NOV2020)

N/N

Pyrexia/
felt feverish

2 10NOV2020 2/2 1 Yes NA R 
(11NOV2020)

N/N

>55/
C459100
1 1204 
12041291

3 GENRL Pyrexia/
fever

2 14NOV2020 2/C 1 Yes NA RG N/N

>55/
C459100
1 1220 
12201014

3 GENRL Injection site pain/
soreness in arm at injection site

1 13OCT2020 2/2 1 Yes NA/TC R 
(14OCT2020)

N/N

Pain/
body aches

1 13OCT2020 2/2 1 Yes NA/TC R 
(14OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1221 
12211001

3 GENRL Chills/
Chills

2 04NOV2020 2/2 1 Yes NA R 
(05NOV2020)

N/N

Injection site pain/
Injection site tenderness

2 04NOV2020 2/1 1 Yes NA R 
(04NOV2020)

N/N

>55/
C459100
1 1221 
12211009

3 IMMU
N

Seasonal allergy/
Seasonal Allergies

1 16OCT2020 1/3 1 No O NA R 
(18OCT2020)

N/N

>55/
C459100
1 1221 
12211021

3 METAB Decreased appetite/
Loss of appetite

1 30OCT2020 1/2 1 Yes NA/TCN R 
(31OCT2020)

N/N

NERV Headache/
Headache

1 30OCT2020 1/3 1 Yes NA/TCN R 
(01NOV2020)

N/N

GENRL Fatigue/
Fatigue

1 02NOV2020 4/5 2 Yes NA R 
(06NOV2020)

N/N

>55/
C459100
1 1221 
12211028

3 GENRL Injection site pain/
Injection site pain, Left arm

1 05NOV2020 1/C 2 Yes NA/TC RG N/N

SKIN Pruritus/
Localized pruritis, left scapula, 

distal end

1 05NOV2020 1/C 1 Yes NA RG N/N

>55/
C459100
1 1223 
12231262

3 GENRL Fatigue/
fatigue*

21OCT2020 1/2 2 Yes NA R 
(22OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Pain in extremity/
arm soreness

1 22OCT2020 2/3 2 Yes NA/TC R 
(24OCT2020)

N/N

>55/
C459100
1 1223 
12231266

3 GENRL Chills/
chills

1 23OCT2020 1/2 2 Yes NA R 
(24OCT2020)

N/N

MUSC Myalgia/
myalgia

1 23OCT2020 1/2 1 Yes NA R 
(24OCT2020)

N/N

Pain in extremity/
left arm soreness

1 23OCT2020 1/2 2 Yes NA/TC R 
(24OCT2020)

N/N

NERV Headache/
headache

1 24OCT2020 2/1 2 Yes NA R 
(24OCT2020)

N/N

>55/
C459100
1 1226 
12262158

3 GENRL Injection site pain/
Pain at the injection site

1 13OCT2020 1/2 1 Yes NA R 
(14OCT2020)

N/N

>55/
C459100
1 1226 
12262175

3 GENRL Malaise/
Indisposition

2 04NOV2020 2/1 2 Yes NA/TC R 
(04NOV2020)

N/N

>55/
C459100
1 1226 
12262176

3 INFEC Parotitis/
(left) Parotitis

2 05NOV2020 3/C 1 No O NA RG N/N

>55/
C459100
1 1226 
12262180

3 GENRL Fatigue/
Fatigue

1 14OCT2020 2/1 1 Yes NA/TC R 
(14OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

MUSC Myalgia/
Muscle pain

1 14OCT2020 2/1 1 Yes NA/TC R 
(14OCT2020)

N/N

1 14OCT2020 2/1 1 Yes NA R 
(14OCT2020)

N/N

NERV Headache/
Headache

1 14OCT2020 2/1 1 Yes NA/TC R 
(14OCT2020)

N/N

>55/
C459100
1 1226 
12262207

3 GENRL Chills/
chills

1 15OCT2020 1/2 2 Yes NA/TC R 
(16OCT2020)

N/N

NERV Headache/
headache

1 15OCT2020 1/2 2 Yes NA/TC R 
(16OCT2020)

N/N

>55/
C459100
1 1226 
12262222

3 GENRL Injection site pain/
Pain at the injection site

1 16OCT2020 1/2 2 Yes NA/TC R 
(17OCT2020)

N/N

MUSC Myalgia/
Muscle pain

1 16OCT2020 1/2 2 Yes NA/TC R 
(17OCT2020)

N/N

>55/
C459100
1 1226 
12262235

3 MUSC Arthralgia/
Joint pain

1 16OCT2020 1/2 2 Yes NA/TC R 
(17OCT2020)

N/N

Myalgia/
muscle pain

1 16OCT2020 1/2 2 Yes NA/TC R 
(17OCT2020)

N/N

NERV Headache/
Headache

1 17OCT2020 2/1 2 Yes NA/TC R 
(17OCT2020)

N/N

>55/
C459100

3 BLOOD Lymphadenopathy/
(Left) axillary lymph node 

enlargement

1 16OCT2020 1/10 2 Yes NA R 
(25OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1226 
12262238

GENRL Injection site erythema/
Redness at injection site

1 16OCT2020 1/10 2 Yes NA R 
(25OCT2020)

N/N

Injection site oedema/
Edema at injection site

1 16OCT2020 1/10 2 Yes NA R 
(25OCT2020)

N/N

Injection site pain/
Pain at local injection

1 16OCT2020 1/10 2 Yes NA R 
(25OCT2020)

N/N

>55/
C459100
1 1226 
12262240

3 INJ&P Fall/
fall from own height

1 24OCT2020 9/1 1 No O NA R 
(24OCT2020)

N/N

Femur fracture/
Fracture of the right femur

1 24OCT2020 9/6 3 No O NA/TCN R 
(29OCT2020)

Y/N

>55/
C459100
1 1226 
12262248

3 GENRL Injection site pain/
Pain at injection site

1 16OCT2020 1/2 1 Yes NA R 
(17OCT2020)

N/N

>55/
C459100
1 1226 
12262254

3 GASTR Diarrhoea/
Diarrhea

1 25OCT2020 10/2 2 Yes NA R 
(26OCT2020)

N/N

>55/
C459100
1 1226 
12262257

3 MUSC Myalgia/
Muscle pain

2 07NOV2020 2/1 1 Yes NA R 
(07NOV2020)

N/N

NERV Somnolence/
Somnolence

2 07NOV2020 2/1 1 Yes NA R 
(07NOV2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1226 
12262305

3 GENRL Injection site pain/
Pain at the injection site

1 17OCT2020 1/2 1 Yes NA RS 
(18OCT2020)

N/N

GENRL Chills/
Chills

1 18OCT2020 2/1 1 Yes NA R 
(18OCT2020)

N/N

Pyrexia/
Fever 38.4 C

1 18OCT2020 2/1 1 Yes NA/TC R 
(18OCT2020)

N/N

NERV Headache/
Headache

1 18OCT2020 2/1 1 Yes NA R 
(18OCT2020)

N/N

>55/
C459100
1 1226 
12262308

3 GENRL Injection site pain/
Pain at injection site

1 17OCT2020 1/2 2 Yes NA/TC R 
(18OCT2020)

N/N

NERV Hyperaesthesia/
Increased pain sensitivity in left 

hemicranial region

1 28OCT2020 12/14 2 No O NA/TC R 
(10NOV2020)

N/N

GENRL Fatigue/
fatigue

2 07NOV2020 2/2 2 Yes NA/TC R 
(08NOV2020)

N/N

Pyrexia/
fever (38,2 C)

2 07NOV2020 2/2 2 Yes NA/TC R 
(08NOV2020)

N/N

MUSC Myalgia/
muscle pain

2 07NOV2020 2/2 2 Yes NA/TC R 
(08NOV2020)

N/N

>55/
C459100
1 1226 
12262325

3 GENRL Injection site erythema/
Redness at injection site

1 20OCT2020 2/3 2 Yes NA R 
(22OCT2020)

N/N

Injection site pain/
Pain at injection site

1 20OCT2020 2/3 2 Yes NA R 
(22OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1226 
12262332

3 GENRL Injection site pain/
Pain at injection site

1 19OCT2020 1/2 1 Yes NA R 
(20OCT2020)

N/Y

NERV Headache/
Headache

1 20OCT2020 2/1 1 Yes NA R 
(20OCT2020)

N/N

RESP Cough/
Dry cough

1 20OCT2020 2/1 1 Yes NA R 
(20OCT2020)

N/N

>55/
C459100
1 1226 
12262336

3 GENRL Fatigue/
fatigue

1 20OCT2020 2/2 2 Yes NA R 
(21OCT2020)

N/N

Injection site pain/
pain at injection site

1 20OCT2020 2/2 2 Yes NA R 
(21OCT2020)

N/N

>55/
C459100
1 1226 
12262344

3 GASTR Diarrhoea/
Diarrhea

2 08NOV2020 2/C 1 Yes NA RG N/N

>55/
C459100
1 1226 
12262345

3 GENRL Chills/
chills

1 21OCT2020 3/1 1 Yes NA R 
(21OCT2020)

N/N

>55/
C459100
1 1226 
12262349

3 GENRL Asthenia/
asthenia

1 19OCT2020 1/2 1 Yes NA R 
(20OCT2020)

N/N

>55/
C459100
1 1226 
12262355

3 MUSC Back pain/
Backache

1 26OCT2020 7/1 1 Yes NA R 
(26OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

>55/
C459100
1 1229 
12291183

3 MUSC Arthralgia/
Pain right hip

1 19OCT2020 8/C 1 No O NA/TC/TCN N N/N

>55/
C459100
1 1235 
12351177

3 MUSC Musculoskeletal pain/
Myalgia and arthralgia

1 27OCT2020 14/2 1 No O NA R 
(28OCT2020)

N/N

>55/
C459100
1 1235 
12351179

3 GENRL Fatigue/
Fatigue

1 15OCT2020 1/3 2 Yes NA R 
(17OCT2020)

N/N

MUSC Pain in extremity/
Arm soreness

1 15OCT2020 1/3 2 Yes NA R 
(17OCT2020)

N/N

>55/
C459100
1 1235 
12351182

3 NERV Headache/
Cephalgia

1 21OCT2020 2/3 1 Yes NA/TC R 
(23OCT2020)

N/N

>55/
C459100
1 1235 
12351201

3 GENRL Chills/
Chills

2 12NOV2020 2/C 1 Yes NA N N/N

INV Body temperature increased/
Elevated temperature

2 12NOV2020 2/C 1 Yes NA N N/N

MUSC Myalgia/
Myalgia of bilateral shoulders 

and left arm

2 12NOV2020 2/C 1 Yes NA N N/N

>55/
C459100

3 INV Body temperature increased/
Elevated temperature

2 11NOV2020 1/2 1 Yes NA R 
(12NOV2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1235 
12351202

NERV Headache/
Cephalgia

2 11NOV2020 1/2 1 Yes NA R 
(12NOV2020)

N/N

>55/
C459100
1 1235 
12351213

3 GENRL Fatigue/
Fatigue

2 10NOV2020 1/3 1 Yes NA R 
(12NOV2020)

N/N

GENRL Chills/
Chills

2 11NOV2020 2/1 1 Yes NA R 
(11NOV2020)

N/N

>55/
C459100
1 1241 
12412191

3 PSYCH Disorientation/
Disorientation to clarify

2 09NOV2020 4/4 3 No O NA/TC R 
(12NOV2020)

Y/N

>55/
C459100
1 1241 
12412205

3 GENRL Injection site pain/
Injection site pain

1 16OCT2020 2/2 1 Yes NA R 
(17OCT2020)

N/N

>55/
C459100
1 1241 
12412219

3 GENRL Injection site pain/
Injection site pain

1 15OCT2020 1/3 1 Yes NA R 
(17OCT2020)

N/N

>55/
C459100
1 1241 
12412241

3 GENRL Injection site pain/
Injection site pain

1 16OCT2020 1/1 1 Yes NA R 
(16OCT2020)

N/N

>55/
C459100

3 GENRL Injection site pain/
Injection site pain

1 16OCT2020 1/2 1 Yes NA/TCN R 
(17OCT2020)
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1241 
12412242

>55/
C459100
1 1241 
12412356

3 GENRL Injection site pain/
Injection site pain

1 19OCT2020 1/4 1 Yes NA R 
(22OCT2020)

N/N

>55/
C459100
1 1241 
12412483

3 GASTR Diarrhoea/
Diarrhea

1 24OCT2020 2/2 1 Yes NA R 
(25OCT2020)

N/N

>55/
C459100
1 1241 
12412487

3 GENRL Injection site pain/
Injection site pain

1 23OCT2020 1/2 1 Yes NA R 
(24OCT2020)

N/N

>55/
C459100
1 1241 
12412488

3 GENRL Chills/
Chills

1 23OCT2020 1/2 1 Yes NA R 
(24OCT2020)

N/N

Fatigue/
Fatigue

1 23OCT2020 1/2 1 Yes NA R 
(24OCT2020)

N/N

>55/
C459100
1 1241 
12412497

3 GENRL Injection site pain/
Injection site pain

1 23OCT2020 1/2 1 Yes NA R 
(24OCT2020)

N/N

>55/
C459100
1 1241 
12412499

3 GENRL Injection site pain/
Injection site pain

1 23OCT2020 1/2 1 Yes NA R 
(24OCT2020)

N/N
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16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

Pyrexia/
Fever

1 23OCT2020 1/2 1 Yes NA R 
(24OCT2020)

N/N

>55/
C459100
1 1241 
12412533

3 GENRL Injection site pain/
Injection site pain

1 23OCT2020 1/2 1 Yes NA R 
(24OCT2020)

N/N

>55/
C459100
1 1241 
12412542

3 GENRL Injection site pain/
Injection site pain

1 24OCT2020 2/3 1 Yes NA R 
(26OCT2020)

N/N

>55/
C459100
1 1241 
12412555

3 GENRL Injection site pain/
Injection site pain

1 23OCT2020 1/2 1 Yes NA R 
(24OCT2020)

N/N

>55/
C459100
1 1251 
12511243

3 GASTR Abdominal pain/
Abdominal Pain

1 30OCT2020 17/1 3 No O NA/TC R 
(30OCT2020)

N/N

Nausea/
nausea

1 30OCT2020 17/1 3 No O NA/TC R 
(30OCT2020)

N/N

Vomiting/
vomiting

1 30OCT2020 17/1 3 No O NA/TC R 
(30OCT2020)

N/N

>55/
C459100
1 1251 
12511244

3 RESP Oropharyngeal pain/
sore throat

1 21OCT2020 7/1 1 Yes NA R 
(21OCT2020)

N/N

RESP Epistaxis/
worsening of epistaxis right 

nostril

1 27OCT2020 13/1 1 Yes NA R 
(27OCT2020)

N/N09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 2464

FDA-CBER-2021-5683-0128490



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

RESP Epistaxis/
worsening of epistaxis right 

nostril

1 02NOV2020 19/1 1 Yes NA R 
(02NOV2020)

N/N

>55/
C459100
1 1254 
12541192

3 GENRL Injection site pain/
injection site soreness

1 18OCT2020 2/20 1 Yes NA R 
(06NOV2020)

N/N

GASTR Diarrhoea/
diarrhea

2 08NOV2020 2/2 1 Yes NA R 
(09NOV2020)

N/N

NERV Headache/
Headaches

2 08NOV2020 2/2 2 Yes NA/TC R 
(09NOV2020)

N/N

>55/
C459100
1 1254 
12541200

3 GENRL Pyrexia/
Fever at 100.3F

1 22OCT2020 2/1 1 Yes NA/TC R 
(22OCT2020)

N/N

>55/
C459100
1 1254 
12541203

3 GENRL Injection site erythema/
redness at injection site

1 24OCT2020 1/3 1 Yes NA R 
(26OCT2020)

N/N

Injection site pain/
soreness at injection site

1 24OCT2020 1/2 1 Yes NA R 
(25OCT2020)

N/N

NERV Headache/
headache

1 24OCT2020 1/2 1 Yes NA R 
(25OCT2020)

N/N

>55/
C459100
1 1254 
12541207

3 GENRL Injection site pain/
injection site soreness

1 24OCT2020 1/2 1 Yes NA R 
(25OCT2020)

N/N

>55/
C459100

3 GENRL Fatigue/
Fatigue

1 21OCT2020 1/2 1 Yes NA R 
(22OCT2020)

N/N

09
01

77
e1

95
9b

0f
dd

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 2465

FDA-CBER-2021-5683-0128491



16.2.7.4.4 Listing of Adverse Events – All Subjects

Age 
Group

(Years)/ 
Subject

Phas
e

System
Organ
Class

Preferred Term/
AE Investigator

Text

Dos
e

No.
Onset
Date

Rel
Daya/
Dur

(Days)
b

Toxicit
y

Grade

Va
x

Rel
c

Caus
e
of

AE

Action:
Investigational
Vaccine Dose/

Subject
Outcome

(End Date)

SAE/
Imm

(Yes/No
)

1 1264
12641217

Pyrexia/
Fever

1 21OCT2020 1/2 1 Yes NA R 
(22OCT2020)

N/N

>55/
C459100
1 1264 
12641223

3 UNC HEADACHE@@/
Headache

1 23OCT2020 1/1 1 Yes NA R 
(23OCT2020)

N/N

HEAT AT INJECTION 
SITE@@/

Heat at injection site

1 23OCT2020 1/1 1 Yes NA R 
(23OCT2020)

N/N

Abbreviations: C = continuing; Dur = duration; Imm = immediate. Refer to the AE legend page (Listing 16.2.7.1) for additional definitions.
Note: MedDRA (v23.1) coding dictionary applied.
Note: Preferred terms with @@ denote uncoded terms.
Note: * = Prevaccination AE, ^ = Phase 2/3 38000 subject, † = HIV-positive subject.
Note: Data for subjects randomized on or after 10OCT2020 are included to comprehensively show all data reported but are subject to change with 
additional follow-up.
a.     Relative Day (Rel Day) = date of AE - date of last vaccination + 1. For an AE that occurred before the date of the first study vaccination, + 1 was not 
added to compute relative day.
b.     Duration (days) was calculated as the difference from the start of the first reported event to resolution of the last reported event, inclusive.
c.     Vaccine related (Vax Rel): Relationship to investigational vaccine as assessed by the investigator.
PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:48) Source Data: adae Table Generation: 17NOV2020 (22:43) 
(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: ./nda2_unblinded/C4591001_IA_P3_2MPD2/adae_l002_all_p3 
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16.2.7.4.6 Listing of Adverse Events – Subjects Enrolled in Multiple Sites 

Age Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

16-55/ 

C4591001 1133 

11331382 

3^ GENRL Fatigue/ 

FATIGUE 

2 26SEP2020 2/C 1 Yes   NA/TCN N N/N 

      Injection site pain/ 

SORNESS AT 

INJECTION SITE 

2 26SEP2020 2/C 1 Yes   NA/TC N N/N 

      Pain/ 

BODYACHE 

2 26SEP2020 2/C 2 Yes   NA/TC N N/N 

      Pyrexia/ 

FEVER 

2 26SEP2020 2/2 2 Yes   NA/TC R  

(27SEP2020) 

N/N 

    NERV Headache/ 

HEADACHE 

2 30SEP2020 6/C 2 Yes   NA/TC/TCN N N/N 

  

Abbreviations: C = continuing; Dur = duration; Imm = immediate. Refer to the AE legend page (Listing 16.2.7.1) for additional definitions. 

Note: MedDRA (v23.1) coding dictionary applied. 

Note: * = Prevaccination AE, ^ = Phase 2/3 38000 subject, † = HIV-positive subject. 

a.     Relative Day (Rel Day) = date of AE - date of last vaccination + 1. For an AE that occurred before the date of the first study vaccination, + 1 was not 

added to compute relative day. 

b.     Duration (days) was calculated as the difference from the start of the first reported event to resolution of the last reported event, inclusive. 

c.     Vaccine related (Vax Rel): Relationship to investigational vaccine as assessed by the investigator. 

PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:48) Source Data: adae Table Generation: 18NOV2020 (10:07)  

(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: ./nda2_unblinded/C4591001_IA_P3_2MPD2/adae_l002_menrol_p3  
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16.2.7.5.1 Listing of Serious Adverse Events – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred 

Term/ 

AE 

Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End 

Date) 

SAE/ 

Imm 

(Yes/No) 

  

No subject meets 

the reporting 

criteria. 

                          

  

Abbreviations: C = continuing; Dur = duration; Imm = immediate. Refer to the AE legend page (Listing 16.2.7.1) for additional definitions. 

Note: MedDRA (v23.0) coding dictionary applied. 

a.     Relative Day (Rel Day) = date of AE - date of last vaccination + 1. For an AE that occurred before the date of the first study vaccination, + 1 was not 

added to compute relative day. 

b.     Duration (days) was calculated as the difference from the start of the first reported event to resolution of the last reported event, inclusive. 

c.     Vaccine related (Vax Rel): Relationship to investigational vaccine as assessed by the investigator. 

PFIZER CONFIDENTIAL SDTM Creation: 28AUG2020 (16:26) Source Data: adae Table Generation: 29AUG2020 (09:41)  

(Cutoff Date: 24AUG2020, Snapshot Date: 28AUG2020) Output File: (CDISC)/C4591001_IA_P1/adae_l002_sae_p1  
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16.2.7.5.1.1 Listing of Serious Adverse Events Before Dose 2 – Phase 1 – BNT162b1 (100 μg) 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred 

Term/ 

AE 

Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End 

Date) 

SAE/ 

Imm 

(Yes/No) 

  

No subject meets 

the reporting 

criteria. 

                          

  

Abbreviations: C = continuing; Dur = duration; Imm = immediate. Refer to the AE legend page (Listing 16.2.7.1) for additional definitions. 

Note: MedDRA (v23.0) coding dictionary applied. 

a.     Relative Day (Rel Day) = date of AE - date of last vaccination + 1. For an AE that occurred before the date of the first study vaccination, + 1 was not 

added to compute relative day. 

b.     Duration (days) was calculated as the difference from the start of the first reported event to resolution of the last reported event, inclusive. 

c.     Vaccine related (Vax Rel): Relationship to investigational vaccine as assessed by the investigator. 

PFIZER CONFIDENTIAL SDTM Creation: 28AUG2020 (16:26) Source Data: adae Table Generation: 18SEP2020 (18:58)  

(Cutoff Date: 24AUG2020, Snapshot Date: 28AUG2020) Output File: ./nda3/C4591001_IA_P1_100/adae_l002_sae_100_p1  
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16.2.7.5.2 Listing of Serious Adverse Events – Phase 2 

Age Group 

(Years)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End 

Date) 

SAE/ 

Imm 

(Yes/No) 

  

18-55/ 

C4591001 

1079 

10791004 

NEOPL Adenocarcinoma gastric/ 

INFILTRATING, POORLY 

DIFFERENTIATED 

ADENOCARCINOMA - STOMACH 

1 20AUG2020 23/C 3 No O: n/a P/W N Y/N 

  

Abbreviations: C = continuing; Dur = duration; Imm = immediate. Refer to the AE legend page (Listing 16.2.7.1) for additional definitions. 

Note: MedDRA (v23.0) coding dictionary applied. 

a.     Relative Day (Rel Day) = date of AE - date of last vaccination + 1. For an AE that occurred before the date of the first study vaccination, + 1 was not 

added to compute relative day. 

b.     Duration (days) was calculated as the difference from the start of the first reported event to resolution of the last reported event, inclusive. 

c.     Vaccine related (Vax Rel): Relationship to investigational vaccine as assessed by the investigator. 

PFIZER CONFIDENTIAL SDTM Creation: 05SEP2020 (13:08) Source Data: adae Table Generation: 10SEP2020 (21:41)  

(Cutoff Date: 02SEP2020, Snapshot Date: 04SEP2020) Output File: ./nda2_unblinded/C4591001_IA_P2/adae_l002_sae_p2  
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

16-55/ 

C4591001 

1005 

10051054 

3^ GENRL Non-cardiac chest pain/ 

INTERMITTENT NON 

CARDIAC CHEST 

PAIN 

2 09SEP2020 6/9 2 No O NA R  

(17SEP2020) 

Y/N 

16-55/ 

C4591001 

1007 

10071276 

3^ NEOPL Chronic myeloid 

leukaemia/ 

chronic myelogenous 

leukemia 

2 24SEP2020 8/C 4 No O NA/TC N Y/N 

16-55/ 

C4591001 

1013 

10131084 

3^ GENRL Vascular stent occlusion/ 

OBSTRUCTED RENAL 

STENT (ARTERY) 

2 01SEP2020 7/C 2 No O NA RG Y/N 

16-55/ 

C4591001 

1015 

10151047 

3^ GENRL Shoulder injury related to 

vaccine administration/ 

SIRVA - shoulder injury 

related to vaccine 

administration 

2 09SEP2020 1/C 3 Yes   NA RG Y/N 

16-55/ 

C4591001 

1016 

10161277 

3^ CARD Atrial fibrillation/ 

atrial fibrillation 

2 09OCT2020 8/4 2 No O NA/TC R  

(12OCT2020) 

Y/N 

16-55/ 

C4591001 

1016 

10161289 

3^ INJ&P Facial bones fracture/ 

facial fractures 

2 31OCT2020 25/C 3 No O NA/TC RG Y/N 

16-55/ 

C4591001 

1018 

10181159 

3^ UNC LOWER BACK PAIN 

AND BILATERAL 

LOWER EXTREMITY 

PAIN WITH 

RADICULAR 

PARESTHESIA@@/ 

Lower back pain and 

bilateral lower extremity 

2 20OCT2020 47/C 2 Yes   NA/TC RG Y/N 
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

pain with radicular 

paresthesia 

16-55/ 

C4591001 

1019 

10191254 

3^ INFEC Urinary tract infection/ 

Urinary Tract Infection 

1 15OCT2020 11/10 3 No O NA R  

(24OCT2020) 

Y/N 

16-55/ 

C4591001 

1028 

10281059 

3^ NEOPL Invasive ductal breast 

carcinoma/ 

invasive ductal 

carcinoma stage 1B, left 

breast 

2 30SEP2020 15/C 2 No O NA N Y/N 

16-55/ 

C4591001 

1028 

10281060 

3^ INJ&P Upper limb fracture/ 

Closed fracture of right 

elbow 

2 28OCT2020 42/2 2 No O NA/TC/TCN R  

(29OCT2020) 

Y/N 

16-55/ 

C4591001 

1055 

10551176 

3^ CARD Arteriospasm coronary/ 

Coronary vasospasm 

2 25SEP2020 3/2 3 No O NA R  

(26SEP2020) 

Y/N 

16-55/ 

C4591001 

1057 

10571137 

3^ NEOPL Uterine leiomyoma/ 

WORSENING OF 

UTERINE FIBROIDS 

1 14SEP2020 14/6 2 No O NA/TCN R  

(19SEP2020) 

Y/N 

16-55/ 

C4591001 

1079 

10791004 

2^ NEOPL Adenocarcinoma gastric/ 

INFILTRATING, 

POORLY 

DIFFERENTIATED 

ADENOCARCINOMA - 

STOMACH 

1 20AUG2020 23/C 3 No O P/W N Y/N 

16-55/ 

C4591001 

3^ INFEC Appendicitis/ 

Appendicitis 

1 21AUG2020 9/3 3 No O NA/TC/TCN R  

(23AUG2020) 

Y/N 
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

1081 

10811036 

16-55/ 

C4591001 

1081 

10811046 

3^ METAB Hyperglycaemia/ 

Hyperglycemic episode 

2 17SEP2020 9/2 3 No O NA R  

(18SEP2020) 

Y/N 

16-55/ 

C4591001 

1081 

10811135 

3^ CARD Myocardial infarction/ 

Myocardial Infarction 

2 21OCT2020 30/C 4 No O NA/TC/TCN RG Y/N 

    METAB Type 2 diabetes mellitus/ 

New Onset Type II 

Diabetes Mellitus 

2 21OCT2020 30/C 3 No O NA/TC RG Y/N 

16-55/ 

C4591001 

1081 

10811194 

3^ GENRL Death/ 

Death 

2 01NOV2020 34/1 4 No O NA/W F  

(01NOV2020) 

Y/N 

16-55/ 

C4591001 

1083 

10831029 

3^ CARD Atrial fibrillation/ 

Paroxysmal Atrial 

fibrillation with rapid 

ventricular response 

1 23AUG2020 20/17 3 No O P/TC/TCN R  

(08SEP2020) 

Y/N 

16-55/ 

C4591001 

1083 

10831060 

3^ GASTR Diverticular perforation/ 

Ruptured diverticulum 

1 14AUG2020 9/11 4 No O P/TC/TCN R  

(24AUG2020) 

Y/N 

16-55/ 

C4591001 

1083 

10831194 

3^ CARD Atrial fibrillation/ 

New Onset Atrial 

Fibrillation with rapid 

ventricular response 

2 26OCT2020 34/C 2 No O NA/TC RG Y/N 

16-55/ 

C4591001 

3^ INFEC Cellulitis/ 

Cellulitis in Left leg 

1 08SEP2020 12/9 2 No O NA/TC/TCN R  

(16SEP2020) 

Y/N 
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

1084 

10841317 

16-55/ 

C4591001 

1088 

10881220 

3^ NEOPL Meningioma/ 

right frontal meningioma 

1 23SEP2020 6/C 2 No O NA N Y/N 

16-55/ 

C4591001 

1089 

10891182 

3^ INJ&P Hip fracture/ 

Left Hip Closed Fracture 

1 09SEP2020 16/17 3 No O NA/TC R  

(25SEP2020) 

Y/N 

    PSYCH Psychotic disorder/ 

Psychosis 

1 27SEP2020 34/C 3 No O NA/TC/TCN N Y/N 

16-55/ 

C4591001 

1091 

10911197 

3^ INJ&P Toxicity to various 

agents/ 

poisoning by cocaine 

2 26SEP2020 10/2 4 No O NA/TC/TCN R  

(27SEP2020) 

Y/N 

    RESP Hypoxia/ 

hypoxia 

2 26SEP2020 10/2 3 No O NA/TC/TCN R  

(27SEP2020) 

Y/N 

      Pneumonia aspiration/ 

Aspiration Pneumonia 

2 26SEP2020 10/11 3 No O NA/TC R  

(06OCT2020) 

Y/N 

16-55/ 

C4591001 

1091 

10911300 

3^ INFEC Appendicitis/ 

Appendicitis 

2 22OCT2020 17/2 4 No O NA/TCN R  

(23OCT2020) 

Y/N 

16-55/ 

C4591001 

1094 

10941155 

3^ INJ&P Colon injury/ 

colon injury 

1 16OCT2020 22/8 3 No O NA/TC/TCN RS  

(23OCT2020) 

Y/N 

16-55/ 

C4591001 

3^ CARD Acute myocardial 

infarction/ 

1 05SEP2020 8/5 4 No O P/TC/TCN R  

(09SEP2020) 

Y/N 
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

1095 

10951173 

STEMI: ST elevation 

Myocardial Infarction 

16-55/ 

C4591001 

1096 

10961062 

3^ METAB Hypokalaemia/ 

HYPOKALEMIA 

2 SEP2020 1/ 3 No O NA/TC R Y/N 

    NERV Diplegia/ 

Bilateral Lower 

extremity paralysis 

2 04OCT2020 26/2 3 No O NA R  

(05OCT2020) 

Y/N 

16-55/ 

C4591001 

1107 

11071065 

3^ BLOOD Anaemia/ 

ANEMIA 

2 09NOV2020 75/C 3 No O NA/TC/TCN N Y/N 

16-55/ 

C4591001 

1109 

11091204 

3^ INFEC Appendicitis/ 

ACUTE 

APPENDICITIS 

1 17AUG2020 7/17 4 No O NA/TC R  

(02SEP2020) 

Y/N 

      Peritoneal abscess/ 

Peritoneal Abscess 

1 17AUG2020 7/17 4 No O NA/TC R  

(02SEP2020) 

Y/N 

16-55/ 

C4591001 

1109 

11091448 

3^ NERV Hemiplegic migraine/ 

Hemiplegic Migraine 

2 20OCT2020 23/C 4 No O NA/TC RG Y/N 

16-55/ 

C4591001 

1111 

11111130 

3^ NERV Subarachnoid 

haemorrhage/ 

Subarachnoid 

hemorrhage 

1 26AUG2020 9/9 2 No O NA/TC/TCN R  

(03SEP2020) 

Y/N 

16-55/ 

C4591001 

1116 

11161059 

3^ GASTR Obstructive pancreatitis/ 

Gall Stone Pancreatitis 

1 13SEP2020 14/6 3 No O NA/TC/TCN R  

(18SEP2020) 

Y/N 
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

    HEPAT Bile duct stone/ 

Choledocholithiasis 

1 13SEP2020 14/7 3 No O NA/TC/TCN R  

(19SEP2020) 

Y/N 

16-55/ 

C4591001 

1117 

11171036 

3^ NERV Syncope/ 

Syncopal Episode 

1 26AUG2020 7/5 4 No O NA R  

(30AUG2020) 

Y/N 

    PSYCH Suicidal ideation/ 

Suicidal ideation 

1 27AUG2020 8/4 4 No O NA/TC R  

(30AUG2020) 

Y/N 

16-55/ 

C4591001 

1117 

11171186 

3^ PSYCH Suicide attempt/ 

SUICIDAL IDEATION 

WITH ATTEMPT 

1 19OCT2020 14/8 3 No O NA/TC/TCN/W R  

(26OCT2020) 

Y/N 

16-55/ 

C4591001 

1124 

11241106 

3^ CARD Acute myocardial 

infarction/ 

ST elevation myocardial 

infarction 

2 27SEP2020 12/17 4 No O NA R  

(13OCT2020) 

Y/N 

16-55/ 

C4591001 

1128 

11281103 

3^ INFEC Escherichia urinary tract 

infection/ 

Escherichia coli urinary 

tract infection 

2 03OCT2020 33/20 2 No O NA/TC R  

(22OCT2020) 

Y/N 

    INV Blood potassium 

decreased/ 

Low potassium 

2 03OCT2020 33/20 2 No O NA/TC R  

(22OCT2020) 

Y/N 

    RENAL Nephrolithiasis/ 

Kidney Stones 

2 03OCT2020 33/20 2 No O NA/TC R  

(22OCT2020) 

Y/N 

16-55/ 

C4591001 

1140 

11401009 

3^ IMMUN Anaphylactic reaction/ 

Anaphylaxis Status Post 

Bee Sting 

2 28AUG2020 9/1 4 No O NA/TC R  

(28AUG2020) 

Y/N 

16-55/ 

C4591001 

3^ PSYCH Suicidal ideation/ 

Suicidal Ideation 

1 19AUG2020 8/3 4 No O NA/TC R  

(21AUG2020) 

Y/N 
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

1142 

11421084 

16-55/ 

C4591001 

1145 

11451063 

3^ NERV Paraesthesia/ 

Paresthesias of Skin 

1 21SEP2020 22/8 3 No CD NA/TC R  

(28SEP2020) 

Y/N 

16-55/ 

C4591001 

1146 

11461200 

3^ CARD Bradycardia/ 

Acute Bradycardia 

2 27SEP2020 3/2 3 No O NA/TC R  

(28SEP2020) 

Y/N 

    NERV Loss of consciousness/ 

Loss of consciousness 

2 27SEP2020 3/3 2 No O NA R  

(29SEP2020) 

Y/N 

16-55/ 

C4591001 

1150 

11501001 

3^ GASTR Pancreatitis/ 

Worsening Pancreatitis 

1 21AUG2020 5/34 3 No O NA R  

(23SEP2020) 

Y/N 

16-55/ 

C4591001 

1152 

11521085 

3^ GENRL Unevaluable event/ 

Unknown of Unknown 

Origin 

1 26AUG2020 8/1 4 No O P/W F  

(26AUG2020) 

Y/N 

16-55/ 

C4591001 

1156 

11561006 

3^ VASC Deep vein thrombosis/ 

DEEP VEIN 

THROMBOSIS 

1 31AUG2020 12/10 3 No O NA/TC R  

(09SEP2020) 

Y/N 

16-55/ 

C4591001 

1156 

11561007 

3^ PREG Abortion spontaneous 

incomplete/ 

INCOMPLETE 

SPONTANEOUS 

ABORTION 

2 04OCT2020 25/4 3 No O NA/TCN R  

(07OCT2020) 

Y/N 

16-55/ 

C4591001 

3^ HEPAT Cholecystitis acute/ 

Acute Cholecystitis 

1 21AUG2020 5/2 3 No O NA/TC/TCN R  

(22AUG2020) 

Y/N 
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

1167 

11671009 

16-55/ 

C4591001 

1167 

11671175 

3^ NERV Cerebrovascular 

accident/ 

Cerebrovascular accident 

2 21OCT2020 23/C 3 No O NA/TC RG Y/N 

16-55/ 

C4591001 

1178 

11781107 

3^ BLOOD Lymphadenopathy/ 

right axilla 

lymphadenopathy 

1 16SEP2020 13/C 2 Yes   P/TC N Y/N 

16-55/ 

C4591001 

1223 

12231166 

3^ VASC Hypertensive urgency/ 

hypertensive urgency 

2 28OCT2020 22/9 2 No O NA/TC R  

(05NOV2020) 

Y/N 

16-55/ 

C4591001 

1226 

12261067 

3^ RENAL Nephrolithiasis/ 

Worsening of 

nephrolithiasis 

2 09NOV2020 70/3 3 No O NA/TC R  

(11NOV2020) 

Y/N 

16-55/ 

C4591001 

1226 

12261137 

3^ INJ&P Forearm fracture/ 

Right forearm fracture 

2 20SEP2020 18/10 3 No O NA/TC/TCN R  

(29SEP2020) 

Y/N 

16-55/ 

C4591001 

1226 

12261282 

3^ INFEC Appendicitis/ 

Appendicitis 

2 01OCT2020 22/3 3 No O NA/TC/TCN R  

(03OCT2020) 

Y/N 

16-55/ 

C4591001 

1226 

12261300 

3^ RENAL Renal colic/ 

Renal colic 

1 29AUG2020 10/2 4 No O NA/TC/TCN R  

(30AUG2020) 

Y/N 

16-55/ 

C4591001 

3^ INJ&P Cervical vertebral 

fracture/ 

2 21OCT2020 27/10 3 No O NA/TC R  

(30OCT2020) 

Y/N 
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

1226 

12261571 

Fracture of the fourth 

cervical vertebra 

      Road traffic accident/ 

hit by motorcycle 

2 21OCT2020 27/1 3 No O NA R  

(21OCT2020) 

Y/N 

      Spinal cord injury 

cervical/ 

Cervical spinal cord 

contusion 

2 21OCT2020 27/10 3 No O NA/TC R  

(30OCT2020) 

Y/N 

    NERV Subarachnoid 

haemorrhage/ 

Subarachnoid 

hemorrhage 

2 21OCT2020 27/10 3 No O NA/TC R  

(30OCT2020) 

Y/N 

    RENAL Subcapsular renal 

haematoma/ 

Peri-renal hematoma 

2 21OCT2020 27/10 3 No O NA/TC R  

(30OCT2020) 

Y/N 

16-55/ 

C4591001 

1226 

12261745 

3^ NEOPL Leydig cell tumour of the 

testis/ 

Leydig cell tumor in left 

testicle 

1 23SEP2020 8/15 2 No O NA R  

(07OCT2020) 

Y/N 

16-55/ 

C4591001 

1226 

12261769 

3^ NERV Idiopathic intracranial 

hypertension/ 

idiopathic intracranial 

hypertension 

2 22OCT2020 16/9 3 No O NA/TC/TCN R  

(30OCT2020) 

Y/N 

    INFEC Postoperative wound 

infection/ 

surgical site infection 

2 03NOV2020 28/C 3 No O NA/TC RG Y/N 

16-55/ 

C4591001 

1226 

12262089 

3^ INFEC Urinary tract infection/ 

Urinary tract infection 

1 18OCT2020 13/5 3 No O NA/TC R  

(22OCT2020) 
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

16-55/ 

C4591001 

1231 

12311205 

3^ INJ&P Ulna fracture/ 

Left arm olecranon 

fracture 

2 17SEP2020 15/C 3 No O NA/TC/TCN RG Y/N 

16-55/ 

C4591001 

1231 

12311281 

3^ INFEC Appendicitis/ 

acute appendicitis 

2 18SEP2020 15/19 3 No O NA/TC/TCN R  

(06OCT2020) 

Y/N 

16-55/ 

C4591001 

1231 

12311315 

3^ NEOPL Malignant melanoma/ 

Pigmented ephitelioid 

melanoma of the vagina 

2 25SEP2020 23/C 2 No O NA/TC/TCN N Y/N 

16-55/ 

C4591001 

1231 

12311352 

3^ GENRL Influenza like illness/ 

Flu like syndrome 

1 20AUG2020 6/3 3 No O NA R  

(22AUG2020) 

Y/N 

16-55/ 

C4591001 

1231 

12311711 

3^ INFEC Urosepsis/ 

Urosepsis 

2 15SEP2020 9/8 3 No O NA/TC R  

(22SEP2020) 

Y/N 

16-55/ 

C4591001 

1231 

12311766 

3^ HEPAT Biliary colic/ 

biliary colic 

2 30OCT2020 54/5 3 No O NA/TC R  

(03NOV2020) 

Y/N 

16-55/ 

C4591001 

1231 

12311834 

3^ INJ&P Foot fracture/ 

Hallux fracture and 

second toe of the right 

foot 

2 16SEP2020 10/35 3 No O NA/TC/TCN R  

(20OCT2020) 

Y/N 

16-55/ 

C4591001 

1231 

12311844 

3^ METAB Hypoglycaemia/ 

severe hipoglycemia 

2 16OCT2020 40/1 3 No O NA R  

(16OCT2020) 

Y/N 
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

16-55/ 

C4591001 

1231 

12312390 

3^ MUSC Osteochondritis/ 

Osteochondritis 

1 05SEP2020 18/2 2 No O NA R  

(06SEP2020) 

Y/N 

16-55/ 

C4591001 

1231 

12312576 

3^ RENAL Renal colic/ 

Renal colic 

2 05NOV2020 58/C 3 No O NA/TC N Y/N 

16-55/ 

C4591001 

1231 

12312577 

3^ NEOPL Metastases to central 

nervous system/ 

Brain metastasis 

1 28AUG2020 9/C 1 No O P/TC N Y/N 

16-55/ 

C4591001 

1231 

12312593 

3^ CARD Acute coronary 

syndrome/ 

Acute coronary 

syndrome without ST-T 

segment elevation 

2 16SEP2020 6/4 2 No O NA/TC R  

(19SEP2020) 

Y/N 

16-55/ 

C4591001 

1231 

12312854 

3^ CARD Arrhythmia 

supraventricular/ 

Arrhythmia 

supraventricular 

2 17SEP2020 7/3 4 No O NA/TC/TCN R  

(19SEP2020) 

Y/N 

16-55/ 

C4591001 

1231 

12312868 

3^ NERV Syncope/ 

syncope 

2 08OCT2020 1/1 3 No O NA/TCN R  

(08OCT2020) 

Y/N 

16-55/ 

C4591001 

1231 

12312914 

3^ CARD Atrioventricular block 

second degree/ 

Second degree AV block 

(Mobitz II) 

2 10NOV2020 58/C 2 No O NA RG Y/N 

16-55/ 

C4591001 

3^ INFEC Suspected COVID-19/ 

Suspected COVID-19 

Illness 

2 09SEP2020 1/6 3 No O NA/TC R  

(14SEP2020) 

Y/N 

09
01

77
e1

95
9b

21
51

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 2481

FDA-CBER-2021-5683-0128507



16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

1231 

12312982 

16-55/ 

C4591001 

1231 

12313193 

3^ RENAL Urinary bladder polyp/ 

Bladder polyp 

2 18SEP2020 9/C 1 No O NA/TCN RG Y/N 

16-55/ 

C4591001 

1231 

12313653 

3^ NERV Ischaemic stroke/ 

Ischemic Stroke 

2 06NOV2020 55/C 3 No O NA RG Y/N 

16-55/ 

C4591001 

1231 

12314407 

3^ INJ&P Multiple injuries/ 

Polytrauma 

2 20SEP2020 5/C 3 No O NA/TC/TCN RG Y/N 

16-55/ 

C4591001 

1231 

12314833 

3^ INFEC Appendicitis/ 

appendicitis 

2 16OCT2020 29/9 3 No O NA/TC/TCN R  

(24OCT2020) 

Y/N 

    INFEC Abdominal abscess/ 

Intra-abdominal Abscess 

2 29OCT2020 42/C 3 No O NA/TC/TCN RG Y/N 

16-55/ 

C4591001 

1231 

12315291 

3^ EYE Choroidal 

neovascularisation/ 

Myopic choroidal 

neovascular membrane 

of the left eye 

1 06SEP2020 9/C 2 No O NA N Y/N 

16-55/ 

C4591001 

1231 

12315473 

3^ CARD Angina unstable/ 

Unstable Angina Pectoris 

2 14OCT2020 26/3 3 No O NA/TCN R  

(16OCT2020) 

Y/N 

16-55/ 

C4591001 

3^ REPRO Breast hyperplasia/ 

Atypical intraductal 

hyperplasia in left breast 

2 29SEP2020 21/2 2 No O NA/TC R  

(30SEP2020) 

Y/N 

09
01

77
e1

95
9b

21
51

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 2482

FDA-CBER-2021-5683-0128508



16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

1241 

12411206 

16-55/ 

C4591001 

1241 

12411279 

3^ PREG Retained products of 

conception/ 

RETAINED 

PRODUCTS OF 

CONCEPTION 

1 14OCT2020 57/1 3 No O NA/TC R  

(14OCT2020) 

Y/N 

16-55/ 

C4591001 

1247 

12471121 

3^ INJ&P Flail chest/ 

Flail Chest 

2 30OCT2020 10/15 3 No O NA/TC/TCN/W R  

(13NOV2020) 

Y/N 

16-55/ 

C4591001 

1261 

12611006 

3^ INFEC Abscess/ 

Lip Abscess 

2 23SEP2020 7/9 3 No O NA/TC/TCN R  

(01OCT2020) 

Y/N 

      Cellulitis/ 

Lip cellulitis 

2 23SEP2020 7/9 3 No O NA/TC R  

(01OCT2020) 

Y/N 

    IMMUN Drug hypersensitivity/ 

Hypersensitivity to 

antibiotics 

2 26SEP2020 10/2 3 No CD NA/TC R  

(27SEP2020) 

Y/N 

16-55/ 

C4591001 

1265 

12651101 

3^ METAB Hypoglycaemia/ 

Hypoglycemia 

1 12SEP2020 2/2 3 No CD NA/TC R  

(13SEP2020) 

Y/N 

16-55/ 

C4591001 

1270 

12701069 

3^ INFEC Appendicitis/ 

APPENDICITIS 

1 20SEP2020 17/3 3 No O NA/TC/TCN R  

(22SEP2020) 

Y/N 

16-55/ 

C4591001 

4444 

44441007 

3^ INJ&P Procedural haemorrhage/ 

Intraoperative 

hemorrhage during an 

1 03OCT2020 13/5 3 No O NA/TC R  

(07OCT2020) 

Y/N 
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

elective laparoscopic 

ovarian cystectomy 

16-55/ 

C4591001 

4444 

44441249 

3^ UNC JAMMED RIGHT 

INGUINAL 

HERNIA@@/ 

Jammed Right inguinal 

hernia 

1 05OCT2020 15/18 3 No O NA/TC/TCN R  

(22OCT2020) 

Y/N 

16-55/ 

C4591001 

4444 

44441748 

3^ GASTR Oesophageal food 

impaction/ 

esophageal impaction 

with food 

1 28SEP2020 6/2 3 No O NA/TCN R  

(29SEP2020) 

Y/N 

>55/ 

C4591001 

1003 

10031113 

2^ RESP Interstitial lung disease/ 

worsening of interstitial 

lung disease 

2 17OCT2020 59/C 4 No O NA/TC/TCN RG Y/N 

    MUSC Scleroderma/ 

possible scleroderma 

2 20OCT2020 62/C 3 No O NA/TC/TCN RG Y/N 

>55/ 

C4591001 

1003 

10031149 

3^ GASTR Small intestinal 

obstruction/ 

small bowel obstruction 

1 08AUG2020 4/3 4 No O NA/TC/TCN R  

(10AUG2020) 

Y/N 

>55/ 

C4591001 

1005 

10051069 

3^ NEOPL Breast cancer/ 

LEFT BREAST 

CANCER 

2 04SEP2020 3/C 1 No O NA N Y/N 

>55/ 

C4591001 

1006 

10061020 

3^ CARD Coronary artery 

occlusion/ 

CORONARY ARTERY 

OCCLUSION 

1 25AUG2020 14/3 4 No O P/TC/TCN/W R  

(27AUG2020) 

Y/N 

>55/ 

C4591001 

3^ CARD Atrial fibrillation/ 

ATRIAL 

2 06OCT2020 22/7 2 No CD NA/TC/TCN R  

(12OCT2020) 

Y/N 
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

1006 

10061098 

FIBRILLATION 

INTERMITTENT 

>55/ 

C4591001 

1007 

10071101 

2^ CARD Cardiac arrest/ 

Cardiac Arrest 

2 18OCT2020 60/4 4 No O NA/W F  

(21OCT2020) 

Y/N 

>55/ 

C4591001 

1008 

10081184 

3^ NEOPL Prostate cancer/ 

Prostate cancer 

2 30SEP2020 7/C 2 No O NA N Y/N 

>55/ 

C4591001 

1009 

10091135 

3^ NEOPL Intraductal proliferative 

breast lesion/ 

Right Breast Ductal 

Carcinoma In Situ 

1 02SEP2020 3/C 1 No O NA N Y/N 

>55/ 

C4591001 

1011 

10111029 

3^ INFEC Appendicitis perforated/ 

Perforated Appendicitis 

2 12SEP2020 13/4 3 No O NA/TC/TCN R  

(15SEP2020) 

Y/N 

    INFEC Peritonitis/ 

Feculant Peritonitis 

2 14SEP2020 15/5 3 No O NA/TC/TCN R  

(18SEP2020) 

Y/N 

>55/ 

C4591001 

1013 

10131176 

3^ GASTR Abdominal adhesions/ 

abdominal adhesions 

1 29AUG2020 17/2 3 No O NA/TC R  

(30AUG2020) 

Y/N 

      Small intestinal 

obstruction/ 

SMALL BOWEL 

OBSTRUCTION 

1 29AUG2020 17/2 2 No O NA/TCN R  

(30AUG2020) 

Y/N 

    RESP Acute respiratory failure/ 

acute hypoxic respiratory 

failure 

1 30AUG2020 18/13 3 No O NA R  

(11SEP2020) 

Y/N 
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

      Pneumonia aspiration/ 

ASPIRATION 

PNEUMONIA 

1 30AUG2020 18/18 2 No O NA/TCN R  

(16SEP2020) 

Y/N 

>55/ 

C4591001 

1013 

10131517 

3^ CARD Myocardial infarction/ 

MYOCARDIAL 

INFARCTION 

2 08NOV2020 40/3 3 No O NA R  

(10NOV2020) 

Y/N 

>55/ 

C4591001 

1018 

10181132 

3^ INV Cardiac stress test 

abnormal/ 

CARDIAC STRESS 

TEST ABNORMAL, 

HOSPITALIZED 

2 08SEP2020 8/C 3 No O NA N Y/N 

>55/ 

C4591001 

1019 

10191010 

3^ GASTR Diarrhoea/ 

Diarrhea 

1 27AUG2020 17/3 4 No O NA R  

(29AUG2020) 

Y/N 

>55/ 

C4591001 

1019 

10191037 

3^ GENRL Asthenia/ 

Weakness 

2 27OCT2020 54/C 2 No O NA UNK Y/N 

>55/ 

C4591001 

1019 

10191146 

3^ NEOPL Hepatic cancer 

metastatic/ 

poorly differentiated 

carcinoma metastatic to 

liver, unknown primary 

2 27OCT2020 36/C 3 No O NA N Y/N 

>55/ 

C4591001 

1019 

10191229 

3^ INJ&P Road traffic accident/ 

Motor Vehicle Collision 

2 05NOV2020 22/C 4 No O NA UNK Y/N 

>55/ 

C4591001 

3^ NERV Cerebrovascular 

accident/ 

Stroke (CVA) 

2 02NOV2020 33/C 3 No O NA RG Y/N 
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

1021 

10211190 

>55/ 

C4591001 

1027 

10271054 

3^ NEOPL Acute myeloid 

leukaemia/ 

Acute Myeloid 

Leukemia 

2 08NOV2020 58/C 3 No O NA N Y/N 

>55/ 

C4591001 

1038 

10381101 

3^ NERV Ischaemic stroke/ 

Acute Ischemic Stroke 

2 04OCT2020 7/3 2 No O NA R  

(06OCT2020) 

Y/N 

>55/ 

C4591001 

1042 

10421166 

3^ NERV Subarachnoid 

haemorrhage/ 

SUBARACHNOID 

HEMORRAGE 

1 03SEP2020 9/C 3 No O NA/TC RG Y/N 

>55/ 

C4591001 

1044 

10441093 

3^ INJ&P Overdose/ 

Heroin Overdose 

2 23OCT2020 26/2 4 No O NA/TC R  

(24OCT2020) 

Y/N 

>55/ 

C4591001 

1047 

10471114 

3^ NERV Cerebrovascular 

accident/ 

Stroke 

2 18OCT2020 26/C 3 No O NA RG Y/N 

>55/ 

C4591001 

1054 

10541173 

3^ CARD Aortic valve 

incompetence/ 

acute severe aortic 

insufficiency 

2 28OCT2020 20/C 4 No O NA/TC/TCN N Y/N 

    NERV Subarachnoid 

haemorrhage/ 

subarachnoid 

hemorrhage 

2 05NOV2020 28/C 3 No O NA/TC/TCN N Y/N 

>55/ 

C4591001 

3^ INFEC Appendicitis perforated/ 

Perforated appendicitis 

1 31AUG2020 1/17 3 No O NA/TC/TCN R  

(16SEP2020) 

Y/N 
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

1055 

10551153 

>55/ 

C4591001 

1057 

10571052 

3^ INFEC Pneumonia/ 

PNEUMONIA 

2 20SEP2020 12/15 2 No O NA/TC R  

(04OCT2020) 

Y/N 

>55/ 

C4591001 

1071 

10711023 

3^ CARD Coronary artery disease/ 

WORSENING coronary 

artery disease 

1 23AUG2020 12/C 2 No O P/TCN/W N Y/N 

>55/ 

C4591001 

1071 

10711169 

3^ INJ&P Alcohol poisoning/ 

ACUTE ALCOHOL 

INTOXICATION 

1 02OCT2020 18/14 2 No O P/W R  

(15OCT2020) 

Y/N 

>55/ 

C4591001 

1072 

10721007 

3^ NERV Transient ischaemic 

attack/ 

Transient Ischaemic 

Attack 

1 04SEP2020 19/6 2 No O NA/TC/TCN R  

(09SEP2020) 

Y/N 

>55/ 

C4591001 

1079 

10791228 

3^ EYE Retinal artery occlusion/ 

Central Retinal Artery 

Occlusion 

2 29SEP2020 1/C 1 No O NA N Y/N 

>55/ 

C4591001 

1079 

10791246 

3^ NERV Cerebrovascular 

accident/ 

CVA 

2 22OCT2020 28/5 2 No O NA R  

(26OCT2020) 

Y/N 

>55/ 

C4591001 

1080 

10801013 

3^ MUSC Osteoarthritis/ 

Osteoarthritis of the knee 

2 26OCT2020 56/1 3 No O NA/TC/TCN R  

(26OCT2020) 

Y/N 

    GASTR Gastrointestinal disorder/ 

Bowel Problems 

2 31OCT2020 61/C 3 No O NA/TC/TCN N Y/N 
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

>55/ 

C4591001 

1080 

10801152 

3^ METAB Fluid retention/ 

Worsening of WATER 

RETENTION in lower 

extremities 

1 16SEP2020 13/3 3 No O NA/TC R  

(18SEP2020) 

Y/N 

    VASC Hypertension/ 

Worsening of 

HYPERTENSION 

1 16SEP2020 13/3 3 No O NA/TC R  

(18SEP2020) 

Y/N 

>55/ 

C4591001 

1081 

10811026 

3^ NEOPL Borderline serous tumour 

of ovary/ 

Serous borderline tumor 

of left ovary 

2 11OCT2020 40/6 3 No O NA/TC/TCN R  

(16OCT2020) 

Y/N 

>55/ 

C4591001 

1081 

10811110 

3^ INFEC Empyema/ 

loculated empyema 

2 11OCT2020 26/C 3 No O NA/TC RG Y/N 

      Pneumonia/ 

Right lower lobe 

pneumonia 

2 11OCT2020 26/C 3 No O NA/TC RG Y/N 

>55/ 

C4591001 

1082 

10821076 

3^ HEPAT Cholelithiasis/ 

cholelithiasis 

1 13AUG2020 7/3 3 No O NA/TCN R  

(15AUG2020) 

Y/N 

>55/ 

C4591001 

1082 

10821094 

3^ METAB Diabetes mellitus/ 

diabetes 

2 05NOV2020 66/C 1 No O NA/TC N Y/N 

>55/ 

C4591001 

1084 

10841219 

3^ REPRO Ovarian cyst/ 

Left ovarian cyst, benign 

tumor 

1 24AUG2020 8/27 2 No O NA/TC/TCN R  

(19SEP2020) 

Y/N 

      Uterine prolapse/ 

Prolapsed uterus 

1 24AUG2020 8/27 2 No O NA/TC/TCN R  

(19SEP2020) 

Y/N 

09
01

77
e1

95
9b

21
51

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
8 

(G
M

T
)

 

Page 2489

FDA-CBER-2021-5683-0128515



16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

>55/ 

C4591001 

1085 

10851216 

3^ INJ&P Lower limb fracture/ 

Left leg fracture of 

tibia/fibula 

2 17OCT2020 25/2 1 No O NA/TC/TCN R  

(18OCT2020) 

Y/N 

>55/ 

C4591001 

1087 

10871029 

3^ NERV Toxic encephalopathy/ 

Acute Toxic Metabolic 

Encephalopathy 

2 28OCT2020 64/9 3 No CD NA/TC R  

(05NOV2020) 

Y/N 

>55/ 

C4591001 

1087 

10871070 

3^ CARD Acute coronary 

syndrome/ 

ACUTE CORONARY 

SYNDROME 

2 08SEP2020 8/3 3 No O NA/TC/TCN R  

(10SEP2020) 

Y/N 

>55/ 

C4591001 

1087 

10871121 

3^ GASTR Gastrointestinal 

haemorrhage/ 

GI Bleed 

1 07SEP2020 20/3 3 No O P/TC/TCN/W R  

(09SEP2020) 

Y/N 

>55/ 

C4591001 

1087 

10871150 

3^ INFEC Pharyngitis 

streptococcal/ 

STREP THROAT 

1 01SEP2020 12/5 3 No O NA/TC R  

(05SEP2020) 

Y/N 

>55/ 

C4591001 

1087 

10871228 

3^ CARD Cardiac failure 

congestive/ 

Worsening of Chronic 

Congestive Heart Failure 

1 03SEP2020 9/6 3 No O P/TC/W R  

(08SEP2020) 

Y/N 

>55/ 

C4591001 

1089 

10891150 

3^ CARD Atrial fibrillation/ 

Chronic atrial fibrillation 

with RVR' 

2 04OCT2020 26/2 3 No O NA/TC/TCN R  

(05OCT2020) 

Y/N 

>55/ 

C4591001 

1090 

10901300 

3^ IMMUN Anaphylactic shock/ 

anaphylactic shock 

2 09OCT2020 19/1 4 No O NA/TC R  

(09OCT2020) 

Y/N 
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

>55/ 

C4591001 

1092 

10921015 

3^ CARD Atrial fibrillation/ 

Arrhythmia atrial 

fibrillation 

1 26AUG2020 8/2 2 No O NA/TC R  

(27AUG2020) 

Y/N 

>55/ 

C4591001 

1092 

10921123 

3^ GASTR Abdominal pain upper/ 

Epigastric Pain 

1 07OCT2020 37/2 3 No O NA/TC R  

(08OCT2020) 

Y/N 

>55/ 

C4591001 

1092 

10921187 

3^ CARD Cardiac failure 

congestive/ 

Congestive heart failure 

1 01OCT2020 17/3 2 No O NA/TC R  

(03OCT2020) 

Y/N 

>55/ 

C4591001 

1095 

10951101 

3^ RESP Pulmonary embolism/ 

Pulmonary Embolism 

2 30OCT2020 64/9 3 No O NA/TC R  

(07NOV2020) 

Y/N 

>55/ 

C4591001 

1095 

10951107 

3^ NERV Dizziness/ 

Dizziness, secondary to 

Clonidine reaction 

2 31AUG2020 5/3 2 No O NA R  

(02SEP2020) 

Y/N 

    CARD Tachyarrhythmia/ 

Suspected tachy-

arrythmia 

2 08SEP2020 13/15 3 No O NA/TC R  

(22SEP2020) 

Y/N 

>55/ 

C4591001 

1095 

10951180 

3^ NERV Dizziness/ 

Dizziness 

2 05NOV2020 45/2 1 No O NA R  

(06NOV2020) 

Y/N 

>55/ 

C4591001 

1095 

10951204 

3^ NEOPL Bladder cancer/ 

Bladder Cancer 

2 02NOV2020 43/C 3 No O NA N Y/N 
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

>55/ 

C4591001 

1095 

10951228 

3^ UNC SHORTNESS OF 

BREATH@@/ 

shortness of breath 

2 13NOV2020 51/C 2 No O NA/TC N Y/N 

>55/ 

C4591001 

1096 

10961044 

3^ INV Hepatic enzyme 

increased/ 

Elevated Liver Enzymes 

2 21SEP2020 12/C 3 No O NA N Y/N 

>55/ 

C4591001 

1097 

10971011 

3^ INFEC Pneumonia/ 

Pneumonia 

2 20SEP2020 12/16 3 No O NA/TC R  

(05OCT2020) 

Y/N 

>55/ 

C4591001 

1097 

10971017 

3^ NERV Encephalopathy/ 

Acute encephalopathy 

2 18OCT2020 34/C 3 No O NA/TC RG Y/N 

    SURG Hospitalisation/ 

Hospitalization not 

otherwise specified. 

2 13NOV2020 60/C 3 No O NA N Y/N 

>55/ 

C4591001 

1097 

10971025 

3^ CARD Acute myocardial 

infarction/ 

Non-STEMI 

2 15SEP2020 2/1 3 No O NA/TC/TCN R  

(15SEP2020) 

Y/N 

>55/ 

C4591001 

1097 

10971061 

3^ NERV Uraemic encephalopathy/ 

Uremic encephalopathy 

2 22OCT2020 36/4 3 No O NA/TC RS  

(25OCT2020) 

Y/N 

    RENAL Acute kidney injury/ 

Acute kidney injury 

2 22OCT2020 36/4 3 No CD NA/TC RS  

(25OCT2020) 

Y/N 

>55/ 

C4591001 

3^ INFEC Pneumonia/ 

Pneumonia 

2 07OCT2020 15/C 3 No O NA/TC/TCN RG Y/N 
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

1097 

10971084 

>55/ 

C4591001 

1098 

10981024 

3^ GENRL Chest pain/ 

ChestPain 

2 07OCT2020 14/3 1 No O NA/TC/TCN R  

(09OCT2020) 

Y/N 

    INFEC Pneumonia/ 

Community Acquired 

Pneumonia 

2 07OCT2020 14/3 1 No O NA R  

(09OCT2020) 

Y/N 

>55/ 

C4591001 

1107 

11071044 

3^ HEPAT Cholelithiasis/ 

CHOLELITHIASIS 

2 11SEP2020 17/5 3 No O NA/TC/TCN R  

(15SEP2020) 

Y/N 

>55/ 

C4591001 

1109 

11091111 

3^ INFEC Diverticulitis/ 

Diverticulitis flair-up 

2 08NOV2020 78/6 4 No O NA/TC R  

(13NOV2020) 

Y/N 

>55/ 

C4591001 

1109 

11091164 

3^ VASC Deep vein thrombosis/ 

Deep Vein Thrombosis 

2 07SEP2020 15/C 4 No O NA/TC RG Y/N 

>55/ 

C4591001 

1109 

11091276 

3^ INFEC Complicated 

appendicitis/ 

Acute appendicitis with 

necrosis 

2 30SEP2020 22/3 4 No O NA/TC/TCN R  

(02OCT2020) 

Y/N 

>55/ 

C4591001 

1109 

11091387 

3^ MUSC Osteoarthritis/ 

Worsening osteoarthritis 

of the right knee 

2 14OCT2020 23/2 4 No O NA/TC/TCN R  

(15OCT2020) 

Y/N 

>55/ 

C4591001 

3^ RESP Dyspnoea/ 

Shortness of breath 

2 06NOV2020 14/C 4 No O NA/TC RG Y/N 
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

1109 

11091558 

>55/ 

C4591001 

1110 

11101031 

3^ METAB Type 2 diabetes mellitus/ 

Diabetes Type 2 

2 12NOV2020 80/C 4 No O NA/TC/TCN RG Y/N 

>55/ 

C4591001 

1111 

11111095 

3^ PSYCH Mental disorder/ 

Undiagnosed Mental 

Disorder (not otherwise 

specified) 

2 25SEP2020 25/C 2 No O NA N Y/N 

>55/ 

C4591001 

1111 

11111109 

3^ INFEC Pyelonephritis/ 

Pyelonephritis 

2 28SEP2020 25/5 2 No O NA/TC R  

(02OCT2020) 

Y/N 

>55/ 

C4591001 

1114 

11141080 

3^ INFEC Staphylococcal infection/ 

MRSA infection Right 

Stump 

1 12SEP2020 20/27 2 No O NA/TC R  

(08OCT2020) 

Y/N 

>55/ 

C4591001 

1116 

11161045 

3^ BLOOD Thrombocytopenia/ 

Thrombocytopenia 

2 27OCT2020 40/16 1 No O NA R  

(11NOV2020) 

Y/N 

>55/ 

C4591001 

1118 

11181044 

3^ UNC BILATERAL 

PULMONARY 

EMBOLISM@@/ 

bilateral pulmonary 

embolism 

2 11NOV2020 65/C 3 No O NA/TC RG Y/N 

>55/ 

C4591001 

1118 

11181057 

3^ INFEC Diverticulitis/ 

Sigmoid diverticulitis 

1 04SEP2020 18/15 3 No O NA/TC R  

(18SEP2020) 

Y/N 
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

>55/ 

C4591001 

1118 

11181074 

3^ MUSC Musculoskeletal chest 

pain/ 

chest wall pain 

2 14SEP2020 4/51 2 No O NA/TC RS  

(03NOV2020) 

Y/N 

>55/ 

C4591001 

1127 

11271023 

3^ NEOPL Invasive ductal breast 

carcinoma/ 

Malignant invasive 

ductal carcinoma left 

breast 

2 05NOV2020 80/C 3 No O NA N Y/N 

>55/ 

C4591001 

1128 

11281014 

3^ INJ&P Skin laceration/ 

Facial Lacerations 

2 28AUG2020 2/24 2 No O NA/TCN R  

(20SEP2020) 

Y/N 

>55/ 

C4591001 

1129 

11291074 

3^ EAR Vertigo/ 

Worsened Vertigo 

1 21AUG2020 12/4 3 No O NA R  

(24AUG2020) 

Y/N 

    EYE Diplopia/ 

double vision 

1 21AUG2020 12/2 3 No O NA R  

(22AUG2020) 

Y/N 

>55/ 

C4591001 

1129 

11291138 

3^ INFEC Osteomyelitis/ 

osteomyelitis distal 

phalanx right 3rd toe 

1 31AUG2020 7/27 3 No O NA/TC R  

(26SEP2020) 

Y/N 

>55/ 

C4591001 

1131 

11311145 

3^ NERV Syncope/ 

Syncope 

1 08OCT2020 31/6 3 No O NA/TC R  

(13OCT2020) 

Y/N 

    VASC Orthostatic hypotension/ 

Hypotension, orthostatic 

1 18OCT2020 41/8 3 No O NA/TC R  

(25OCT2020) 

Y/N 

>55/ 

C4591001 

3^ CONG Heart disease congenital/ 

congenital heart anomaly 

2 02NOV2020 18/C 4 No O NA/TC N Y/N 
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

1131 

11311222 

>55/ 

C4591001 

1133 

11331006 

3^ PSYCH Bipolar disorder/ 

Worsening Bipolar 

Disorder 

2 24AUG2020 4/12 3 No O NA/TC/TCN R  

(04SEP2020) 

Y/N 

    INFEC Urinary tract infection/ 

Urinary tract infection 

2 05OCT2020 46/10 3 No O NA R  

(14OCT2020) 

Y/N 

>55/ 

C4591001 

1134 

11341058 

3^ GASTR Intestinal obstruction/ 

Intestinal Obstruction 

1 20AUG2020 9/15 3 No O NA/TCN R  

(03SEP2020) 

Y/N 

>55/ 

C4591001 

1134 

11341250 

3^ NEOPL Adrenal gland cancer/ 

ADRENAL 

ADENOCARCINOMA 

2 20OCT2020 27/C 4 No O NA/TC N Y/N 

>55/ 

C4591001 

1135 

11351143 

3^ HEPAT Cholecystitis acute/ 

acute cholecystitis 

2 14OCT2020 36/4 3 No O NA/TC/TCN R  

(17OCT2020) 

Y/N 

>55/ 

C4591001 

1140 

11401002 

2^ CARD Coronary artery 

dissection/ 

Spontaneous coronary 

artery dissection 

2 28AUG2020 12/1 4 No O NA R  

(28AUG2020) 

Y/N 

>55/ 

C4591001 

1140 

11401078 

3^ HEPAT Cholecystitis acute/ 

Acute Cholecystitis 

2 16SEP2020 20/15 4 No O NA/TC R  

(30SEP2020) 

Y/N 

>55/ 

C4591001 

1140 

11401244 

3^ GASTR Small intestinal 

obstruction/ 

Small Bowel Obstruction 

1 08SEP2020 7/13 3 No O NA R  

(20SEP2020) 

Y/N 
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

>55/ 

C4591001 

1142 

11421032 

3^ VASC Orthostatic hypotension/ 

Possible postural 

hypotension 

2 31AUG2020 4/1 4 No O NA/TC R  

(31AUG2020) 

Y/N 

>55/ 

C4591001 

1142 

11421044 

3^ GASTR Colitis/ 

Colitis 

2 05SEP2020 8/C 3 No O NA/TC RG Y/N 

>55/ 

C4591001 

1142 

11421247 

3^ CARD Ventricular arrhythmia/ 

Ventricular arrhythmias 

2 14OCT2020 1/8 3 Yes   NA/TC R  

(21OCT2020) 

Y/N 

>55/ 

C4591001 

1145 

11451056 

3^ CARD Tachycardia/ 

tachycardia 

2 07OCT2020 21/2 3 No O NA R  

(08OCT2020) 

Y/N 

>55/ 

C4591001 

1146 

11461161 

3^ RESP Interstitial lung disease/ 

Interstitial Pneumonitis 

1 09SEP2020 10/1 2 No O NA R  

(09SEP2020) 

Y/N 

>55/ 

C4591001 

1146 

11461264 

3^ RESP Pulmonary embolism/ 

Pulmonary Emboli 

2 08NOV2020 26/C 2 No O NA/TC N Y/N 

>55/ 

C4591001 

1147 

11471239 

3^ REPRO Ovarian mass/ 

Ovarian Mass 

1 21SEP2020 12/C 2 No O NA/TCN RG Y/N 

>55/ 

C4591001 

1149 

11491313 

3^ RESP Cough/ 

severe cough 

2 01NOV2020 18/C 3 No O NA RG Y/N 
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

>55/ 

C4591001 

1152 

11521095 

3^ PSYCH Bipolar disorder/ 

worsening of bipolar 

disorder 

2 29OCT2020 50/9 3 No O NA/TC R  

(06NOV2020) 

Y/N 

>55/ 

C4591001 

1152 

11521260 

3^ NEOPL Malignant melanoma/ 

melanoma left shoulder 

1 04SEP2020 5/35 3 No O NA/TC/TCN R  

(08OCT2020) 

Y/N 

>55/ 

C4591001 

1152 

11521497 

3^ NERV Syncope/ 

vasovagal syncope 

1 26OCT2020 20/ 3 No O P/TC/TCN UNK Y/N 

>55/ 

C4591001 

1156 

11561001 

3^ INJ&P Facial bones fracture/ 

FRACTURE OF ROOF 

OF RIGHT ORBITAL 

(GRADE 3) 

2 06OCT2020 29/C 3 No O NA/TC N Y/N 

      Traumatic intracranial 

haemorrhage/ 

TRAUMATIC 

INTRACRANIAL 

HEMORRHAGE 

2 06OCT2020 29/C 3 No O NA/TC RG Y/N 

    NERV Subarachnoid 

haemorrhage/ 

SUBARACHNOID 

HEMORRHAGE 

2 06OCT2020 29/12 4 No O NA/TC R  

(17OCT2020) 

Y/N 

>55/ 

C4591001 

1157 

11571134 

3^ NERV Transient ischaemic 

attack/ 

Suspected Transient 

Ischemic Attack 

2 27OCT2020 34/2 3 No O NA/TC R  

(28OCT2020) 

Y/N 

>55/ 

C4591001 

3^ INV SARS-CoV-2 test 

positive/ 

SARS-COV-2 Positive 

2 10NOV2020 7/C 3 No O NA N Y/N 
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

1161 

11611029 

    INFEC Pneumonia/ 

pneumonia 

2 11NOV2020 8/C 3 No O NA N Y/N 

>55/ 

C4591001 

1162 

11621059 

3^ INFEC Pneumonia/ 

pneumonia 

2 03SEP2020 2/11 3 No O NA/TC RS  

(13SEP2020) 

Y/N 

>55/ 

C4591001 

1162 

11621327 

3^ VASC Arteriosclerosis/ 

Atherosclerotic Disease 

1 13SEP2020 4/1 4 No O NA/W F  

(13SEP2020) 

Y/N 

>55/ 

C4591001 

1167 

11671085 

3^ CARD Angina unstable/ 

Unstable Angina Pectoris 

2 20OCT2020 34/1 2 No O NA/TC/TCN R  

(20OCT2020) 

Y/N 

>55/ 

C4591001 

1170 

11701217 

3^ BLOOD Neutropenia/ 

Neutropenia 

2 01OCT2020 3/C 3 No O NA/TC/TCN RG Y/N 

      Thrombocytopenia/ 

Thrombocytopenia 

2 01OCT2020 3/C 2 No O NA RG Y/N 

    INFEC Cellulitis/ 

Cellulitis of left lower 

leg 

2 01OCT2020 3/C 3 No O NA/TC/TCN RG Y/N 

>55/ 

C4591001 

1174 

11741042 

3^ RENAL Nephrolithiasis/ 

nephrolithiasis 

1 02OCT2020 17/5 3 No O NA/TC/TCN R  

(06OCT2020) 

Y/N 
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

>55/ 

C4591001 

1178 

11781015 

3^ NERV Transient global 

amnesia/ 

transient global amnesia 

2 10OCT2020 26/1 3 No O NA R  

(10OCT2020) 

Y/N 

>55/ 

C4591001 

1178 

11781025 

3^ RENAL Nephrolithiasis/ 

kidney stones 

2 19SEP2020 4/5 3 No O NA/TC R  

(23SEP2020) 

Y/N 

    INFEC Pyelonephritis/ 

Pyelonephritis 

2 03OCT2020 18/28 2 No O NA/TC R  

(30OCT2020) 

Y/N 

>55/ 

C4591001 

1178 

11781048 

3^ GASTR Salivary gland calculus/ 

salivary gland stone 

1 20SEP2020 21/C 2 No O NA/TC RG Y/N 

>55/ 

C4591001 

1178 

11781138 

3^ CARD Myocardial infarction/ 

Myocardial infarction 

2 08OCT2020 10/12 3 No O NA R  

(19OCT2020) 

Y/N 

>55/ 

C4591001 

1178 

11781167 

3^ HEPAT Cholecystitis/ 

cholecystitis 

2 09OCT2020 5/4 3 No O NA/TC/TCN R  

(12OCT2020) 

Y/N 

>55/ 

C4591001 

1223 

12231097 

3^ GENRL Asthenia/ 

Generalized Weakness 

2 12NOV2020 49/C 3 No O NA/TC N Y/N 

>55/ 

C4591001 

1223 

12231159 

3^ GASTR Pancreatic mass/ 

Mass at Pancreatic Head 

2 05NOV2020 36/C 3 No O NA/TC/TCN N Y/N 09
01
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

>55/ 

C4591001 

1223 

12231182 

3^ INFEC Diverticulitis/ 

progression of 

diverticulitis 

1 29SEP2020 14/C 3 No O NA/TC RG Y/N 

    INFEC Abscess intestinal/ 

Pericolonic Abscess 

2 13OCT2020 5/C 4 No O NA/TC/TCN N Y/N 

>55/ 

C4591001 

1230 

12301025 

3^ NEOPL Penile neoplasm/ 

Penile Intra Epithelial 

Neoplasia 

2 06NOV2020 22/C 3 No O NA N Y/N 

>55/ 

C4591001 

1231 

12311579 

3^ GASTR Gastritis/ 

Acute gastritis 

2 17OCT2020 41/18 3 No O NA/TC/TCN R  

(03NOV2020) 

Y/N 

>55/ 

C4591001 

1231 

12311946 

3^ NERV Syncope/ 

Syncope 

2 11SEP2020 4/2 3 No O NA/TC R  

(12SEP2020) 

Y/N 

>55/ 

C4591001 

1231 

12313621 

3^ RESP Pulmonary mass/ 

Right pulmonary nodule 

2 24SEP2020 10/C 3 No O NA/TCN UNK Y/N 

>55/ 

C4591001 

1231 

12313674 

3^ RESP Pneumonitis/ 

Non-specific 

Pneumonitis 

2 29SEP2020 17/C 2 No O NA RG Y/N 

>55/ 

C4591001 

1231 

12313783 

3^ MUSC Intervertebral disc 

protrusion/ 

Worsening lumbar disc 

herniation 

1 10SEP2020 18/64 3 No O NA/TC/TCN R  

(12NOV2020) 

Y/N 

>55/ 

C4591001 

3^ NERV Haemorrhagic stroke/ 

Hemorrhagic stroke 

2 27SEP2020 15/2 4 No O NA/TC/W F  

(28SEP2020) 

Y/N 
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

1231 

12313972 

>55/ 

C4591001 

1231 

12314001 

3^ CARD Acute coronary 

syndrome/ 

Acute coronary 

syndrome 

2 08NOV2020 55/C 3 No O NA/TC/TCN RG Y/N 

>55/ 

C4591001 

1231 

12314035 

3^ CARD Angina pectoris/ 

Angina Pectoris 

2 20SEP2020 7/5 3 No O NA/TC/TCN R  

(24SEP2020) 

Y/N 

>55/ 

C4591001 

1231 

12314216 

3^ INFEC Appendicitis/ 

Acute Appendicitis 

1 05SEP2020 11/5 3 No O NA/TC/TCN R  

(09SEP2020) 

Y/N 

>55/ 

C4591001 

1231 

12314898 

3^ INFEC Pneumonia/ 

community acquired 

pneumonia 

2 03OCT2020 18/13 3 No O NA/TC/TCN R  

(15OCT2020) 

Y/N 

>55/ 

C4591001 

1231 

12315632 

3^ INFEC Suspected COVID-19/ 

Probable COVID-19 

illnes 

2 17OCT2020 29/C 4 No O NA/TC N Y/N 

>55/ 

C4591001 

1231 

12315653 

3^ NERV Ischaemic stroke/ 

Ischemic stroke 

2 12OCT2020 24/5 2 No O NA/TC R  

(16OCT2020) 

Y/N 

>55/ 

C4591001 

1241 

12411643 

3^ HEPAT Cholecystitis/ 

Acute cholecystitis with 

cholelithiasis 

2 24OCT2020 31/5 3 No O NA/TC R  

(28OCT2020) 

Y/N 09
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

>55/ 

C4591001 

1241 

12411825 

3^ INFEC Pyelonephritis acute/ 

ACUTE 

PYELINEPHRITIS 

2 02NOV2020 26/C 2 No O NA/TC RG Y/N 

>55/ 

C4591001 

1246 

12461035 

3^ GENRL Chest pain/ 

Chest pain 

2 10NOV2020 22/3 3 No O NA/TCN R  

(12NOV2020) 

Y/N 

>55/ 

C4591001 

1247 

12471135 

3^ NERV Cerebral infarction/ 

Left Middle Cerebral 

Artery Infarct 

1 21OCT2020 22/C 3 No O P/TC/TCN N Y/N 

>55/ 

C4591001 

1248 

12481120 

3^ NERV Cerebrovascular 

accident/ 

Mild Stroke 

1 23SEP2020 13/C 3 No O NA RG Y/N 

>55/ 

C4591001 

1248 

12481163 

3^ INFEC Brain abscess/ 

Brain abscess 

2 10OCT2020 6/C 4 No O NA/TCN RG Y/N 

>55/ 

C4591001 

1251 

12511050 

3^ VASC Hypertension/ 

exacerbation of 

hypertension 

1 04SEP2020 11/C 3 No O NA RG Y/N 

>55/ 

C4591001 

1260 

12601037 

3^ GASTR Small intestinal 

obstruction/ 

small bowel obstruction 

2 29OCT2020 38/8 3 No O NA/TC/TCN R  

(05NOV2020) 

Y/N 

>55/ 

C4591001 

1260 

12601069 

3^ INFEC Appendicitis/ 

acute appendicitis 

2 05OCT2020 12/3 2 No O NA/TC/TCN R  

(07OCT2020) 

Y/N 
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

>55/ 

C4591001 

1270 

12701057 

3^ RESP Pulmonary embolism/ 

Pulmonary embolism 

1 23SEP2020 21/C 3 No O P/TC RG Y/N 

16-55/ 

C4591001 

1084 

10841480 

3 CARD Acute myocardial 

infarction/ 

ST-segment elevated 

MYOCARDIAL 

INFARCTION 

1 26OCT2020 13/1 2 No O NA/TC R  

(26OCT2020) 

Y/N 

16-55/ 

C4591001 

1140 

11401306 

3 NERV Amnesia/ 

short term memory loss 

1 07NOV2020 17/4 1 No O P/TC/TCN R  

(10NOV2020) 

Y/N 

      Paraparesis/ 

working diagnosis was 

spastic paraparesis 

1 07NOV2020 17/C 3 No O P/TC/TCN RG Y/N 

16-55/ 

C4591001 

1195 

11951023 

3 MUSC Intervertebral disc 

protrusion/ 

herniated disc cervical 

vertebra 

2 11NOV2020 8/C 1 No O NA RG Y/N 

16-55/ 

C4591001 

1221 

12211007 

3 INFEC Meningitis bacterial/ 

Meningitis Bacterial 

1 10NOV2020 26/C 3 No O NA/TC N Y/N 

18-55/ 

C4591001 

1003 

10031065 

1 NERV Neuritis/ 

neuritis right arm 

2 29JUL2020 15/C 3 No O NA N Y/N 

>55/ 

C4591001 

1005 

10051293 

3 CARD Cardiac arrest/ 

CARDIAC ARREST 

1 08NOV2020 21/1 4 No O NA/TC R  

(08NOV2020) 

Y/N 
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

    INJ&P Overdose/ 

Overdose 

1 08NOV2020 21/1 4 No O NA R  

(08NOV2020) 

Y/N 

    RESP Acute respiratory failure/ 

Acute Respiratory 

Failure 

1 08NOV2020 21/C 4 No O NA RG Y/N 

>55/ 

C4591001 

1007 

10071347 

3 CARD Atrial fibrillation/ 

atrial fibrillation 

1 25OCT2020 11/2 3 No O NA/TC R  

(26OCT2020) 

Y/N 

>55/ 

C4591001 

1008 

10081603 

3 INFEC Cellulitis/ 

CELLULITIS UPPER 

BACK 

1 26OCT2020 13/8 3 No O NA/TC R  

(02NOV2020) 

Y/N 

      Sepsis/ 

SEPSIS 

1 26OCT2020 13/8 3 No O NA/TC R  

(02NOV2020) 

Y/N 

>55/ 

C4591001 

1057 

10571327 

3 INFEC Peritonsillar abscess/ 

PENTONSILLAR 

ABSESS 

1 22OCT2020 7/C 3 No O NA/TC/TCN N Y/N 

>55/ 

C4591001 

1066 

10661350 

3 CARD Myocardial infarction/ 

myocardial infarction 

1 03NOV2020 16/1 4 No O P/W F  

(03NOV2020) 

Y/N 

>55/ 

C4591001 

1111 

11111193 

3 GASTR Pancreatitis acute/ 

Acute Pancreatitis 

1 19OCT2020 5/3 3 No O NA/TC R  

(21OCT2020) 

Y/N 

>55/ 

C4591001 

1226 

12262240 

3 INJ&P Femur fracture/ 

Fracture of the right 

femur 

1 24OCT2020 9/6 3 No O NA/TCN R  

(29OCT2020) 

Y/N 
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16.2.7.5.4 Listing of Serious Adverse Events – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

>55/ 

C4591001 

1241 

12412191 

3 PSYCH Disorientation/ 

Disorientation to clarify 

2 09NOV2020 4/4 3 No O NA/TC R  

(12NOV2020) 

Y/N 

  

Abbreviations: C = continuing; Dur = duration; Imm = immediate. Refer to the AE legend page (Listing 16.2.7.1) for additional definitions. 

Note: MedDRA (v23.1) coding dictionary applied. 

Note: Preferred terms with @@ denote uncoded terms. 

Note: Data for subjects randomized on or after 10OCT2020 are included to comprehensively show all data reported but are subject to change with 

additional follow-up. 

Note: ^ = Phase 2/3 38000 subject. 

a.     Relative Day (Rel Day) = date of AE - date of last vaccination + 1. For an AE that occurred before the date of the first study vaccination, + 1 was not 

added to compute relative day. 

b.     Duration (days) was calculated as the difference from the start of the first reported event to resolution of the last reported event, inclusive. 

c.     Vaccine related (Vax Rel): Relationship to investigational vaccine as assessed by the investigator. 

PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:48) Source Data: adae Table Generation: 18NOV2020 (06:01)  

(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: ./nda2_unblinded/C4591001_IA_P3_2MPD2/adae_l002_sae_all_p3  
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16.2.7.6.1 Listing of Adverse Events Leading to Discontinuation From Study – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred 

Term/ 

AE 

Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End 

Date) 

SAE/ 

Imm 

(Yes/No) 

  

No subject meets 

the reporting 

criteria. 

                          

  

Abbreviations: C = continuing; Dur = duration; Imm = immediate. Refer to the AE legend page (Listing 16.2.7.1) for additional definitions. 

Note: MedDRA (v23.0) coding dictionary applied. 

a.     Relative Day (Rel Day) = date of AE - date of last vaccination + 1. For an AE that occurred before the date of the first study vaccination, + 1 was not 

added to compute relative day. 

b.     Duration (days) was calculated as the difference from the start of the first reported event to resolution of the last reported event, inclusive. 

c.     Vaccine related (Vax Rel): Relationship to investigational vaccine as assessed by the investigator. 

PFIZER CONFIDENTIAL SDTM Creation: 28AUG2020 (16:26) Source Data: adae Table Generation: 29AUG2020 (09:41)  

(Cutoff Date: 24AUG2020, Snapshot Date: 28AUG2020) Output File: (CDISC)/C4591001_IA_P1/adae_l002_disc_p1  
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16.2.7.6.1.1 Listing of Adverse Events Leading to Discontinuation Before Dose 2 – Phase 1 – BNT162b1 (100 μg) 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as 

Administered)/  

Subject 

System 

Organ 

Class 

Preferred 

Term/ 

AE 

Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End 

Date) 

SAE/ 

Imm 

(Yes/No) 

  

No subject meets 

the reporting 

criteria. 

                          

  

Abbreviations: C = continuing; Dur = duration; Imm = immediate. Refer to the AE legend page (Listing 16.2.7.1) for additional definitions. 

Note: MedDRA (v23.0) coding dictionary applied. 

a.     Relative Day (Rel Day) = date of AE - date of last vaccination + 1. For an AE that occurred before the date of the first study vaccination, + 1 was not 

added to compute relative day. 

b.     Duration (days) was calculated as the difference from the start of the first reported event to resolution of the last reported event, inclusive. 

c.     Vaccine related (Vax Rel): Relationship to investigational vaccine as assessed by the investigator. 

PFIZER CONFIDENTIAL SDTM Creation: 28AUG2020 (16:26) Source Data: adae Table Generation: 21SEP2020 (10:01)  

(Cutoff Date: 24AUG2020, Snapshot Date: 28AUG2020) Output File: ./nda3/C4591001_IA_P1_100/adae_l002_disc_100_p1  
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16.2.7.6.2 Listing of Adverse Events Leading to Discontinuation – Phase 2 

Age Group 

(Years)/  

Subject 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End 

Date) 

SAE/ 

Imm 

(Yes/No) 

  

18-55/ 

C4591001 

1079 

10791004 

NEOPL Adenocarcinoma gastric/ 

INFILTRATING, POORLY 

DIFFERENTIATED 

ADENOCARCINOMA - STOMACH 

1 20AUG2020 23/C 3 No O: n/a P/W N Y/N 

  

Abbreviations: C = continuing; Dur = duration; Imm = immediate. Refer to the AE legend page (Listing 16.2.7.1) for additional definitions. 

Note: MedDRA (v23.0) coding dictionary applied. 

a.     Relative Day (Rel Day) = date of AE - date of last vaccination + 1. For an AE that occurred before the date of the first study vaccination, + 1 was not 

added to compute relative day. 

b.     Duration (days) was calculated as the difference from the start of the first reported event to resolution of the last reported event, inclusive. 

c.     Vaccine related (Vax Rel): Relationship to investigational vaccine as assessed by the investigator. 

PFIZER CONFIDENTIAL SDTM Creation: 05SEP2020 (13:08) Source Data: adae Table Generation: 10SEP2020 (21:41)  

(Cutoff Date: 02SEP2020, Snapshot Date: 04SEP2020) Output File: ./nda2_unblinded/C4591001_IA_P2/adae_l002_disc_p2  
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16.2.7.6.4 Listing of Adverse Events Leading to Discontinuation – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

16-55/ 

C4591001 

1012 

10121163 

3^ GENRL Injection site dermatitis/ 

LEFT UPPER ARM 

DERMATITIS AT 

INJECTION SITE 

1 11SEP2020 3/C 2 Yes   P/W RG N/N 

16-55/ 

C4591001 

1015 

10151134 

3^ EAR Vertigo/ 

Worsening and 

continuing episode of 

Veritgo 

1 28AUG2020 2/C 2 Yes   P RG N/N 

16-55/ 

C4591001 

1016 

10161087 

3^ GENRL Injection site swelling/ 

injection site swelling 

1 10AUG2020 1/10 3 Yes   P/TC R  

(19AUG2020) 

N/N 

16-55/ 

C4591001 

1027 

10271105 

3^ IMMUN Allergy to vaccine/ 

Allergic Reaction to 

Study Vaccine 

1 29AUG2020 2/14 2 Yes   P/TC R  

(11SEP2020) 

N/N 

16-55/ 

C4591001 

1055 

10551145 

3^ GASTR Dysphagia/ 

Dysphagia 

1 AUG2020 1/C 1 No O P N N/N 

16-55/ 

C4591001 

1079 

10791004 

2^ NEOPL Adenocarcinoma gastric/ 

INFILTRATING, 

POORLY 

DIFFERENTIATED 

ADENOCARCINOMA - 

STOMACH 

1 20AUG2020 23/C 3 No O P/W N Y/N 

16-55/ 

C4591001 

1081 

10811194 

3^ GENRL Death/ 

Death 

2 01NOV2020 34/1 4 No O NA/W F  

(01NOV2020) 

Y/N 

16-55/ 

C4591001 

3^ CARD Atrial fibrillation/ 

Paroxysmal Atrial 

1 23AUG2020 20/17 3 No O P/TC/TCN R  

(08SEP2020) 

Y/N 
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16.2.7.6.4 Listing of Adverse Events Leading to Discontinuation – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

1083 

10831029 

fibrillation with rapid 

ventricular response 

16-55/ 

C4591001 

1083 

10831060 

3^ GASTR Diverticular perforation/ 

Ruptured diverticulum 

1 14AUG2020 9/11 4 No O P/TC/TCN R  

(24AUG2020) 

Y/N 

16-55/ 

C4591001 

1093 

10931058 

3^ INJ&P Exposure during 

pregnancy/ 

EXPOSURE DURING 

PREGNANCY 

1 28AUG2020 4/C 
 

No O P UNK N/N 

16-55/ 

C4591001 

1095 

10951141 

3^ SKIN Diabetic foot/ 

Diabetic Foot Ulcer R 

Foot 

1 14SEP2020 20/C 1 No O NA/TCN/W N N/N 

16-55/ 

C4591001 

1095 

10951173 

3^ CARD Acute myocardial 

infarction/ 

STEMI: ST elevation 

Myocardial Infarction 

1 05SEP2020 8/5 4 No O P/TC/TCN R  

(09SEP2020) 

Y/N 

16-55/ 

C4591001 

1096 

10961031 

3^ INJ&P Exposure during 

pregnancy/ 

EXPOSURE DURING 

PREGNANCY 

1 14AUG2020 1/40 
 

No O P R  

(22SEP2020) 

N/N 

16-55/ 

C4591001 

1117 

11171186 

3^ PSYCH Suicide attempt/ 

SUICIDAL IDEATION 

WITH ATTEMPT 

1 19OCT2020 14/8 3 No O NA/TC/TCN/W R  

(26OCT2020) 

Y/N 

16-55/ 

C4591001 

1122 

11221026 

3^ GASTR Vomiting/ 

vomiting* 

 
11SEP2020 /1 1 No O NA/W R  

(11SEP2020) 

N/N 

    NERV Presyncope/ 

pre-syncope* 

 
11SEP2020 /1 1 No O NA/W R  

(11SEP2020) 

N/N 
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16.2.7.6.4 Listing of Adverse Events Leading to Discontinuation – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

16-55/ 

C4591001 

1127 

11271022 

3^ PSYCH Schizophrenia/ 

Schizophrenia 

1 22AUG2020 24/C 1 No O P/TC N N/N 

16-55/ 

C4591001 

1133 

11331170 

3^ VASC Hypertension/ 

Worsening of 

Hypertension 

1 04SEP2020 22/C 2 No O P/TC N N/N 

16-55/ 

C4591001 

1134 

11341153 

3^ EYE Eye pain/ 

right eye pain 

1 25AUG2020 2/28 2 Yes   P R  

(21SEP2020) 

N/N 

    GASTR Abdominal discomfort/ 

upset stomach 

1 25AUG2020 2/28 2 Yes   P/TC R  

(21SEP2020) 

N/N 

      Diarrhoea/ 

diarrhea 

1 25AUG2020 2/1 1 Yes   P R  

(25AUG2020) 

N/N 

      Diarrhoea/ 

loose stools 

1 25AUG2020 2/28 2 Yes   P R  

(21SEP2020) 

N/N 

    GENRL Fatigue/ 

fatigue 

1 25AUG2020 2/28 2 Yes   P R  

(21SEP2020) 

N/N 

    MUSC Muscular weakness/ 

muscle weakness 

1 25AUG2020 2/28 2 Yes   P R  

(21SEP2020) 

N/N 

    NERV Headache/ 

headache 

1 25AUG2020 2/1 1 Yes   P R  

(25AUG2020) 

N/N 

        1 25AUG2020 2/1 2 Yes   P/TC R  

(25AUG2020) 

N/N 

16-55/ 

C4591001 

1134 

11341174 

3^ GENRL Injection site pain/ 

PAIN AT INJECTION 

SITE 

1 26AUG2020 1/5 3 Yes   P R  

(30AUG2020) 

N/N 
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16.2.7.6.4 Listing of Adverse Events Leading to Discontinuation – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

    NERV Headache/ 

WORSENING 

HEADACHE 

1 27AUG2020 2/8 2 Yes   P/TC R  

(03SEP2020) 

N/N 

    MUSC Pain in extremity/ 

ARM PAIN (LEFT) 

1 28AUG2020 3/6 3 Yes   P/TC R  

(02SEP2020) 

N/N 

16-55/ 

C4591001 

1152 

11521085 

3^ GENRL Unevaluable event/ 

Unknown of Unknown 

Origin 

1 26AUG2020 8/1 4 No O P/W F  

(26AUG2020) 

Y/N 

16-55/ 

C4591001 

1156 

11561015 

3^ INJ&P Exposure during 

pregnancy/ 

EXPOSURE DURING 

PREGNANCY* 

 
21AUG2020 1/C 

 
No O P UNK N/N 

16-55/ 

C4591001 

1163 

11631059 

3^ UNC UPPER BODYRASH 

DUE TO 

VACCINE@@/ 

UPPER BODYRASH 

DUE TO VACCINE 

1 08AUG2020 2/18 2 Yes   P/TC R  

(25AUG2020) 

N/N 

16-55/ 

C4591001 

1166 

11661047 

3^ NERV Dizziness/ 

Dizziness 

1 31AUG2020 1/1 1 Yes   P R  

(31AUG2020) 

N/N 

16-55/ 

C4591001 

1178 

11781107 

3^ BLOOD Lymphadenopathy/ 

right axilla 

lymphadenopathy 

1 16SEP2020 13/C 2 Yes   P/TC N Y/N 

16-55/ 

C4591001 

1224 

12241065 

3^ INV Heart rate irregular/ 

Irregular Heart Rate 

1 24AUG2020 1/18 2 Yes   P/W R  

(10SEP2020) 

N/N 

16-55/ 

C4591001 

3^ MUSC Myalgia/ 

Muscle pain (shoulders 

1 18AUG2020 8/C 2 Yes   P/TC RG N/N 
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16.2.7.6.4 Listing of Adverse Events Leading to Discontinuation – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

1226 

12261072 

and neck, on the right 

body side) 

16-55/ 

C4591001 

1230 

12301045 

3^† INJ&P Exposure during 

pregnancy/ 

Exposure during 

Pregnancy 

1 20OCT2020 22/C 
 

No O P UNK N/N 

16-55/ 

C4591001 

1231 

12311409 

3^ GASTR Vomiting/ 

vomits* 

 
15AUG2020 /1 1 No O P/TCN/W R  

(15AUG2020) 

N/N 

    NERV Syncope/ 

Syncope* 

 
15AUG2020 /1 2 No O P/TCN/W R  

(15AUG2020) 

N/N 

16-55/ 

C4591001 

1231 

12311926 

3^ NERV Syncope/ 

Syncope* 

 
18AUG2020 /1 2 No O NA/W R  

(18AUG2020) 

N/N 

16-55/ 

C4591001 

1231 

12312577 

3^ NEOPL Metastases to central 

nervous system/ 

Brain metastasis 

1 28AUG2020 9/C 1 No O P/TC N Y/N 

16-55/ 

C4591001 

1231 

12312982 

3^ PSYCH Anxiety/ 

severe anxiety 

2 23SEP2020 15/22 3 No O NA/W R  

(14OCT2020) 

N/N 

16-55/ 

C4591001 

1231 

12315429 

3^ GENRL Injection site pain/ 

pain at injection site 

1 30AUG2020 1/18 2 Yes   P/TC/W R  

(16SEP2020) 

N/Y 

16-55/ 

C4591001 

1231 

12315441 

3^ PSYCH Depression/ 

depressive syndrome 

1 10SEP2020 12/C 3 No O P/TC RG N/N 
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16.2.7.6.4 Listing of Adverse Events Leading to Discontinuation – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

16-55/ 

C4591001 

1232 

12321213 

3^ INJ&P Exposure during 

pregnancy/ 

Exposure during 

pregnancy 

1 01OCT2020 23/C 
 

No O P UNK N/N 

16-55/ 

C4591001 

1232 

12321293 

3^ INJ&P Exposure during 

pregnancy/ 

Exposure During 

Pregnancy 

1 22OCT2020 22/C 
 

No O P RG N/N 

16-55/ 

C4591001 

1241 

12411279 

3^ INJ&P Exposure during 

pregnancy/ 

Exposure during 

pregnancy 

1 10SEP2020 23/35 
 

No O P R  

(14OCT2020) 

N/N 

16-55/ 

C4591001 

1241 

12411766 

3^ INJ&P Maternal exposure 

during pregnancy/ 

Maternal exposure 

during pregnancy 

1 09OCT2020 24/C 
 

No O P UNK N/N 

16-55/ 

C4591001 

1246 

12461025 

3^ SKIN Urticaria/ 

Intermittent urticaria 

generalised. 

1 07OCT2020 10/27 2 Yes   P/TC R  

(02NOV2020) 

N/N 

16-55/ 

C4591001 

1247 

12471121 

3^ INJ&P Flail chest/ 

Flail Chest 

2 30OCT2020 10/15 3 No O NA/TC/TCN/W R  

(13NOV2020) 

Y/N 

16-55/ 

C4591001 

1248 

12481218 

3^ NERV Syncope/ 

vasovagal syncope* 

 
20SEP2020 /1 2 No O NA/W R  

(20SEP2020) 

N/N 

16-55/ 

C4591001 

1254 

12541142 

3^ INJ&P Maternal exposure 

during pregnancy/ 

Maternal Exposure 

During Pregnancy 

1 12SEP2020 1/C 
 

No O P UNK N/Y 
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16.2.7.6.4 Listing of Adverse Events Leading to Discontinuation – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

16-55/ 

C4591001 

4444 

44441979 

3^ INJ&P Exposure during 

pregnancy/ 

EXPOSURE DURING 

PREGNANCY* 

 
05SEP2020 -20/C 

 
No O P UNK N/N 

>55/ 

C4591001 

1005 

10051214 

3^ GENRL Facial pain/ 

FACIAL 

TENDERNESS 

1 06SEP2020 4/11 2 No O P/TC R  

(16SEP2020) 

N/N 

      Swelling face/ 

FACIAL SWELLING 

1 06SEP2020 4/11 2 No O P/TC R  

(16SEP2020) 

N/N 

>55/ 

C4591001 

1006 

10061020 

3^ CARD Coronary artery 

occlusion/ 

CORONARY ARTERY 

OCCLUSION 

1 25AUG2020 14/3 4 No O P/TC/TCN/W R  

(27AUG2020) 

Y/N 

>55/ 

C4591001 

1007 

10071101 

2^ CARD Cardiac arrest/ 

Cardiac Arrest 

2 18OCT2020 60/4 4 No O NA/W F  

(21OCT2020) 

Y/N 

>55/ 

C4591001 

1011 

10111181 

3^ GASTR Paraesthesia oral/ 

Tingling around the 

mouth 

1 08OCT2020 1/1 1 Yes   P R  

(08OCT2020) 

N/N 

>55/ 

C4591001 

1037 

10371252 

3^ UNC FATIGUE@@/ 

FATIGUE 

2 14OCT2020 2/2 1 Yes   P R  

(15OCT2020) 

N/N 

>55/ 

C4591001 

1054 

10541186 

3^ GASTR Nausea/ 

nausea 

1 23SEP2020 1/1 1 Yes   P R  

(23SEP2020) 

N/Y 

    NERV Dizziness/ 

lightheadedness 

1 23SEP2020 1/1 1 Yes   P R  

(23SEP2020) 

N/Y 
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16.2.7.6.4 Listing of Adverse Events Leading to Discontinuation – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

>55/ 

C4591001 

1071 

10711023 

3^ CARD Coronary artery disease/ 

WORSENING coronary 

artery disease 

1 23AUG2020 12/C 2 No O P/TCN/W N Y/N 

>55/ 

C4591001 

1071 

10711169 

3^ INJ&P Alcohol poisoning/ 

ACUTE ALCOHOL 

INTOXICATION 

1 02OCT2020 18/14 2 No O P/W R  

(15OCT2020) 

Y/N 

>55/ 

C4591001 

1087 

10871121 

3^ GASTR Gastrointestinal 

haemorrhage/ 

GI Bleed 

1 07SEP2020 20/3 3 No O P/TC/TCN/W R  

(09SEP2020) 

Y/N 

>55/ 

C4591001 

1087 

10871228 

3^ CARD Cardiac failure 

congestive/ 

Worsening of Chronic 

Congestive Heart Failure 

1 03SEP2020 9/6 3 No O P/TC/W R  

(08SEP2020) 

Y/N 

>55/ 

C4591001 

1090 

10901415 

3^ NERV Headache/ 

Headache 

1 30SEP2020 14/21 2 No O P/TC R  

(20OCT2020) 

N/N 

>55/ 

C4591001 

1109 

11091503 

3^ GASTR Abdominal pain upper/ 

ABDOMINAL PAIN 

RUQ 

1 SEP2020 1/ 3 No O P R  

(30SEP2020) 

N/N 

>55/ 

C4591001 

1112 

11121118 

3^ CARD Tachycardia/ 

Tachycardia 

1 12AUG2020 2/1 3 Yes   P/TC R  

(12AUG2020) 

N/N 

>55/ 

C4591001 

1112 

11121255 

3^ GENRL Chills/ 

Chills 

1 06OCT2020 1/2 2 Yes   P/TC R  

(07OCT2020) 

N/N 
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16.2.7.6.4 Listing of Adverse Events Leading to Discontinuation – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

      Pyrexia/ 

Fever 

1 06OCT2020 1/2 2 Yes   P/TC R  

(07OCT2020) 

N/N 

    NERV Headache/ 

Headaches 

1 06OCT2020 1/2 3 Yes   P/TC R  

(07OCT2020) 

N/N 

>55/ 

C4591001 

1120 

11201127 

3^ GASTR Diarrhoea/ 

Diarrhea 

1 12AUG2020 2/3 3 Yes   P/TC/W R  

(14AUG2020) 

N/N 

>55/ 

C4591001 

1140 

11401035 

3^ SKIN Urticaria/ 

urticaria 

1 13AUG2020 10/1 2 No O P/TC/W R  

(13AUG2020) 

N/N 

>55/ 

C4591001 

1142 

11421111 

3^ GASTR Abdominal pain/ 

Abdominal Pain 

1 26AUG2020 10/41 2 Yes   P R  

(05OCT2020) 

N/N 

    SKIN Night sweats/ 

Night sweats 

1 29AUG2020 13/C 3 Yes   P RG N/N 

>55/ 

C4591001 

1145 

11451076 

3^ NERV Parkinsonism/ 

parkinsonism 

1 18SEP2020 15/C 1 No O P N N/N 

>55/ 

C4591001 

1152 

11521359 

3^ MUSC Muscle spasms/ 

back muscle spasms 

1 04SEP2020 1/2 3 No O P R  

(05SEP2020) 

N/N 

>55/ 

C4591001 

1152 

11521476 

3^ EAR Deafness unilateral/ 

hearing loss right ear 

1 14OCT2020 20/10 3 Yes   P R  

(23OCT2020) 

N/N 
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16.2.7.6.4 Listing of Adverse Events Leading to Discontinuation – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

>55/ 

C4591001 

1152 

11521497 

3^ NERV Syncope/ 

vasovagal syncope 

1 26OCT2020 20/ 3 No O P/TC/TCN UNK Y/N 

>55/ 

C4591001 

1162 

11621327 

3^ VASC Arteriosclerosis/ 

Atherosclerotic Disease 

1 13SEP2020 4/1 4 No O NA/W F  

(13SEP2020) 

Y/N 

>55/ 

C4591001 

1224 

12241012 

3^ INJ&P Ankle fracture/ 

Lateral Malleolus 

Fracture - left ankle 

1 19AUG2020 7/C 2 No O P/TC/TCN/W N N/N 

      Fall/ 

FALL 

1 19AUG2020 7/1 2 No O NA/W RS  

(19AUG2020) 

N/N 

    MUSC Muscular weakness/ 

Diffuse weakness in 

extremities (Bilateral 

legs and Left arm) 

1 19AUG2020 7/7 2 No O NA/W RS  

(25AUG2020) 

N/N 

    NERV Transient ischaemic 

attack/ 

Suspected TIA 

1 19AUG2020 7/1 2 No O NA/W RS  

(19AUG2020) 

N/N 

>55/ 

C4591001 

1231 

12313972 

3^ NERV Haemorrhagic stroke/ 

Hemorrhagic stroke 

2 27SEP2020 15/2 4 No O NA/TC/W F  

(28SEP2020) 

Y/N 

>55/ 

C4591001 

1247 

12471135 

3^ NERV Cerebral infarction/ 

Left Middle Cerebral 

Artery Infarct 

1 21OCT2020 22/C 3 No O P/TC/TCN N Y/N 

>55/ 

C4591001 

3^ RESP Pulmonary embolism/ 

Pulmonary embolism 

1 23SEP2020 21/C 3 No O P/TC RG Y/N 
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16.2.7.6.4 Listing of Adverse Events Leading to Discontinuation – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

1270 

12701057 

16-55/ 

C4591001 

1087 

10871557 

3 INJ&P Exposure during 

pregnancy/ 

EXPOSURE DURING 

PREGNANCY 

1 24OCT2020 11/C 
 

Yes   P UNK N/N 

16-55/ 

C4591001 

1090 

10901507 

3 SKIN Urticaria/ 

Hives, upper chest 

1 19OCT2020 4/4 2 Yes   P/TC R  

(22OCT2020) 

N/N 

16-55/ 

C4591001 

1140 

11401306 

3 NERV Amnesia/ 

short term memory loss 

1 07NOV2020 17/4 1 No O P/TC/TCN R  

(10NOV2020) 

Y/N 

      Paraparesis/ 

working diagnosis was 

spastic paraparesis 

1 07NOV2020 17/C 3 No O P/TC/TCN RG Y/N 

16-55/ 

C4591001 

1205 

12051028 

3 INV Blood pressure 

increased/ 

Increasing of systolic and 

diastolic blood pressure* 

 
30OCT2020 /1 2 No O NA/W R  

(30OCT2020) 

N/N 

>55/ 

C4591001 

1066 

10661350 

3 CARD Myocardial infarction/ 

myocardial infarction 

1 03NOV2020 16/1 4 No O P/W F  

(03NOV2020) 

Y/N 

>55/ 

C4591001 

1112 

11121337 

3 GASTR Diarrhoea/ 

Diarrhea 

1 22OCT2020 2/4 3 Yes   NA/TC/W R  

(25OCT2020) 

N/N 

    GENRL Fatigue/ 

Fatigue 

1 22OCT2020 2/7 2 Yes   P R  

(28OCT2020) 

N/N 
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16.2.7.6.4 Listing of Adverse Events Leading to Discontinuation – All Subjects 

Age 

Group 

(Years)/  

Subject Phase 

System 

Organ 

Class 

Preferred Term/ 

AE Investigator 

Text 

Dose 

No. 

Onset 

Date 

Rel 

Daya/ 

Dur 

(Days)b 

Toxicity 

Grade 

Vax 

Relc 

Cause 

of 

AE 

Action: 

Investigational 

Vaccine Dose/ 

Subject 

Outcome 

(End Date) 

SAE/ 

Imm 

(Yes/No) 
  

>55/ 

C4591001 

1120 

11201408 

3 PSYCH Depression/ 

worsening of depression 

1 29OCT2020 2/C 2 Yes   P N N/N 

  

Abbreviations: C = continuing; Dur = duration; Imm = immediate. Refer to the AE legend page (Listing 16.2.7.1) for additional definitions. 

Note: MedDRA (v23.1) coding dictionary applied. 

Note: Preferred terms with @@ denote uncoded terms. 

Note: Data for subjects randomized on or after 10OCT2020 are included to comprehensively show all data reported but are subject to change with 

additional follow-up. 

Note: * = Prevaccination AE, ^ = Phase 2/3 38000 subject, † = HIV-positive subject. 

a.     Relative Day (Rel Day) = date of AE - date of last vaccination + 1. For an AE that occurred before the date of the first study vaccination, + 1 was not 

added to compute relative day. 

b.     Duration (days) was calculated as the difference from the start of the first reported event to resolution of the last reported event, inclusive. 

c.     Vaccine related (Vax Rel): Relationship to investigational vaccine as assessed by the investigator. 

PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:48) Source Data: adae Table Generation: 17NOV2020 (22:43)  

(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: ./nda2_unblinded/C4591001_IA_P3_2MPD2/adae_l002_disc_all_p3  
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16.2.7.7.1 Listing of Deaths – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine 

Group 

(as 

Administered) Subject 

Dose 

No. 

Rel 

Daya Sex 

Date 

of 

Death 

Age at 

Death 

(Years) 

Primary 

Cause 

of Death 

Secondary Cause(s) 

of Death 

  

No subject meets the reporting 

criteria. 

                    

  

Note: MedDRA (v23.0) coding dictionary applied. 

a.     Relative Day (Rel Day) = date of death - date of last vaccination + 1. 

PFIZER CONFIDENTIAL SDTM Creation: 28AUG2020 (16:27) Source Data: adsl Table Generation: 31AUG2020 (22:52)  

(Cutoff Date: 24AUG2020, Snapshot Date: 28AUG2020) Output File: (CDISC)/C4591001 IA P1/cdl dth p1  
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16.2.7.7.1.1 Listing of Deaths – Phase 1 – BNT162b1 (100 μg) 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine 

Group 

(as 

Administered) Subject 

Dose 

No. 

Rel 

Daya Sex 

Date 

of 

Death 

Age at 

Death 

(Years) 

Primary 

Cause 

of Death 

Secondary Cause(s) 

of Death 

  

No subject meets the reporting 

criteria. 

                    

  

Note: MedDRA (v23.0) coding dictionary applied. 

a.     Relative Day (Rel Day) = date of death - date of last vaccination + 1. 

PFIZER CONFIDENTIAL SDTM Creation: 28AUG2020 (16:27) Source Data: adsl Table Generation: 18SEP2020 (12:31)  

(Cutoff Date: 24AUG2020, Snapshot Date: 28AUG2020) Output File: ./nda3/C4591001 IA P1 100/cdl dth 100 p1  
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16.2.7.7.2 Listing of Deaths – Phase 2 

Age Group 

(Years) Subject 

Dose 

No. 

Rel 

Daya Sex 

Date of 

Death 

Age at Death 

(Years) 

Primary 

Cause 

of Death 

Secondary  

Cause(s) 

of Death 

  

No subject meets the reporting criteria.                 

  

Note: MedDRA (v23.0) coding dictionary applied. 

a.     Relative Day (Rel Day) = date of death - date of last vaccination + 1. 

PFIZER CONFIDENTIAL SDTM Creation: 05SEP2020 (14:18) Source Data: adsl Table Generation: 09SEP2020 (23:20)  

(Cutoff Date: 02SEP2020, Snapshot Date: 04SEP2020) Output File: ./nda2 unblinded/C4591001 IA P2/cdl dth p2  
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16.2.7.7.4 Listing of Deaths – All Subjects 

Age Group 

(Years) Subject 

Dose 

No. 

Rel 

Daya Sex 

Date of 

Death 

Age at Death 

(Years) 

Primary 

Cause 

of Death 

Secondary  

Cause(s) 

of Death 
  

16-55 C4591001 1081 10811194 2 34 F 01NOV2020 51 Death   

  C4591001 1152 11521085 1 8 F 26AUG2020 42 Death   

>55 C4591001 1007 10071101 2 63 F 21OCT2020 56 Cardiac arrest   

  C4591001 1066 10661350 1 16 M 03NOV2020 58 Myocardial infarction   

  C4591001 1162 11621327 1 4 M 13SEP2020 60 Arteriosclerosis   

  C4591001 1231 12313972 2 16 F 28SEP2020 61 Haemorrhagic stroke   

  

Note: MedDRA (v23.1) coding dictionary applied. 

Note: Data for subjects randomized on or after 10OCT2020 are included to comprehensively show all data reported but are subject to change with 

additional follow-up. 

a.     Relative Day (Rel Day) = date of death - date of last vaccination + 1. 

PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:50) Source Data: adsl Table Generation: 19NOV2020 (02:11)  

(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: ./nda2 unblinded/C4591001 IA P3 2MPD2/cdl dth all p3  
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

BNT162b1 65-85 20 μg C4591001 

1002 

10021060 

15JUN2020 1 1 E-diary Redness None/1     

        16JUN2020   2 E-diary   None     

        17JUN2020   3 Unscheduled 

clinical 

assessment 

  None     

        18JUN2020   4 E-diary   None     

        19JUN2020   5 E-diary   None     

        20JUN2020   6 E-diary   None     

        21JUN2020   7 E-diary   None     

        15JUN2020   1 E-diary Swelling None     

        16JUN2020   2 E-diary   None     

        17JUN2020   3 Unscheduled 

clinical 

assessment 

  None     

        18JUN2020   4 E-diary   None     

        19JUN2020   5 E-diary   None     
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        20JUN2020   6 E-diary   None     

        21JUN2020   7 E-diary   None     

        15JUN2020   1 E-diary Pain at the 

injection site 

Mild     

        16JUN2020   2 E-diary   Mild     

        17JUN2020   3 Unscheduled 

clinical 

assessment 

  Mild 17JUN2020 3 

        18JUN2020   4 E-diary   None     

        19JUN2020   5 E-diary   None     

        20JUN2020   6 E-diary   None     

        21JUN2020   7 E-diary   None     

        15JUN2020   1 E-diary Fever (°C) None/37.7     

        16JUN2020   2 E-diary   None/37.3     

        17JUN2020   3 Unscheduled 

clinical 

assessment 

  None/37.2     
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        18JUN2020   4 E-diary   None/37.1     

        19JUN2020   5 E-diary   None/37.2     

        20JUN2020   6 E-diary   None/37     

        21JUN2020   7 E-diary   None/36.7     

        15JUN2020   1 E-diary Fatigue None     

        16JUN2020   2 E-diary   None     

        17JUN2020   3 Unscheduled 

clinical 

assessment 

  None     

        18JUN2020   4 E-diary   None     

        19JUN2020   5 E-diary   None     

        20JUN2020   6 E-diary   None     

        21JUN2020   7 E-diary   None     

        15JUN2020   1 E-diary Headache None     

        16JUN2020   2 E-diary   None     
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        17JUN2020   3 Unscheduled 

clinical 

assessment 

  None     

        18JUN2020   4 E-diary   None     

        19JUN2020   5 E-diary   None     

        20JUN2020   6 E-diary   None     

        21JUN2020   7 E-diary   None     

        15JUN2020   1 E-diary Chills Mild     

        16JUN2020   2 E-diary   Mild     

        17JUN2020   3 Unscheduled 

clinical 

assessment 

  Mild 17JUN2020 3 

        18JUN2020   4 E-diary   None     

        19JUN2020   5 E-diary   None     

        20JUN2020   6 E-diary   None     

        21JUN2020   7 E-diary   None     

        15JUN2020   1 E-diary Vomiting None     
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        16JUN2020   2 E-diary   None     

        17JUN2020   3 Unscheduled 

clinical 

assessment 

  None     

        18JUN2020   4 E-diary   None     

        19JUN2020   5 E-diary   None     

        20JUN2020   6 E-diary   None     

        21JUN2020   7 E-diary   None     

        15JUN2020   1 E-diary Diarrhea None     

        16JUN2020   2 E-diary   None     

        17JUN2020   3 Unscheduled 

clinical 

assessment 

  None     

        18JUN2020   4 E-diary   None     

        19JUN2020   5 E-diary   None     

        20JUN2020   6 E-diary   Mild 20JUN2020 1 

        21JUN2020   7 E-diary   None     
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        15JUN2020   1 E-diary New or 

worsened 

muscle pain 

None     

        16JUN2020   2 E-diary   Severe     

        17JUN2020   3 Unscheduled 

clinical 

assessment 

  Severe 17JUN2020 2 

        18JUN2020   4 E-diary   None     

        19JUN2020   5 E-diary   None     

        20JUN2020   6 E-diary   None     

        21JUN2020   7 E-diary   None     

        15JUN2020   1 E-diary New or 

worsened 

joint pain 

None     

        16JUN2020   2 E-diary   None     

        17JUN2020   3 Unscheduled 

clinical 

assessment 

  None     

        18JUN2020   4 E-diary   None     
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        19JUN2020   5 E-diary   None     

        20JUN2020   6 E-diary   None     

        21JUN2020   7 E-diary   None     

        15JUN2020   1 E-diary Use of 

antipyretic or 

pain 

medication 

No     

        16JUN2020   2 E-diary   Yes 16JUN2020 1 

        18JUN2020   4 E-diary   No     

        19JUN2020   5 E-diary   No     

        20JUN2020   6 E-diary   No     

        21JUN2020   7 E-diary   No     

        07JUL2020 2 1 E-diary Redness None     

        08JUL2020   2 E-diary   None     

        09JUL2020   3 E-diary   None     

        10JUL2020   4 E-diary   None     09
01
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        11JUL2020   5 E-diary   None     

        12JUL2020   6 E-diary   None     

        13JUL2020   7 E-diary   None     

        07JUL2020   1 E-diary Swelling None     

        08JUL2020   2 E-diary   None     

        09JUL2020   3 E-diary   None     

        10JUL2020   4 E-diary   None     

        11JUL2020   5 E-diary   None     

        12JUL2020   6 E-diary   None     

        13JUL2020   7 E-diary   None     

        07JUL2020   1 E-diary Pain at the 

injection site 

None     

        08JUL2020   2 E-diary   None     

        09JUL2020   3 E-diary   None     

        10JUL2020   4 E-diary   None     

        11JUL2020   5 E-diary   None     
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        12JUL2020   6 E-diary   None     

        13JUL2020   7 E-diary   None     

        07JUL2020   1 E-diary Fever (°C) None/36.8     

        08JUL2020   2 E-diary   None/37.6     

        09JUL2020   3 E-diary   None/36.6     

        10JUL2020   4 E-diary   None/36.8     

        11JUL2020   5 E-diary   None/36.9     

        12JUL2020   6 E-diary   None/37     

        13JUL2020   7 E-diary   None/37.6     

        07JUL2020   1 E-diary Fatigue None     

        08JUL2020   2 E-diary   None     

        09JUL2020   3 E-diary   None     

        10JUL2020   4 E-diary   None     

        11JUL2020   5 E-diary   None     

        12JUL2020   6 E-diary   None     
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        13JUL2020   7 E-diary   None     

        07JUL2020   1 E-diary Headache None     

        08JUL2020   2 E-diary   None     

        09JUL2020   3 E-diary   None     

        10JUL2020   4 E-diary   None     

        11JUL2020   5 E-diary   None     

        12JUL2020   6 E-diary   None     

        13JUL2020   7 E-diary   None     

        07JUL2020   1 E-diary Chills Mild     

        08JUL2020   2 E-diary   Mild 08JUL2020 2 

        09JUL2020   3 E-diary   None     

        10JUL2020   4 E-diary   None     

        11JUL2020   5 E-diary   None     

        12JUL2020   6 E-diary   None     

        13JUL2020   7 E-diary   None     
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        07JUL2020   1 E-diary Vomiting None     

        08JUL2020   2 E-diary   None     

        09JUL2020   3 E-diary   None     

        10JUL2020   4 E-diary   None     

        11JUL2020   5 E-diary   None     

        12JUL2020   6 E-diary   None     

        13JUL2020   7 E-diary   None     

        07JUL2020   1 E-diary Diarrhea None     

        08JUL2020   2 E-diary   None     

        09JUL2020   3 E-diary   None     

        10JUL2020   4 E-diary   None     

        11JUL2020   5 E-diary   None     

        12JUL2020   6 E-diary   None     

        13JUL2020   7 E-diary   None     

09
01

77
e1

94
d7

85
5b

\F
in

al
\F

in
al

 O
n:

 0
7-

S
ep

-2
02

0 
03

:5
3 

(G
M

T
)

 

Page 2536

FDA-CBER-2021-5683-0128562



16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        07JUL2020   1 E-diary New or 

worsened 

muscle pain 

None     

        08JUL2020   2 E-diary   None     

        09JUL2020   3 E-diary   None     

        10JUL2020   4 E-diary   None     

        11JUL2020   5 E-diary   None     

        12JUL2020   6 E-diary   None     

        13JUL2020   7 E-diary   None     

        07JUL2020   1 E-diary New or 

worsened 

joint pain 

None     

        08JUL2020   2 E-diary   None     

        09JUL2020   3 E-diary   None     

        10JUL2020   4 E-diary   None     

        11JUL2020   5 E-diary   None     

        12JUL2020   6 E-diary   None     
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        13JUL2020   7 E-diary   None     

        07JUL2020   1 E-diary Use of 

antipyretic or 

pain 

medication 

No     

        08JUL2020   2 E-diary   Yes 08JUL2020 1 

        09JUL2020   3 E-diary   No     

        10JUL2020   4 E-diary   No     

        11JUL2020   5 E-diary   No     

        12JUL2020   6 E-diary   No     

        13JUL2020   7 E-diary   No     

BNT162b2 18-55 30 μg C4591001 

1003 

10031061 

22JUN2020 1 1 E-diary Redness None     

        23JUN2020   2 E-diary   None     

        23JUN2020   2 Unscheduled 

clinical 

assessment 

  None     
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        24JUN2020   3 E-diary   None     

        25JUN2020   4 E-diary   None     

        26JUN2020   5 E-diary   None     

        27JUN2020   6 E-diary   None     

        28JUN2020   7 E-diary   None     

        22JUN2020   1 E-diary Swelling None     

        23JUN2020   2 E-diary   None     

        23JUN2020   2 Unscheduled 

clinical 

assessment 

  None     

        24JUN2020   3 E-diary   None     

        25JUN2020   4 E-diary   None     

        26JUN2020   5 E-diary   None     

        27JUN2020   6 E-diary   None     

        28JUN2020   7 E-diary   None     
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        22JUN2020   1 E-diary Pain at the 

injection site 

Mild     

        23JUN2020   2 E-diary   Moderate     

        23JUN2020   2 Unscheduled 

clinical 

assessment 

  Severe 23JUN2020 2 

        24JUN2020   3 E-diary   None     

        25JUN2020   4 E-diary   None     

        26JUN2020   5 E-diary   None     

        27JUN2020   6 E-diary   None     

        28JUN2020   7 E-diary   None     

        22JUN2020   1 E-diary Fever (°C) None/36.4     

        23JUN2020   2 E-diary   Mild/38     

        23JUN2020   2 Unscheduled 

clinical 

assessment 

  None/36.1 23JUN2020 1 

        24JUN2020   3 E-diary   None/36.2     09
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        25JUN2020   4 E-diary   None/35.9     

        26JUN2020   5 E-diary   None/36.3     

        27JUN2020   6 E-diary   None/36.3     

        28JUN2020   7 E-diary   None/36.6     

        22JUN2020   1 E-diary Fatigue Moderate     

        23JUN2020   2 E-diary   Severe     

        23JUN2020   2 Unscheduled 

clinical 

assessment 

  Severe 23JUN2020 2 

        24JUN2020   3 E-diary   None     

        25JUN2020   4 E-diary   None     

        26JUN2020   5 E-diary   None     

        27JUN2020   6 E-diary   None     

        28JUN2020   7 E-diary   None     

        22JUN2020   1 E-diary Headache None     

        23JUN2020   2 E-diary   Moderate     
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        23JUN2020   2 Unscheduled 

clinical 

assessment 

  Severe 23JUN2020 1 

        24JUN2020   3 E-diary   None     

        25JUN2020   4 E-diary   None     

        26JUN2020   5 E-diary   None     

        27JUN2020   6 E-diary   None     

        28JUN2020   7 E-diary   None     

        22JUN2020   1 E-diary Chills None     

        23JUN2020   2 E-diary   Moderate     

        23JUN2020   2 Unscheduled 

clinical 

assessment 

  Severe 23JUN2020 1 

        24JUN2020   3 E-diary   None     

        25JUN2020   4 E-diary   None     

        26JUN2020   5 E-diary   None     

        27JUN2020   6 E-diary   None     
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        28JUN2020   7 E-diary   None     

        22JUN2020   1 E-diary Vomiting None     

        23JUN2020   2 E-diary   None     

        23JUN2020   2 Unscheduled 

clinical 

assessment 

  None     

        24JUN2020   3 E-diary   None     

        25JUN2020   4 E-diary   None     

        26JUN2020   5 E-diary   None     

        27JUN2020   6 E-diary   None     

        28JUN2020   7 E-diary   None     

        22JUN2020   1 E-diary Diarrhea None     

        23JUN2020   2 E-diary   None     

        23JUN2020   2 Unscheduled 

clinical 

assessment 

  None     

        24JUN2020   3 E-diary   None     
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        25JUN2020   4 E-diary   None     

        26JUN2020   5 E-diary   None     

        27JUN2020   6 E-diary   None     

        28JUN2020   7 E-diary   None     

        22JUN2020   1 E-diary New or 

worsened 

muscle pain 

None     

        23JUN2020   2 E-diary   Moderate     

        23JUN2020   2 Unscheduled 

clinical 

assessment 

  Severe 23JUN2020 1 

        24JUN2020   3 E-diary   None     

        25JUN2020   4 E-diary   None     

        26JUN2020   5 E-diary   None     

        27JUN2020   6 E-diary   None     

        28JUN2020   7 E-diary   None     
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        22JUN2020   1 E-diary New or 

worsened 

joint pain 

None     

        23JUN2020   2 E-diary   Moderate     

        23JUN2020   2 Unscheduled 

clinical 

assessment 

  Severe 23JUN2020 1 

        24JUN2020   3 E-diary   None     

        25JUN2020   4 E-diary   None     

        26JUN2020   5 E-diary   None     

        27JUN2020   6 E-diary   None     

        28JUN2020   7 E-diary   None     

        22JUN2020   1 E-diary Use of 

antipyretic or 

pain 

medication 

No     

        23JUN2020   2 E-diary   Yes 23JUN2020 1 

        24JUN2020   3 E-diary   No     
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        25JUN2020   4 E-diary   No     

        26JUN2020   5 E-diary   No     

        27JUN2020   6 E-diary   No     

        28JUN2020   7 E-diary   No     

        13JUL2020 2 1 E-diary Redness None     

        14JUL2020   2 E-diary   None     

        15JUL2020   3 E-diary   None     

        16JUL2020   4 E-diary   None     

        17JUL2020   5 E-diary   None     

        18JUL2020   6 E-diary   None     

        13JUL2020   1 E-diary Swelling None     

        14JUL2020   2 E-diary   None     

        15JUL2020   3 E-diary   None     

        16JUL2020   4 E-diary   None     

        17JUL2020   5 E-diary   None     
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        18JUL2020   6 E-diary   None     

        13JUL2020   1 E-diary Pain at the 

injection site 

None     

        14JUL2020   2 E-diary   Mild 14JUL2020 1 

        15JUL2020   3 E-diary   None     

        16JUL2020   4 E-diary   None     

        17JUL2020   5 E-diary   None     

        18JUL2020   6 E-diary   None     

        13JUL2020   1 E-diary Fever (°C) None/36.9     

        14JUL2020   2 E-diary   None/37.9     

        15JUL2020   3 E-diary   None/36.4     

        16JUL2020   4 E-diary   None/36.3     

        17JUL2020   5 E-diary   None/36.4     

        18JUL2020   6 E-diary   None/36.5     

        13JUL2020   1 E-diary Fatigue None     

        14JUL2020   2 E-diary   Moderate 14JUL2020 1 
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        15JUL2020   3 E-diary   None     

        16JUL2020   4 E-diary   None     

        17JUL2020   5 E-diary   None     

        18JUL2020   6 E-diary   None     

        13JUL2020   1 E-diary Headache None     

        14JUL2020   2 E-diary   Moderate     

        15JUL2020   3 E-diary   Mild 15JUL2020 2 

        16JUL2020   4 E-diary   None     

        17JUL2020   5 E-diary   None     

        18JUL2020   6 E-diary   None     

        13JUL2020   1 E-diary Chills None     

        14JUL2020   2 E-diary   Moderate 14JUL2020 1 

        15JUL2020   3 E-diary   None     

        16JUL2020   4 E-diary   None     

        17JUL2020   5 E-diary   None     

09
01

77
e1

94
d7

85
5b

\F
in

al
\F

in
al

 O
n:

 0
7-

S
ep

-2
02

0 
03

:5
3 

(G
M

T
)

 

Page 2548

FDA-CBER-2021-5683-0128574



16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        18JUL2020   6 E-diary   None     

        13JUL2020   1 E-diary Vomiting None     

        14JUL2020   2 E-diary   None     

        15JUL2020   3 E-diary   None     

        16JUL2020   4 E-diary   None     

        17JUL2020   5 E-diary   None     

        18JUL2020   6 E-diary   None     

        13JUL2020   1 E-diary Diarrhea None     

        14JUL2020   2 E-diary   None     

        15JUL2020   3 E-diary   None     

        16JUL2020   4 E-diary   None     

        17JUL2020   5 E-diary   None     

        18JUL2020   6 E-diary   None     

        13JUL2020   1 E-diary New or 

worsened 

muscle pain 

None     
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        14JUL2020   2 E-diary   Moderate 14JUL2020 1 

        15JUL2020   3 E-diary   None     

        16JUL2020   4 E-diary   None     

        17JUL2020   5 E-diary   None     

        18JUL2020   6 E-diary   None     

        13JUL2020   1 E-diary New or 

worsened 

joint pain 

None     

        14JUL2020   2 E-diary   Moderate 14JUL2020 1 

        15JUL2020   3 E-diary   None     

        16JUL2020   4 E-diary   None     

        17JUL2020   5 E-diary   None     

        18JUL2020   6 E-diary   None     

        13JUL2020   1 E-diary Use of 

antipyretic or 

pain 

medication 

No     
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        14JUL2020   2 E-diary   Yes 14JUL2020 1 

        15JUL2020   3 E-diary   No     

        16JUL2020   4 E-diary   No     

        17JUL2020   5 E-diary   No     

        18JUL2020   6 E-diary   No     

Placebo 65-85 Placebo C4591001 

1003 

10031083 

01JUL2020 1 1 E-diary Redness None     

        02JUL2020   2 E-diary   None     

        03JUL2020   3 E-diary   None     

        04JUL2020   4 E-diary   None     

        05JUL2020   5 E-diary   None     

        06JUL2020   6 E-diary   None     

        07JUL2020   7 E-diary   None     

        07JUL2020   7 Unscheduled 

clinical 

assessment 

  None     
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        01JUL2020   1 E-diary Swelling None     

        02JUL2020   2 E-diary   None     

        03JUL2020   3 E-diary   None     

        04JUL2020   4 E-diary   None     

        05JUL2020   5 E-diary   None     

        06JUL2020   6 E-diary   None     

        07JUL2020   7 E-diary   None     

        07JUL2020   7 Unscheduled 

clinical 

assessment 

  None     

        01JUL2020   1 E-diary Pain at the 

injection site 

None     

        02JUL2020   2 E-diary   None     

        03JUL2020   3 E-diary   None     

        04JUL2020   4 E-diary   None     

        05JUL2020   5 E-diary   None     09
01
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        06JUL2020   6 E-diary   None     

        07JUL2020   7 E-diary   None     

        07JUL2020   7 Unscheduled 

clinical 

assessment 

  None     

        01JUL2020   1 E-diary Fever (°C) None/36.7     

        02JUL2020   2 E-diary   None/36.8     

        03JUL2020   3 E-diary   None/36.7     

        04JUL2020   4 E-diary   None/36.8     

        05JUL2020   5 E-diary   None/36.4     

        06JUL2020   6 E-diary   None/36.8     

        07JUL2020   7 E-diary   None/37.2     

        07JUL2020   7 Unscheduled 

clinical 

assessment 

  None/36.2     

        01JUL2020   1 E-diary Fatigue Moderate     

        02JUL2020   2 E-diary   Moderate     
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        03JUL2020   3 E-diary   Moderate     

        04JUL2020   4 E-diary   Moderate     

        05JUL2020   5 E-diary   Moderate     

        06JUL2020   6 E-diary   Moderate 06JUL2020 6 

        07JUL2020   7 E-diary   None     

        07JUL2020   7 Unscheduled 

clinical 

assessment 

  None     

        01JUL2020   1 E-diary Headache None     

        02JUL2020   2 E-diary   Moderate     

        03JUL2020   3 E-diary   Moderate     

        04JUL2020   4 E-diary   Moderate     

        05JUL2020   5 E-diary   Mild     

        06JUL2020   6 E-diary   Moderate     

        07JUL2020   7 E-diary   Mild     
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        07JUL2020   7 Unscheduled 

clinical 

assessment 

  None 11JUL2020 10 

        01JUL2020   1 E-diary Chills None     

        02JUL2020   2 E-diary   None     

        03JUL2020   3 E-diary   None     

        04JUL2020   4 E-diary   None     

        05JUL2020   5 E-diary   None     

        06JUL2020   6 E-diary   None     

        07JUL2020   7 E-diary   None     

        07JUL2020   7 Unscheduled 

clinical 

assessment 

  None     

        01JUL2020   1 E-diary Vomiting None     

        02JUL2020   2 E-diary   None     

        03JUL2020   3 E-diary   None     

        04JUL2020   4 E-diary   None     
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        05JUL2020   5 E-diary   None     

        06JUL2020   6 E-diary   None     

        07JUL2020   7 E-diary   None     

        07JUL2020   7 Unscheduled 

clinical 

assessment 

  None     

        01JUL2020   1 E-diary Diarrhea None     

        02JUL2020   2 E-diary   None     

        03JUL2020   3 E-diary   None     

        04JUL2020   4 E-diary   None     

        05JUL2020   5 E-diary   None     

        06JUL2020   6 E-diary   None     

        07JUL2020   7 E-diary   Mild     

        07JUL2020   7 Unscheduled 

clinical 

assessment 

  None 08JUL2020 2 
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        01JUL2020   1 E-diary New or 

worsened 

muscle pain 

None     

        02JUL2020   2 E-diary   Moderate     

        03JUL2020   3 E-diary   Severe     

        04JUL2020   4 E-diary   None     

        05JUL2020   5 E-diary   Moderate     

        06JUL2020   6 E-diary   Moderate     

        07JUL2020   7 E-diary   Moderate     

        07JUL2020   7 Unscheduled 

clinical 

assessment 

  Severe 08JUL2020 7 

        01JUL2020   1 E-diary New or 

worsened 

joint pain 

None     

        02JUL2020   2 E-diary   None     

        03JUL2020   3 E-diary   None     

        04JUL2020   4 E-diary   None     
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        05JUL2020   5 E-diary   None     

        06JUL2020   6 E-diary   Moderate 06JUL2020 1 

        07JUL2020   7 E-diary   None     

        07JUL2020   7 Unscheduled 

clinical 

assessment 

  None     

        01JUL2020   1 E-diary Use of 

antipyretic or 

pain 

medication 

No     

        02JUL2020   2 E-diary   No     

        03JUL2020   3 E-diary   No     

        04JUL2020   4 E-diary   No     

        05JUL2020   5 E-diary   No     

        06JUL2020   6 E-diary   No     

        07JUL2020   7 E-diary   Yes 07JUL2020 1 

        22JUL2020 2 1 E-diary Redness None     09
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        23JUL2020   2 E-diary   None     

        24JUL2020   3 E-diary   None     

        25JUL2020   4 E-diary   None     

        26JUL2020   5 E-diary   None     

        27JUL2020   6 E-diary   None     

        28JUL2020   7 E-diary   None     

        22JUL2020   1 E-diary Swelling None     

        23JUL2020   2 E-diary   None     

        24JUL2020   3 E-diary   None     

        25JUL2020   4 E-diary   None     

        26JUL2020   5 E-diary   None     

        27JUL2020   6 E-diary   None     

        28JUL2020   7 E-diary   None     

        22JUL2020   1 E-diary Pain at the 

injection site 

Mild 22JUL2020 1 

        23JUL2020   2 E-diary   None     
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        24JUL2020   3 E-diary   None     

        25JUL2020   4 E-diary   None     

        26JUL2020   5 E-diary   None     

        27JUL2020   6 E-diary   None     

        28JUL2020   7 E-diary   None     

        22JUL2020   1 E-diary Fever (°C) None/36.8     

        23JUL2020   2 E-diary   None/36.8     

        24JUL2020   3 E-diary   None/36.6     

        25JUL2020   4 E-diary   None/36.9     

        26JUL2020   5 E-diary   None/36.7     

        27JUL2020   6 E-diary   None/36.6     

        28JUL2020   7 E-diary   None/36.9     

        22JUL2020   1 E-diary Fatigue None     

        23JUL2020   2 E-diary   None     

        24JUL2020   3 E-diary   Moderate     
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        25JUL2020   4 E-diary   Moderate     

        26JUL2020   5 E-diary   Moderate     

        27JUL2020   6 E-diary   Moderate     

        28JUL2020   7 E-diary   Mild 30JUL2020 7 

        22JUL2020   1 E-diary Headache None     

        23JUL2020   2 E-diary   None     

        24JUL2020   3 E-diary   Mild     

        25JUL2020   4 E-diary   Moderate     

        26JUL2020   5 E-diary   Moderate     

        27JUL2020   6 E-diary   Moderate     

        28JUL2020   7 E-diary   Mild 02AUG2020 10 

        22JUL2020   1 E-diary Chills None     

        23JUL2020   2 E-diary   None     

        24JUL2020   3 E-diary   None     

        25JUL2020   4 E-diary   None     
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        26JUL2020   5 E-diary   None     

        27JUL2020   6 E-diary   None     

        28JUL2020   7 E-diary   None     

        22JUL2020   1 E-diary Vomiting None     

        23JUL2020   2 E-diary   None     

        24JUL2020   3 E-diary   None     

        25JUL2020   4 E-diary   None     

        26JUL2020   5 E-diary   None     

        27JUL2020   6 E-diary   None     

        28JUL2020   7 E-diary   None     

        22JUL2020   1 E-diary Diarrhea None     

        23JUL2020   2 E-diary   None     

        24JUL2020   3 E-diary   None     

        25JUL2020   4 E-diary   None     

        26JUL2020   5 E-diary   None     
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        27JUL2020   6 E-diary   None     

        28JUL2020   7 E-diary   None     

        22JUL2020   1 E-diary New or 

worsened 

muscle pain 

None     

        23JUL2020   2 E-diary   None     

        24JUL2020   3 E-diary   None     

        25JUL2020   4 E-diary   Moderate     

        26JUL2020   5 E-diary   None     

        27JUL2020   6 E-diary   Moderate 27JUL2020 3 

        28JUL2020   7 E-diary   None     

        22JUL2020   1 E-diary New or 

worsened 

joint pain 

None     

        23JUL2020   2 E-diary   None     

        24JUL2020   3 E-diary   None     

        25JUL2020   4 E-diary   Moderate     
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

        26JUL2020   5 E-diary   None     

        27JUL2020   6 E-diary   Moderate     

        28JUL2020   7 E-diary   Moderate 30JUL2020 6 

        22JUL2020   1 E-diary Use of 

antipyretic or 

pain 

medication 

No     

        23JUL2020   2 E-diary   No     

        24JUL2020   3 E-diary   No     

        25JUL2020   4 E-diary   Yes     

        26JUL2020   5 E-diary   Yes     

        27JUL2020   6 E-diary   Yes 27JUL2020 3 

        28JUL2020   7 E-diary   No     

  

Note: Temperature measurement is included at an unscheduled visit only when pain at the injection site, redness, or swelling assessment is also collected. 

Note: The maximum measurable size in the electronic diary (e-diary) is 21 caliper units. Redness and swelling exceeding 21 caliper units cannot be 

precisely recorded and are therefore reported as >21. For all measurements, 1 caliper unit = 0.5 centimeters. 

a.     Relative Day (Rel Day) = date of local reaction or systemic event - date of last vaccination + 1. 

b.     Severity for redness and swelling: mild: >2.0 to 5.0 cm; moderate: >5.0 to 10.0 cm; severe: >10.0 cm; Grade 4: necrosis (redness and swelling 

categories) or exfoliative dermatitis (redness category only). Severity for pain at the injection site: mild: does not interfere with activity; moderate: 
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16.2.7.8.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Each Dose – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper 

units)  

E-Diaryb Stop Datec 

Dur  

(Days)d 

  

interferes with activity; severe: prevents daily activity. Grade 4: emergency room visit or hospitalization for severe pain at the injection site. 

c.     If the reaction or event lasted 7 days or less, the stop date is the last day the reaction or event was recorded in the electronic diary (e-diary). If the 

reaction or event continued beyond Day 7, the stop date was collected on the subject's case report form. 

d.     Duration (days) was calculated as the difference from the start of the first reported reaction or event to resolution of the last reported reaction or event, 

inclusive. 

PFIZER CONFIDENTIAL SDTM Creation: 28AUG2020 (16:29) Source Data: adfacevd Table Generation: 29AUG2020 (02:28)  

(Cutoff Date: 24AUG2020, Snapshot Date: 28AUG2020) Output File: (CDISC)/C4591001 IA P1/adce l007 p1  
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16.2.7.8.1.1 Listing of E-Diary Reactions or Events and Corresponding Assessments at 

Unscheduled Visits Within 7 Days After Dose 1 – Phase 1 – BNT162b1 (100 μg) 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as Administered) Subject 

Assessment 

Date 

Dose 

No. 

Rel 

Daya 

Assessment  

Type 

Local  

Reaction 

or  

Systemic  

Event 

Severity/ 

Measurement  

(caliper units)  

E-Diaryb 

Stop 

Datec 

Dur  

(Days)d 

  

No subject meets 

the reporting 

criteria. 

                      

  

Note: Temperature measurement is included at an unscheduled visit only when pain at the injection site, redness, or swelling assessment is also collected. 

Note: The maximum measurable size in the electronic diary (e-diary) is 21 caliper units. Redness and swelling exceeding 21 caliper units cannot be 

precisely recorded and are therefore reported as >21. For all measurements, 1 caliper unit = 0.5 centimeters. 

a.     Relative Day (Rel Day) = date of local reaction or systemic event - date of last vaccination + 1. 

b.     Severity for redness and swelling: mild: >2.0 to 5.0 cm; moderate: >5.0 to 10.0 cm; severe: >10.0 cm; Grade 4: necrosis (redness and swelling 

categories) or exfoliative dermatitis (redness category only). Severity for pain at the injection site: mild: does not interfere with activity; moderate: 

interferes with activity; severe: prevents daily activity. Grade 4: emergency room visit or hospitalization for severe pain at the injection site. 

c.     If the reaction or event lasted 7 days or less, the stop date is the last day the reaction or event was recorded in the electronic diary (e-diary). If the 

reaction or event continued beyond Day 7, the stop date was collected on the subject's case report form. 

d.     Duration (days) was calculated as the difference from the start of the first reported reaction or event to resolution of the last reported reaction or event, 

inclusive. 

PFIZER CONFIDENTIAL SDTM Creation: 28AUG2020 (16:29) Source Data: adfacevd Table Generation: 18SEP2020 (12:27)  

(Cutoff Date: 24AUG2020, Snapshot Date: 28AUG2020) Output File: ./nda3/C4591001 IA P1 100/adce l007 100 p1  
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16.2.1.1 Listing of Subjects Withdrawn From the Study – Phase 1, 2 Doses, 21 Days Apart 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as 

Randomized) Subject 

Dose 

No. 

Rel 

Daya 

Withdrawal 

Date 

Study 

Phase  

Withdrawal 

Reason       Commentb 

  

No subject meets the 

reporting criteria. 

                  

  

a.      Relative Day (Rel Day) = date of withdrawal - date of last vaccination + 1. For a withdrawal that occurred before the date of the first study 

vaccination, +1 was not added to compute relative day. 

b.      MedDRA (v23.0) coding dictionary applied. 

PFIZER CONFIDENTIAL SDTM Creation: 28AUG2020 (16:27) Source Data: adds Table Generation: 29AUG2020 (08:38)  

(Cutoff Date: 24AUG2020, Snapshot Date: 28AUG2020) Output File: (CDISC)/C4591001 IA P1/adds l001 p1  
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16.2.1.1.1 Listing of Subjects Withdrawn From the Study Before Dose 2 – Phase 1 – BNT162b1 (100 μg) 

Vaccine 

Candidate 

Age 

Group 

(Years) 

Vaccine Group 

(as 

Randomized) Subject 

Dose 

No. 

Rel 

Daya 

Withdrawal 

Date 

Study 

Phase  

Withdrawal 

Reason       Commentb 

  

No subject meets the 

reporting criteria. 

                  

  

a.      Relative Day (Rel Day) = date of withdrawal - date of last vaccination + 1. For a withdrawal that occurred before the date of the first study 

vaccination, +1 was not added to compute relative day. 

b.      MedDRA (v23.0) coding dictionary applied. 

PFIZER CONFIDENTIAL SDTM Creation: 28AUG2020 (16:27) Source Data: adds Table Generation: 19SEP2020 (10:19)  

(Cutoff Date: 24AUG2020, Snapshot Date: 28AUG2020) Output File: ./nda3/C4591001 IA P1 100/adds l001 100 p1  
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16.2.1.2 Listing of Subjects Withdrawn From the Study – Phase 2 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  

Withdrawal 

Reason       Commentb 

  

18-55 C4591001 1079 

10791004 

1 23 20AUG2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/ADENOCARCINOMA 

GASTRIC 

    1 30 27AUG2020 FOLLOW-UP ADVERSE EVENT ADVERSE EVENT 

  

a.      Relative Day (Rel Day) = date of withdrawal - date of last vaccination + 1. For a withdrawal that occurred before the date of the first study vaccination, + 

1 was not added to compute relative day. 

b.      MedDRA (v23.0) coding dictionary applied. 

PFIZER CONFIDENTIAL SDTM Creation: 05SEP2020 (14:11) Source Data: adds Table Generation: 09SEP2020 (23:17)  

(Cutoff Date: 02SEP2020, Snapshot Date: 04SEP2020) Output File: ./nda2 unblinded/C4591001 IA P2/adds l001 withdraw p2  
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

16-55 C4591001 

1001 

10011125 

1 37 09SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Withdrew consent and decided not to continue in study. 

    1 37 09SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

patient withdrew consent 

  C4591001 

1003 

10031140 

  
04AUG2020 FOLLOW-UP PROTOCOL 

DEVIATION 

Randomized in error. 

  C4591001 

1003 

10031143 

  
04AUG2020 FOLLOW-UP PROTOCOL 

DEVIATION 

Randomized in error. 

  C4591001 

1005 

10051308 

1 1 19OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

busy work schedule 

    1 1 19OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

busy work schedule 

  C4591001 

1005 

10051341 

1 2 22OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

subject tested COVID positive between visits 1 and 2 

  C4591001 

1005 

10051381 

  
28OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject decided to withdraw consent after randomized in 

IVRS but before given vaccine 

  C4591001 

1007 

10071179 

2 29 01OCT2020 VACCINATION LOST TO FOLLOW-UP phone attempt 01oct2020, 02oct2020, 05oct2020; certified 

letter 05oct2020 

    2 29 01OCT2020 FOLLOW-UP LOST TO FOLLOW-UP phone attempt 01oct2020, 02oct2020,05oct2020; certified 

letter 05oct2020 

  C4591001 

1007 

10071407 

1 15 05NOV2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Exclusion # 5; Subject has diagnosis of COVID-19 with 

positive PCR and symptoms 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1008 

10081529 

1 5 29SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

subject tested positive for COVID19 

  C4591001 

1008 

10081721 

1 13 10NOV2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

subject tested positive for COVID 19 

  C4591001 

1009 

10091211 

1 19 03NOV2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Subject tested positive for COVID-19 

  C4591001 

1009 

10091257 

1 10 05NOV2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

positive for COVID-19 

  C4591001 

1012 

10121001 

1 26 28AUG2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject refused second vaccination; will continue in study 

for follow-up. 

  C4591001 

1012 

10121103 

2 2 23SEP2020 VACCINATION MEDICATION ERROR 

WITHOUT 

ASSOCIATED 

ADVERSE EVENT 

MEDICATION ERROR WITHOUT ASSOCIATED 

ADVERSE EVENT 

    2 2 23SEP2020 FOLLOW-UP MEDICATION ERROR 

WITHOUT 

ASSOCIATED 

ADVERSE EVENT 

MEDICATION ERROR WITHOUT ASSOCIATED 

ADVERSE EVENT 

  C4591001 

1012 

10121163 

1 16 24SEP2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/INJECTION SITE DERMATITIS 

    1 39 17OCT2020 FOLLOW-UP ADVERSE EVENT ADVERSE EVENT 

  C4591001 

1013 

10131017 

  
30JUL2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

SUBJECT WITHDREW CONSENT FROM STUDY. 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1013 

10131046 

2 70 27OCT2020 VACCINATION LOST TO FOLLOW-UP subject is lost to follow up. certified letter sent and emailed 

10-02-2020 

    2 70 27OCT2020 FOLLOW-UP LOST TO FOLLOW-UP SUBJECT IS LOST TO FOLLOW UP. 

  C4591001 

1013 

10131048 

2 28 17SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

New job 

    2 28 17SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

New Job 

  C4591001 

1013 

10131054 

2 7 30AUG2020 VACCINATION LOST TO FOLLOW-UP Attempted contact 

    2 7 30AUG2020 FOLLOW-UP LOST TO FOLLOW-UP Contact attempted 

  C4591001 

1013 

10131131 

2 36 07OCT2020 VACCINATION LOST TO FOLLOW-UP Certified letter sent 

    2 36 07OCT2020 FOLLOW-UP LOST TO FOLLOW-UP Certified letter sent 

  C4591001 

1013 

10131138 

1 23 02SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

SUBJECT WITHDREW CONSENT FROM THE STUDY 

    1 23 02SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

SUBJECT WITHDREW CONSENT. 

  C4591001 

1013 

10131216 

1 46 02OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject withdrew from study 

    1 46 02OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

SUBJECT WITHDREW CONSENT DUE TO FAMILY 

SITUATION. 

  C4591001 

1013 

10131332 

2 56 09NOV2020 VACCINATION LOST TO FOLLOW-UP UNKOWN 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

    2 56 09NOV2020 FOLLOW-UP LOST TO FOLLOW-UP UNKNOWN 

  C4591001 

1013 

10131426 

1 1 03SEP2020 VACCINATION LOST TO FOLLOW-UP subject has not returned for next visit. is now considered 

lost to follow up 

    1 1 03SEP2020 FOLLOW-UP LOST TO FOLLOW-UP subject is lost to follow up. 

  C4591001 

1013 

10131592 

2 31 11NOV2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject withdrew consent from study. 

    2 31 11NOV2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

MOVED OUT OF STATE NO LONGER WANTED TO 

PARTICIPATE. 

  C4591001 

1013 

10131670† 

1 4 11OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

SUBJECT TESTED POSITIVE FOR COVID-19 

  C4591001 

1013 

10131740 

  
15OCT2020 FOLLOW-UP OTHER randomized in error, needed to wait until course of 

antibiotics was done. 

  C4591001 

1013 

10131746 

1 22 09NOV2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Currently taking corticosteroids 

    1 22 09NOV2020 FOLLOW-UP NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Currently taking exclusionary medication 

  C4591001 

1015 

10151030 

2 64 06NOV2020 VACCINATION LOST TO FOLLOW-UP Subject lost to follow up after multiple contact attempts and 

reciept of certified letter 

    2 64 06NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Subject lost to follow up after multiple contact attempts and 

reciept of certified letter 

  C4591001 

1015 

10151134 

1 72 06NOV2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/VERTIGO 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1015 

10151199 

1 24 01OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject decided not to continue with study. 

    1 24 01OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent. 

  C4591001 

1016 

10161047 

1 24 27AUG2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Subject stated at visit 2, had positive COVID test 

  C4591001 

1016 

10161087 

1 22 31AUG2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/INJECTION SITE SWELLING 

  C4591001 

1016 

10161126 

1 39 21SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject declined further study vaccines,subject will 

continue with rest of visits and procedures 

  C4591001 

1016 

10161341 

1 10 31OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

subject with a positive covid-19 test 

  C4591001 

1018 

10181025 

1 45 16SEP2020 VACCINATION LOST TO FOLLOW-UP Follow-up attempts made on 21-Aug, 1-Sep, and 4-Sep 

with no response. 

    1 45 16SEP2020 FOLLOW-UP LOST TO FOLLOW-UP Follow-up attempts made on 21-Aug, 1-Sep, and 4-Sep. 

Certified letter sent 9-Sep-2020. 

  C4591001 

1018 

10181036 

1 45 16SEP2020 VACCINATION LOST TO FOLLOW-UP Subject missed V2 and did not respond to 3 Follow-up 

attempts. 

    1 45 16SEP2020 FOLLOW-UP LOST TO FOLLOW-UP no response to multiple follow up calls and contact 

attempts 

  C4591001 

1018 

10181054 

1 39 11SEP2020 VACCINATION LOST TO FOLLOW-UP patient returned to home country, did not respond to 

outreach, certified letter sent 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

    1 39 11SEP2020 FOLLOW-UP LOST TO FOLLOW-UP subject returned to home country, according to call to 

emergency contact 

  C4591001 

1018 

10181142 

1 33 14SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject did not arrive at scheduled second visit and texted 

no longer wants to participate in study. 

    1 33 14SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject did not arrive at scheduled second visit and texted 

no longer wants to participate in study. 

  C4591001 

1018 

10181266 

1 41 14OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

withdraw from study due to work schedule 

    1 41 14OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

withdraw from study due to work schedule 

  C4591001 

1019 

10191098 

1 18 11SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Pt discontinued due to positive covid test. Will f/u with pt 

  C4591001 

1019 

10191166 

1 22 25SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent. 

    1 22 25SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent. 

  C4591001 

1027 

10271105 

1 15 11SEP2020 VACCINATION ADVERSE EVENT Subject has discontinued Study Drug. Subject has agreed to 

continue with follow-up visits./ALLERGY TO VACCINE 

  C4591001 

1028 

10281072 

1 55 20OCT2020 VACCINATION LOST TO FOLLOW-UP certified letter returned unclaimed 20oct2020 

    1 55 20OCT2020 FOLLOW-UP LOST TO FOLLOW-UP Certified letter came back unclaimed on 20Oct2020 

  C4591001 

1028 

10281294 

1 7 04NOV2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

patient had positive covid test prior to V2 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1036 

10361011 

1 1 20AUG2020 VACCINATION LOST TO FOLLOW-UP Lost to follow up 

    1 1 20AUG2020 FOLLOW-UP LOST TO FOLLOW-UP Lost to follow up 

  C4591001 

1036 

10361032 

2 48 03NOV2020 VACCINATION LOST TO FOLLOW-UP unreachable 

    2 48 03NOV2020 FOLLOW-UP LOST TO FOLLOW-UP unreachable 

  C4591001 

1036 

10361050 

  
31AUG2020 FOLLOW-UP OTHER Subject randomized in error due to prohibitive drug. 

  C4591001 

1037 

10371068 

1 3 27AUG2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

SUBJECT MET EXCL CRIT # 13 

  C4591001 

1037 

10371077 

1 66 30OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

SPOKE WITH SUBJECT ON 30 OCT. DUE TO 

SCHEDULE, HE CAN NO LONGER CONTINUE WITH 

STUDY VISITS 

    1 66 30OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

SPOKE WITH SUBJECT ON 30 OCT. DUE TO 

SCHEDULE, HE CAN NO LONGER ATTEND VISITS 

  C4591001 

1037 

10371078 

1 44 08OCT2020 VACCINATION LOST TO FOLLOW-UP SITE ATTEMPTED CONTACT ON 22 SEP 30 SEP AND 

CERTIFIED LETTER SENT 8 OCT NO RESPONSE 

    1 44 08OCT2020 FOLLOW-UP LOST TO FOLLOW-UP CERTIFIED LETTER SENT 8 ONT. PT DID NOT 

RESPOND 

  C4591001 

1039 

10391021 

1 24 17SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Patient tested positive for COVID-19. 

  C4591001 

1039 

10391080 

1 21 23SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Patient withdrew consent. Patient will not be participating 

in follow-ups. 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

    1 21 23SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Patient withdrew from study and follow up. 

  C4591001 

1042 

10421069 

1 22 31AUG2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

SUBJECT WITHDREW CONSENT 

    1 22 31AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

SUBJECT WITHDREW CONSENT 

  C4591001 

1042 

10421079 

2 55 02NOV2020 VACCINATION LOST TO FOLLOW-UP Lost to follow-up after unsuccessful attempts to contact 

    2 55 02NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Lost to follow up after unsuccessful attempts to make 

contact. 

  C4591001 

1042 

10421092 

2 27 06OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject called the office in withdrew consent-they will not 

be returning to the site for future visi 

    2 27 06OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject withdrew from study participation 

  C4591001 

1042 

10421093 

2 48 19OCT2020 VACCINATION LOST TO FOLLOW-UP Lost to follow up after unsuccessful attempts to make 

contact. 

    2 48 19OCT2020 FOLLOW-UP LOST TO FOLLOW-UP Lost to follow up after unsuccessful attempts to make 

contact. 

  C4591001 

1042 

10421129 

2 41 19OCT2020 VACCINATION LOST TO FOLLOW-UP Lost to follow up after unsuccessful attempts to make 

contact. 

    2 41 19OCT2020 FOLLOW-UP LOST TO FOLLOW-UP Lost to follow up after unsuccessful attempts to make 

contact. 

  C4591001 

1042 

10421250 

1 58 13NOV2020 VACCINATION LOST TO FOLLOW-UP Lost to follow up 

    1 58 13NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Lost to follow up 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1042 

10421251 

1 58 13NOV2020 VACCINATION LOST TO FOLLOW-UP Lost to follow up 

    1 58 13NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Lost to follow up 

  C4591001 

1046 

10461040 

1 15 31AUG2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject chose to discontinue due to personal reasons. 

    1 15 31AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject Decision 

  C4591001 

1046 

10461049 

2 31 09OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject Withdrew 

    2 31 09OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject decision 

  C4591001 

1046 

10461099 

1 64 27OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject Decision 

    1 64 27OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject Decision 

  C4591001 

1046 

10461140 

1 22 19SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject Decision 

    1 22 19SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject Decision 

  C4591001 

1047 

10471221 

1 44 29OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

withdrew consent 

    1 44 29OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Withdrew consent 

09
01

77
e1

95
9b

21
57

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
7 

(G
M

T
)

 

Page 12

FDA-CBER-2021-5683-0129001



16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1047 

10471314 

1 32 12NOV2020 VACCINATION LOST TO FOLLOW-UP Subject is lost to follow up 

  C4591001 

1052 

10521021 

2 63 11NOV2020 VACCINATION LOST TO FOLLOW-UP lost to follow up 

    2 63 11NOV2020 FOLLOW-UP LOST TO FOLLOW-UP lost to follow up 

  C4591001 

1052 

10521022 

2 63 11NOV2020 VACCINATION LOST TO FOLLOW-UP lost to follow up 

    2 63 11NOV2020 FOLLOW-UP LOST TO FOLLOW-UP lost to follow up 

  C4591001 

1052 

10521054 

1 25 21SEP2020 VACCINATION LOST TO FOLLOW-UP n/a 

    1 25 21SEP2020 FOLLOW-UP LOST TO FOLLOW-UP lost to follow up 

  C4591001 

1052 

10521057 

1 25 21SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

withdrew consent 

    1 25 21SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Withdrawal by subject 

  C4591001 

1052 

10521058 

1 25 21SEP2020 VACCINATION LOST TO FOLLOW-UP lost to follow up 

    1 25 21SEP2020 FOLLOW-UP LOST TO FOLLOW-UP lost to follow up 

  C4591001 

1052 

10521064 

1 25 24SEP2020 VACCINATION LOST TO FOLLOW-UP n/a 

    1 25 24SEP2020 FOLLOW-UP LOST TO FOLLOW-UP lost of follow up 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1052 

10521080 

1 28 29SEP2020 VACCINATION LOST TO FOLLOW-UP lost of follow up 

    1 28 29SEP2020 FOLLOW-UP LOST TO FOLLOW-UP lost of follow up 

  C4591001 

1054 

10541022 

1 64 23OCT2020 VACCINATION LOST TO FOLLOW-UP Pt deemed LTFU by site. 

    1 64 23OCT2020 FOLLOW-UP LOST TO FOLLOW-UP Pt deemed LTFU by site. 

  C4591001 

1054 

10541023 

1 64 23OCT2020 VACCINATION LOST TO FOLLOW-UP Pt deemed LTFU by site. 

    1 64 23OCT2020 FOLLOW-UP LOST TO FOLLOW-UP Pt deemed LTFU by site. 

  C4591001 

1054 

10541033 

1 21 11SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Per sponsor, participant met EXC #5, and should not 

receive VAX2 but may remain in study. 

  C4591001 

1054 

10541055 

1 59 23OCT2020 VACCINATION LOST TO FOLLOW-UP Pt deemed LTFU by site. 

    1 59 23OCT2020 FOLLOW-UP LOST TO FOLLOW-UP Pt deemed LTFU by site. 

  C4591001 

1054 

10541064 

1 78 12NOV2020 VACCINATION LOST TO FOLLOW-UP > 3 attempts at contacting pt via telephone; certified letter 

sent 

    1 78 12NOV2020 FOLLOW-UP LOST TO FOLLOW-UP > 3 attempts at contacting pt via telephone; certified letter 

sent 

  C4591001 

1054 

10541138 

1 23 02OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject doesn't want to continue in study. 

    1 23 02OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject doesn't want to continue in study. 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1054 

10541150 

1 22 05OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

No longer interested in study, and walked out of clinic w/o 

talking to Investigator. 

    1 22 05OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Pt is no longer interested in study. Walked out of clinic w/o 

seeing the Investigator. 

  C4591001 

1055 

10551145 

1 48 14OCT2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/DYSPHAGIA 

  C4591001 

1056 

10561027 

1 35 25SEP2020 VACCINATION LOST TO FOLLOW-UP Subject couldn't be reached. Caregiver states he left the 

house and nobody knows where he is. 

    1 35 25SEP2020 FOLLOW-UP LOST TO FOLLOW-UP Subject couldn't be reached. Caregiver states he left the 

house and nobody knows where he is. 

  C4591001 

1056 

10561129 

1 24 25SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject states he doesn't want to continue in the study 

    1 24 25SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject states he doesn't want to continue in the study 

  C4591001 

1056 

10561152 

1 27 29SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

SUBJECT STATED HE DOES NOT WANT TO 

CONTINUE HIS PARTICIPATION IN THE STUDY. 

    1 27 29SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

SUBJECT STATED HE DOES NOT WANT TO 

CONTINUE HIS PARTICIPATION IN THE STUDY. 

  C4591001 

1056 

10561253 

2 32 05NOV2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

SUBJECT MOVED OUT OF STATE AND HE IS 

UNABLE TO CONTINUE PARTICIPATING IN THE 

STUDY. 

    2 32 05NOV2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

SUBJECT MOVED OUT OF STATE AND HE IS 

UNABLE TO CONTINUE PARTICIPATING IN THE 

STUDY. 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1056 

10561293 

1 50 06NOV2020 VACCINATION LOST TO FOLLOW-UP Subject lost to follow up after several unsuccessful 

attempts to contact. 

    1 50 06NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Subject lost to follow up after several unsuccessful 

attempts to contact. 

  C4591001 

1056 

10561372 

1 38 06NOV2020 VACCINATION LOST TO FOLLOW-UP Subject lost to follow up after several unsuccessful 

attempts to contact. 

    1 38 06NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Subject lost to follow up after several unsuccessful 

attempts to contact. 

  C4591001 

1056 

10561395 

1 25 29OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

SUBJECT MOVED TO ANOTHER TOWN 

    1 25 29OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject moved out of town. 

  C4591001 

1057 

10571031 

  
18AUG2020 FOLLOW-UP NO LONGER MEETS 

ELIGIBILITY CRITERIA 

met delay criteria, reported by subject after subject was 

randomized, discontinued prior to vaccine 

  C4591001 

1057 

10571211 

  
18SEP2020 FOLLOW-UP NO LONGER MEETS 

ELIGIBILITY CRITERIA 

subject was randomized but failed to meet entry criteria, no 

vaccine was given 

  C4591001 

1057 

10571212 

  
18SEP2020 FOLLOW-UP NO LONGER MEETS 

ELIGIBILITY CRITERIA 

subject was randomized and then failed to meet criteria, no 

vaccine was administered 

  C4591001 

1057 

10571215 

  
18SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

refused further study procedures 

  C4591001 

1057 

10571216 

2 30 10NOV2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

MOVED TO SAN FRANCISCO 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

    2 30 10NOV2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

MOVED TO SAN FRANCISCO 

  C4591001 

1057 

10571248 

1 36 30OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject refused to return for Visit 2, withdrew consent, No 

adverse events reported 

    1 36 30OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject withdrew consent from further study participation 

  C4591001 

1057 

10571268 

  
06OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

w/d consent 

  C4591001 

1066 

10661335 

  
14OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject withdrew consent to participate 

  C4591001 

1071 

10711095 

1 61 24OCT2020 VACCINATION LOST TO FOLLOW-UP SUBJECT IS LOST TO FOLLOW UP 

    1 61 24OCT2020 FOLLOW-UP LOST TO FOLLOW-UP SUBJECT IS LOST TO FOLLOW UP 

  C4591001 

1071 

10711162 

  
11SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

During discussing the diary, the subject withdrew consent 

and subject left. 

    
  

11SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

SUBJECT WITHDREW CONSENT 

  C4591001 

1071 

10711211 

1 32 05NOV2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

SUBJECT WITHDREW CONSENT TO 2ND 

INJECTION BUT WILL RETURN FOR FOLLOW UP 

VST 

  C4591001 

1072 

10721051 

1 12 06SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

diagnosis COVID-19 exclusion 5 

  C4591001 

1073 

10731038 

1 37 10SEP2020 VACCINATION LOST TO FOLLOW-UP Subject was Discontinue 

09
01

77
e1

95
9b

21
57

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
7 

(G
M

T
)

 

Page 17

FDA-CBER-2021-5683-0129006



16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

    1 37 10SEP2020 FOLLOW-UP LOST TO FOLLOW-UP Discontinue 

  C4591001 

1079 

10791004 

1 23 20AUG2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/ADENOCARCINOMA GASTRIC 

    1 30 27AUG2020 FOLLOW-UP ADVERSE EVENT ADVERSE EVENT 

  C4591001 

1079 

10791040 

2 45 07OCT2020 VACCINATION LOST TO FOLLOW-UP Subject has not returned calls, emails or letters 

    2 45 07OCT2020 FOLLOW-UP LOST TO FOLLOW-UP Subject is lost to follow up 

  C4591001 

1079 

10791130 

1 1 17AUG2020 VACCINATION MEDICATION ERROR 

WITHOUT 

ASSOCIATED 

ADVERSE EVENT 

MEDICATION ERROR WITHOUT ASSOCIATED 

ADVERSE EVENT 

  C4591001 

1079 

10791253 

1 67 13NOV2020 VACCINATION LOST TO FOLLOW-UP patient unresponsive 

  C4591001 

1081 

10811071 

1 48 05OCT2020 VACCINATION LOST TO FOLLOW-UP lack of follow-up, does not return calls & had multiple no 

show appointments 

    1 48 05OCT2020 FOLLOW-UP LOST TO FOLLOW-UP unable to reach subj, multiple no-show appts. This was the 

last scheduled visit that was a no-show. 

  C4591001 

1081 

10811105 

  
26AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent 

  C4591001 

1081 

10811194 

2 34 01NOV2020 FOLLOW-UP DEATH DEATH 

  C4591001 

1082 

10821013 

  
03AUG2020 FOLLOW-UP PROTOCOL 

DEVIATION 

Subject was randomized but left site prior to receiving 

vaccination. 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1082 

10821077 

1 22 28AUG2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

scheduling conflicts. live out of state. 

    1 22 28AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject withdrew consent 

  C4591001 

1082 

10821078 

1 22 28AUG2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

scheduling conflicts. live out of state. 

    1 22 28AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject withdrew consent 

  C4591001 

1082 

10821145 

2 30 23OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject withdrew consent due to occupation 

    2 30 23OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject withdrew consent due to occupation 

  C4591001 

1083 

10831029 

1 20 23AUG2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/ATRIAL FIBRILLATION 

  C4591001 

1083 

10831060 

1 9 14AUG2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/DIVERTICULAR PERFORATION 

  C4591001 

1083 

10831141 

1 34 23SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject no longers wants to participate in the study subject 

was offered safety F/U Sub Declined 

    1 34 23SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject decision Subject no longers wants to participate in 

the study subject was offered safety F/U 

  C4591001 

1083 

10831187 

2 28 22OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

SUBJECT MOVE OUT OF STATE 

    2 28 22OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

22OCT2020 subject was contacted for V3 Appointment 

reminder 23OCT2020 and verbally withdrew consent 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1083 

10831219 

2 37 05NOV2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject was contacted to reschedule Visit 3 and he 

withdrew consent 

    2 37 05NOV2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

05NOV2020 After mulitple attempts to contact subj to 

reschedule V3 subj returned call and WC 

  C4591001 

1084 

10841035 

1 22 24AUG2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject does not want to do study anymore; now engaged 

and wants to start a family 

    1 22 24AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Withdrew consent because subject wants to start a family 

  C4591001 

1084 

10841057 

1 35 08SEP2020 VACCINATION LOST TO FOLLOW-UP subject never answered phone calls; certified letter sent 

    1 35 08SEP2020 FOLLOW-UP LOST TO FOLLOW-UP subject never answered phone calls; certified letter sent 

  C4591001 

1084 

10841119 

2 38 07OCT2020 VACCINATION LOST TO FOLLOW-UP certified letter sent 

    2 38 07OCT2020 FOLLOW-UP LOST TO FOLLOW-UP subject LTFU; certified letter sent 

  C4591001 

1084 

10841272 

1 32 22SEP2020 VACCINATION LOST TO FOLLOW-UP LTFU 

    1 32 22SEP2020 FOLLOW-UP LOST TO FOLLOW-UP LTFU 

  C4591001 

1085 

10851286 

1 34 12OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Positive COVID-19 test result prior to vaccination 2 as 

such subject meets exclusion criteria. 

    1 58 05NOV2020 FOLLOW-UP NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Positive Covid test prior to vaccine 2 

  C4591001 

1087 

10871085 

2 13 20SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Pt moved to another State for job. Closest Site 1+ hr away 

from pt's new location. Withdrew consent. 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

    2 13 20SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Pt moved to another State for job. Closest Site 1+ hr away 

from pt's new location. Withdrew consent. 

  C4591001 

1087 

10871089 

1 19 04SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Exclusion Criteria #5 

  C4591001 

1087 

10871209 

1 7 31AUG2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Subject has met exclusion #5 

    1 38 01OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject chose to withdraw from study because felt no 

longer necessary due to positive COVID dx. 

  C4591001 

1087 

10871336 

1 61 02NOV2020 VACCINATION LOST TO FOLLOW-UP Lost to follow up 

    1 61 02NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Lost to follow up 

  C4591001 

1087 

10871354 

1 10 17SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject does not feel comfortable continuing in the study. 

Withdrawal of participation and consent. 

    1 10 17SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject does not feel comfortable continuing in study. 

Withdrawal of participation & consent. 

  C4591001 

1087 

10871356 

1 54 31OCT2020 VACCINATION LOST TO FOLLOW-UP Lost to follow up. 

    1 54 31OCT2020 FOLLOW-UP LOST TO FOLLOW-UP Lost to follow up. 

  C4591001 

1087 

10871557 

1 23 05NOV2020 VACCINATION PREGNANCY PREGNANCY 

  C4591001 

1089 

10891076 

1 22 27AUG2020 VACCINATION LOST TO FOLLOW-UP 8/25-# out of service, sent email 8/27-no response, sent 

certified letter 

    1 22 27AUG2020 FOLLOW-UP LOST TO FOLLOW-UP number invaild and sent certified letter. no response 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1089 

10891158 

1 44 02OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

site was notified that subject has been incarcerated and will 

not be able to complete study visit 

    1 44 02OCT2020 FOLLOW-UP NO LONGER MEETS 

ELIGIBILITY CRITERIA 

site was notified that subject has been incarcerated and will 

not be able to complete study visit 

  C4591001 

1089 

10891346 

  
22SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject withdrew consent prior to receiving vaccine 

  C4591001 

1089 

10891351 

  
25SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject withdrew consent, and left office prior to 

vaccination 

  C4591001 

1090 

10901047 

2 45 07OCT2020 VACCINATION LOST TO FOLLOW-UP Pt was not reachable the last 2 weeks. HE is in prison per 

his sister. Pt will be discontinued. 

    2 45 07OCT2020 FOLLOW-UP LOST TO FOLLOW-UP pt in prison 

  C4591001 

1090 

10901068 

1 29 02SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

pt is not willing to come to any m visits 

    1 29 02SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject no longer interested in study 

  C4591001 

1090 

10901379 

1 54 02NOV2020 VACCINATION LOST TO FOLLOW-UP pt never contacted us to reschedule V2 

    1 54 02NOV2020 FOLLOW-UP LOST TO FOLLOW-UP unable to contact 

  C4591001 

1090 

10901507 

1 20 04NOV2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/URTICARIA 

  C4591001 

1091 

10911039 

1 50 22SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

withdrew consent to future visits 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

    1 50 22SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

withdrew consent to further visits 

  C4591001 

1091 

10911077 

1 22 27AUG2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Patient agrees to stay in the trial for follow up but denied 

second vaccination. 

  C4591001 

1091 

10911083 

1 23 28AUG2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Did not want to come to scheduled visits 

    1 23 28AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject no longer wanted to come to study appointments 

  C4591001 

1091 

10911352 

1 23 28OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject was a NCNS for his V2 today. Stated over the 

phone he would like to withdraw consent 

    1 23 28OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject was a NCNS for his V2. Stated over the phone he 

would like to withdraw consent 

  C4591001 

1091 

10911387 

1 5 09NOV2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

NO LONGER MEETS ELIGIBILITY CRITERIA 

  C4591001 

1092 

10921080 

1 22 16SEP2020 VACCINATION OTHER Incarcerated 09Sep2020 

    1 22 16SEP2020 FOLLOW-UP OTHER Incarcerated 

  C4591001 

1092 

10921082 

2 35 20OCT2020 VACCINATION LOST TO FOLLOW-UP unable to make contact with subject 

    2 35 20OCT2020 FOLLOW-UP LOST TO FOLLOW-UP Subject is Lost to follow up 

  C4591001 

1092 

10921128 

  
01SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Pt withdrew consent due to anxiety of having blood drawn 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1092 

10921130 

2 21 12OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

confirmed covid illness 

  C4591001 

1093 

10931055 

  
31AUG2020 FOLLOW-UP NO LONGER MEETS 

ELIGIBILITY CRITERIA 

UNABLE TO OBTAIN BLOOD FROM SUBJECT. 

  C4591001 

1093 

10931058 

1 25 18SEP2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/EXPOSURE DURING 

PREGNANCY 

  C4591001 

1093 

10931065 

1 81 14NOV2020 VACCINATION LOST TO FOLLOW-UP SUBJECT WAS SENT A CERTIFIED LETTER AND 

WAS UNABLE TO BE CONTACTED MULTIPLE 

TIMES. 

    1 81 14NOV2020 FOLLOW-UP LOST TO FOLLOW-UP SUBJECT WAS SENT A CERTIFIED LETTER AND 

WAS UNABLE TO BE CONTACTED MULTIPLE 

TIMES. 

  C4591001 

1093 

10931094 

1 76 14NOV2020 VACCINATION LOST TO FOLLOW-UP SUBJECT WAS SENT A CERTIFIED LETTER AFTER 

MULTIPLE ATTEMPTS TO CONTACT THEM. 

    1 76 14NOV2020 FOLLOW-UP LOST TO FOLLOW-UP SUBJECT WAS SENT A CERTIFIED LETTER AFTER 

MULTIPLE ATTEMPTS TO CONTACT THEM. 

  C4591001 

1095 

10951056 

1 35 08SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Participant is no longer able to participate 

    1 37 10SEP2020 FOLLOW-UP OTHER Participant not able to continue in study at this time. 

Participant did not withdraw consent 

  C4591001 

1095 

10951110 

1 71 28OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

completed Vac 1, but declined vac 2 but will participate in 

all other study procedures. approved MD 

  C4591001 

1095 

10951141 

1 22 16SEP2020 VACCINATION ADVERSE EVENT ADVERSE EVENT 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

    1 22 16SEP2020 FOLLOW-UP ADVERSE EVENT ADVERSE EVENT/DIABETIC FOOT 

  C4591001 

1095 

10951168 

1 48 15OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject will not receive vaccination however will 

participate in all other study procedures 

  C4591001 

1095 

10951173 

1 8 05SEP2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/ACUTE MYOCARDIAL 

INFARCTION 

  C4591001 

1096 

10961031 

1 22 04SEP2020 VACCINATION PREGNANCY PREGNANCY 

  C4591001 

1096 

10961081 

1 54 12OCT2020 VACCINATION LOST TO FOLLOW-UP LTFU, unresponsive to contact attempts 

    1 54 12OCT2020 FOLLOW-UP LOST TO FOLLOW-UP site unable to contact subject after multiple attempts and 

certified letter sent 

  C4591001 

1096 

10961141 

1 22 16SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

per protocol 

  C4591001 

1096 

10961276 

1 21 25SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

due to moving out of town unexpectedly 

    1 21 25SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

due to moving out of town unexpectedly 

  C4591001 

1096 

10961321 

1 22 03OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

subject met exclusion #1 on visit 2 (suicidal ideation) so no 

vaccine was administered 

  C4591001 

1096 

10961388 

1 21 29OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

subject was diagnosed with COVID between vaccination 

one and vaccination two 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1098 

10981001 

1 31 17SEP2020 VACCINATION LOST TO FOLLOW-UP Lost to followup 

    1 31 17SEP2020 FOLLOW-UP LOST TO FOLLOW-UP Certified letter was sent. Site is unable to contact the 

subject. Thanks. 

  C4591001 

1098 

10981029 

1 22 11SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject wanted to be discontinued from the study for 

unknown reasons. 

    1 22 11SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject inform, it is due to wellbeing 

  C4591001 

1098 

10981200 

1 46 05NOV2020 VACCINATION LOST TO FOLLOW-UP Subject called multiple times and certified letter was sent. 

No response from subject 

    1 46 05NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Subject called multiple times and certified letter was sent. 

No response from subject. 

  C4591001 

1098 

10981219 

1 43 05NOV2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

withdraw by subject due to no longer wanting to take part 

in the study. 

    1 43 05NOV2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

withdraw by subject due to no longer wanting to take part 

in the study. 

  C4591001 

1101 

11011024 

1 21 29SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

the subject was diagnoses with COVID between 

vaccination one and vaccination two 

  C4591001 

1107 

11071074 

2 74 12NOV2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

SUBJECT WITHDREW CONSENT ON 12NOV2020 

  C4591001 

1109 

11091030 

2 37 23SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

SUBJECT CALLED TO WITHDRAW FROM TRIAL 

DUE TO TRANSPORTATION ISSUES AS WELL AS 

BEING TO BUSY. 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

    2 37 23SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

SUBJECT CALLED TO WITHDRAW FROM TRIAL 

DUE TO TRANSPORTATION ISSUES AS WELL AS 

BEING TO BUSY. 

  C4591001 

1109 

11091059 

1 40 08SEP2020 VACCINATION LOST TO FOLLOW-UP SUBJECT NEVER RETURNED PHONE CALLS OR 

RESPOND TO CERTIFIED LETTER. 

    1 40 08SEP2020 FOLLOW-UP LOST TO FOLLOW-UP SUBJECT NEVER RETURNED PHONE CALLS OR 

RESPOND TO CERTIFIED LETTER. 

  C4591001 

1109 

11091068 

1 40 08SEP2020 VACCINATION LOST TO FOLLOW-UP SUBJECT NEVER RETURNED NUMEROUS CALLS 

OR CERTIFIED LETTER SENT TO HIM. 

    1 40 08SEP2020 FOLLOW-UP LOST TO FOLLOW-UP SUBJECT NEVER RESPONDED TO CALLS OR 

CERTIFIED LETTER. 

  C4591001 

1109 

11091127 

1 37 08SEP2020 VACCINATION LOST TO FOLLOW-UP SUBJECT NEVER RESPONDED TO MULTIPLE 

CALLS AND CERTIFIED LETTER SENT TO HER 

    1 37 08SEP2020 FOLLOW-UP LOST TO FOLLOW-UP SUBJECT NEVE RESPONDED TO CALLS OR 

CERTIFIED LETTER SENT TO HER. 

  C4591001 

1109 

11091148 

2 33 26SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

SUBJECT CALLED AND WITHDREW CONSENT 

    2 33 26SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

SUBJECT CALLED AND WITHDREW CONSENT 

  C4591001 

1109 

11091234 

1 25 08SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

WORK HAD GOTTEN TOO BUSY WITH OPENING 

BACK UP AND SHE WAS UNABLE TO CONTINUE 

HER PARTICIPATION. 

    1 25 08SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

WORK HAD GOTTEN TOO BUSY WITH OPENING 

BACK UP AND SHE WAS UNABLE TO CONTINUE 

HER PARTICIPATION. 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1109 

11091335 

1 43 07OCT2020 VACCINATION LOST TO FOLLOW-UP SUBJECT NEVER RESPONDED TO MULTIPLE 

CALLS AND CERTIFIED LETTER SENT TO HER 

    1 43 07OCT2020 FOLLOW-UP LOST TO FOLLOW-UP SUBJECT NEVER RESPONDED TO MULTIPLE 

CALLS AND CERTIFIED LETTER SENT TO HER 

  C4591001 

1109 

11091349 

  
28AUG2020 FOLLOW-UP PROTOCOL 

DEVIATION 

Subject randomized in error. 

  C4591001 

1109 

11091419 

2 40 06NOV2020 VACCINATION LOST TO FOLLOW-UP Subject did not respond to multiple phone calls or certified 

letter. 

    2 40 06NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Subject did not respond to multiple phone calls or certified 

letter. 

  C4591001 

1109 

11091478 

1 29 07OCT2020 VACCINATION LOST TO FOLLOW-UP LOST TO FOLLOW-UP 

    1 29 07OCT2020 FOLLOW-UP LOST TO FOLLOW-UP SUBJECT NEVER RESPONDED TO MULTIPLE 

CALLS AND CERTIFIED LETTER SENT 

  C4591001 

1109 

11091515 

1 30 14OCT2020 VACCINATION LOST TO FOLLOW-UP Subject never returned for visit, responded to call or 

certified letter sent. 

    1 30 14OCT2020 FOLLOW-UP LOST TO FOLLOW-UP Subject never returned for visit, responded to call or 

certified letter sent. 

  C4591001 

1109 

11091556 

1 9 12OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Exclusion criterion 5 

  C4591001 

1110 

11101006 

1 53 21SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Subject meets exclusion criteria #5 09
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1110 

11101010 

2 63 22OCT2020 VACCINATION LOST TO FOLLOW-UP Subject did not comply with inclusion criteria #2. 

    2 63 22OCT2020 FOLLOW-UP LOST TO FOLLOW-UP Subject did not comply with inclusion criteria #2. 

  C4591001 

1110 

11101038 

1 35 08SEP2020 VACCINATION LOST TO FOLLOW-UP Subject was contact over the phone 3 times and a certified 

letter was sent. Subject never reply. 

    1 35 08SEP2020 FOLLOW-UP LOST TO FOLLOW-UP Lost to follow is status, subject has been withdrawn from 

trial. 

  C4591001 

1110 

11101039 

1 35 08SEP2020 VACCINATION LOST TO FOLLOW-UP subject failed to contact site after many calls and certified 

letter. 

    1 35 08SEP2020 FOLLOW-UP LOST TO FOLLOW-UP Subject did not respond to many phones calls from site and 

did not respond to certified letter fromi 

  C4591001 

1110 

11101069 

1 59 08OCT2020 VACCINATION LOST TO FOLLOW-UP Subject was called more the 3 times,was texted 2 

times,email/certified letter were sent 

    1 59 08OCT2020 FOLLOW-UP LOST TO FOLLOW-UP we did more than 3 attempts via phone, 1 text message, 4 

emails and a certified letter. 

  C4591001 

1110 

11101085 

1 58 08OCT2020 VACCINATION LOST TO FOLLOW-UP Subject was tried to contact by phone, text, email and 

certified letter several times. 

    1 58 08OCT2020 FOLLOW-UP LOST TO FOLLOW-UP we did 4 phone call attempts, 1 text message, 1 email and a 

certified letter. 

  C4591001 

1110 

11101110 

1 22 08SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent 

    1 22 08SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject withdrew consent 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1110 

11101141 

2 56 12NOV2020 VACCINATION LOST TO FOLLOW-UP 4 attempts via phone call, 1 text message, 1 email and 1 

certified letter. 

    2 56 12NOV2020 FOLLOW-UP LOST TO FOLLOW-UP 4 attempts via phone call, 1 text message, 1 email and 1 

certified letter. 

  C4591001 

1110 

11101154 

1 21 17SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject was contacted over the phone because she missed 

visit 2 and subject withdraw consent. 

    1 21 17SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject withdrew consent verbally over the phone. 

  C4591001 

1110 

11101155 

1 21 17SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject was contacted over the phone because she missed 

visit 2 and subject withdraw consent. 

    1 21 17SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject verbally withdrew consent. 

  C4591001 

1110 

11101229 

1 21 30SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Subject meets exclusion criterion #5 

  C4591001 

1110 

11101247 

1 22 06OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject WICF because he is unable to continue with the 

visit due to work. 

    1 22 06OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject WICF because he is unable to continue with the 

visit due to work. 

  C4591001 

1110 

11101250 

1 22 06OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject did not provide a reason to be discontinued from 

the study. 

    1 22 06OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject did not provide a reason to be discontinued from 

the study. 

  C4591001 

1110 

11101333 

1 35 05NOV2020 VACCINATION LOST TO FOLLOW-UP we attempt 3 phone calls, 1 text message and 1 certified 

letter. 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

    1 35 05NOV2020 FOLLOW-UP LOST TO FOLLOW-UP we attempt 3 phone calls, 1 text message and 1 certified 

letter. 

  C4591001 

1110 

11101342 

1 31 05NOV2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject sent and email, he state he will like to withdraw 

from the study due to a private reason. 

    1 31 05NOV2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject sent and email, he state he will like to withdraw 

from the study due to a private reason. 

  C4591001 

1111 

11111099 

1 71 20OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject refused second vaccination but will continue with 

follow-up procedures 

  C4591001 

1112 

11121054 

2 43 07OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

sujbect withdrew consent due to work schedule 

    2 43 07OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject withdrew due to busy work schedule 

  C4591001 

1112 

11121058 

1 22 25AUG2020 VACCINATION OTHER  

    1 22 25AUG2020 FOLLOW-UP OTHER  

  C4591001 

1112 

11121192 

1 34 30SEP2020 VACCINATION LOST TO FOLLOW-UP unable to reach subject for missed appts 

    1 34 30SEP2020 FOLLOW-UP LOST TO FOLLOW-UP Unable to contact subject for Vs 2 

  C4591001 

1112 

11121229 

  
04SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject left clinic after randomization and prior to 

vaccination 

  C4591001 

1112 

11121270† 

1 1 08OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

unstable viral load and Hepatitis B 

09
01

77
e1

95
9b

21
57

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
7 

(G
M

T
)

 

Page 31

(b) (6)

(b) (6)

FDA-CBER-2021-5683-0129020



16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1114 

11141029 

2 45 29OCT2020 VACCINATION LOST TO FOLLOW-UP Subject no show to apt and no response from certified 

letter. 

    2 45 29OCT2020 FOLLOW-UP LOST TO FOLLOW-UP Subject no show to apt and no response from certified 

letter. 

  C4591001 

1114 

11141037 

1 54 09OCT2020 VACCINATION LOST TO FOLLOW-UP no show to visit 2,two times.subject no responsive to calls 

and voicemails and subjects emerg.contac 

    1 54 09OCT2020 FOLLOW-UP LOST TO FOLLOW-UP no show to visit 2,two times.subject no responsive to calls 

and voicemails and subjects emerg.contac 

  C4591001 

1116 

11161015 

  
26AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent. Left site prior to IP 

administration. 

  C4591001 

1116 

11161143 

1 68 14NOV2020 VACCINATION LOST TO FOLLOW-UP Contact attempts 29SEP 30SEP 2OCT 13OCT 6NOV 

9NOV 

    1 68 14NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Contact attempts 29SEP 30SEP 2OCT 13OCT 6NOV 

9NOV 

  C4591001 

1116 

11161172 

1 67 14NOV2020 VACCINATION LOST TO FOLLOW-UP Contact attempts 2OCT 5OCT 7OCT 9OCT 13OCT 

23OCT 9NOV 

    1 67 14NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Contact attempts 2OCT 5OCT 7OCT 9OCT 13OCT 

23OCT 9NOV 

  C4591001 

1116 

11161292 

1 52 14NOV2020 VACCINATION LOST TO FOLLOW-UP Contact attempts 16OCT 22OCT 23OCT 3NOV 4NOV 

9NOV 10NOV 

    1 52 14NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Contact attempts 16OCT 22OCT 23OCT 3NOV 4NOV 

9NOV 10NOV 

  C4591001 

1117 

11171186 

1 21 26OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

SAE EVENT, INVESTIGATOR DETERMINED 

SUBJECT NO LONGER MEETS CRITERIA FOR 

INCLUSION 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1120 

11201013 

1 20 18AUG2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject states he no longer wants to be in study 

    1 20 18AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject states he no longer wants to be in study 

  C4591001 

1120 

11201038 

  
04AUG2020 SCREENING SCREEN FAILURE SCREEN FAILURE 

  C4591001 

1120 

11201083 

2 71 04NOV2020 VACCINATION LOST TO FOLLOW-UP certified letter sent and moved to lost to follow up 

    2 71 04NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Subject lost to follow up 

  C4591001 

1120 

11201085 

1 79 23OCT2020 VACCINATION LOST TO FOLLOW-UP subject would not come in office for visit 

    1 79 23OCT2020 FOLLOW-UP LOST TO FOLLOW-UP Subject never showed to appointment. 

  C4591001 

1120 

11201104 

1 50 24SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject states no longer wishes to be in study about to have 

weight lost surgery 

    1 50 24SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject no longer wished to be in study subject is about to 

have weight lost surgery 

  C4591001 

1120 

11201249 

1 50 09OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

SUBJECT IS STILL BEING FOLLOWED JUST 

REFUSED VAX 2 

    1 50 09OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject still being followed. refused vax 2 

  C4591001 

1120 

11201252 

  
09SEP2020 FOLLOW-UP LOST TO FOLLOW-UP Subject was randomized, but had to leave for work. Subject 

never return for next appointment 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1121 

11211009 

2 40 22OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject withdrew due to busy schedule. 

    2 40 22OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent due to busy schedule. Does not 

want to be FU 

  C4591001 

1121 

11211025 

1 22 16SEP2020 VACCINATION OTHER Participants significant other notified the site, participant is 

in jail for the foreseeable future 

    1 22 16SEP2020 FOLLOW-UP OTHER Subject incarcerated. Subject to be dropped from the study. 

  C4591001 

1122 

11221006 

  
03SEP2020 FOLLOW-UP PROTOCOL 

DEVIATION 

Subject randomized in error 

  C4591001 

1122 

11221026 

  
11SEP2020 FOLLOW-UP ADVERSE EVENT ADVERSE EVENT/PRESYNCOPE 

    
  

11SEP2020 FOLLOW-UP ADVERSE EVENT ADVERSE EVENT/VOMITING 

  C4591001 

1123 

11231027 

  
04AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject withdrew consent after randomization prior to 

vaccination. 

  C4591001 

1123 

11231051 

2 43 08OCT2020 VACCINATION OTHER moved to hawaii 

    2 43 08OCT2020 FOLLOW-UP OTHER Moved to Hawaii 

  C4591001 

1123 

11231144 

1 42 30SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Exclusion criteria #5. 

  C4591001 

1123 

11231154 

1 73 04NOV2020 VACCINATION LOST TO FOLLOW-UP no response from subject after certified letter 

    1 73 04NOV2020 FOLLOW-UP LOST TO FOLLOW-UP no response from subject after certified letter 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1123 

11231168 

1 72 04NOV2020 VACCINATION LOST TO FOLLOW-UP Pt is LTF 

    1 72 04NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Pt is LTF 

  C4591001 

1123 

11231290 

1 29 21OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subejct withdrew consent. 

    1 29 21OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject withdrew consent. 

  C4591001 

1123 

11231301 

  
24SEP2020 FOLLOW-UP PROTOCOL 

DEVIATION 

subject randomized in error 

  C4591001 

1123 

11231313 

1 13 06OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Exc. criterion 5 COVID-19 positive 

  C4591001 

1123 

11231386 

1 22 09NOV2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

exclusion no. 5 positive covid test 

  C4591001 

1124 

11241049 

1 26 11SEP2020 VACCINATION LOST TO FOLLOW-UP Subject not responding to any phone calls, certified letter 

sent 

    1 26 11SEP2020 FOLLOW-UP LOST TO FOLLOW-UP Subject not responding to any phone calls, certified letter 

sent 

  C4591001 

1124 

11241084 

1 10 02SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or Microbiological COVID 19 Diagnosis 

    1 18 10SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject not interested in participating any longer 

  C4591001 

1125 

11251019 

1 48 29SEP2020 VACCINATION LOST TO FOLLOW-UP lost to follow 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

    1 48 29SEP2020 FOLLOW-UP LOST TO FOLLOW-UP post to follow 

  C4591001 

1125 

11251022 

2 57 28OCT2020 VACCINATION LOST TO FOLLOW-UP patient is a lost to follow 

    2 57 28OCT2020 FOLLOW-UP LOST TO FOLLOW-UP patient was a lost to follow 

  C4591001 

1125 

11251148 

1 43 14OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Subject tested positive for Covid-19 

  C4591001 

1125 

11251159 

1 1 03SEP2020 VACCINATION LOST TO FOLLOW-UP attempted to contact patient and sent certified letter wih no 

response back 

    1 1 03SEP2020 FOLLOW-UP LOST TO FOLLOW-UP patient is a lost to follow 

  C4591001 

1125 

11251160 

1 33 05OCT2020 VACCINATION LOST TO FOLLOW-UP Patient is a lost to follow 

    1 33 05OCT2020 FOLLOW-UP LOST TO FOLLOW-UP lost to follow 

  C4591001 

1126 

11261074 

  
25AUG2020 FOLLOW-UP PROTOCOL 

DEVIATION 

During enrollment, after consent signed, inc/exc criteria 

reviewed, serology/nasal swab completed 

  C4591001 

1127 

11271022 

1 50 17SEP2020 VACCINATION PHYSICIAN DECISION PHYSICIAN DECISION 

  C4591001 

1127 

11271099 

1 22 09SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Subject tested positive and symptoms for COVID 

  C4591001 

1128 

11281055 

2 65 29OCT2020 VACCINATION LOST TO FOLLOW-UP subject contact attempted several times, certified letter sent, 

no response 

    2 65 29OCT2020 FOLLOW-UP LOST TO FOLLOW-UP after several attempts and certified letter, subject has not 

responded 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1128 

11281086 

2 43 13OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject wishes to discontinue from study 

    2 43 13OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject wished to discontinue study 

  C4591001 

1128 

11281146 

1 64 21OCT2020 VACCINATION LOST TO FOLLOW-UP subject is lost to follow up 

    1 64 21OCT2020 FOLLOW-UP LOST TO FOLLOW-UP AFTER SEVERAL ATTEMPTS TO CONTACT, 

CERTIFITED LETTER SENT 16SEP2020 

  C4591001 

1128 

11281159 

2 49 29OCT2020 VACCINATION LOST TO FOLLOW-UP after several attempts and certified letter sent, subject is lost 

to follow up 

    2 49 29OCT2020 FOLLOW-UP LOST TO FOLLOW-UP after several attempts and certified letter sent, subject is lost 

to follow up 

  C4591001 

1128 

11281164 

2 61 10NOV2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

SUBJECT WITHDREW CONSENT, GOT A NEW JOB 

AND CAN'T RETURN FOR VISITS 

    2 61 10NOV2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

SUBJECT WITHDREW CONSENT, GOT A NEW JOB 

AND CAN'T RETURN FOR VISITS 

  C4591001 

1128 

11281279 

2 48 09NOV2020 VACCINATION LOST TO FOLLOW-UP AFTER SEVERAL ATTEMPTS TO REACH SUBJECT, 

CERTIFIED LETTER WAS SENT WITH NO 

RESPONSE 

    2 48 09NOV2020 FOLLOW-UP LOST TO FOLLOW-UP AFTER SEVERAL ATTEMPTS TO REACH SUBJECT, 

CERTIFIED LETTER WAS SENT WITH NO 

RESPONSE 

  C4591001 

1128 

11281368 

1 46 31OCT2020 VACCINATION LOST TO FOLLOW-UP SUBJECT DID NOT RETURN TO CLINIC FOR V2. 

CERTIFIED LETTER SENT 

    1 46 31OCT2020 FOLLOW-UP LOST TO FOLLOW-UP SUBJECT DID NOT RETURN TO CLINIC FOR V2. 

CERTIFIED LETTER SENT 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1129 

11291048 

  
04AUG2020 FOLLOW-UP PROTOCOL 

DEVIATION 

violation exclusion criteria 2 f. immunocompromised. 

randomized but not dosed 

  C4591001 

1131 

11311024 

1 39 24SEP2020 VACCINATION LOST TO FOLLOW-UP subject received vax1 (17AUG2020) but no showed for 

vax2. Now LTFU 

    1 39 24SEP2020 FOLLOW-UP LOST TO FOLLOW-UP Multiple attempts made after no-show for V2,no 

response.Certified letter sent. Signed 24SEP2020 

  C4591001 

1133 

11331023 

2 36 25SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent 

    2 36 25SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

SUBJECT WITHDREW CONSENT 

  C4591001 

1133 

11331037 

1 27 26AUG2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent. 

    1 27 26AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

SUBJECT WITHDREW CONSENT 

  C4591001 

1133 

11331042 

1 21 20AUG2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent. 

    1 21 20AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent 

  C4591001 

1133 

11331047 

2 8 31AUG2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject does not want to continue in the study 

    2 8 31AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

SUBJECT WITHDREW CONSENT 

  C4591001 

1133 

11331052 

1 10 12AUG2020 VACCINATION LOST TO FOLLOW-UP Certified Letter sent out Subject Lost to Follow up 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

    1 10 12AUG2020 FOLLOW-UP LOST TO FOLLOW-UP Certified letter was sent 

  C4591001 

1133 

11331069 

2 75 10NOV2020 VACCINATION LOST TO FOLLOW-UP Unable to contact subject 

    2 75 10NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Site sent certified letter on 10Nov2020 

  C4591001 

1133 

11331087 

1 7 14AUG2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent. 

    1 7 14AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent 

  C4591001 

1133 

11331119 

2 49 10NOV2020 VACCINATION LOST TO FOLLOW-UP Unable to contact subject 

    2 49 10NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Site sent certified letter on 10Nov2020 

  C4591001 

1133 

11331122 

1 20 31AUG2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The subject was called because he was not complying with 

the diary. Subject withdrew consent 

    1 20 31AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

SUBJECT WITHDREW CONSENT 

  C4591001 

1133 

11331138 

1 24 04SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject stated she is not happy with the study number of 

visits, number of vaccines, payments. 

    1 24 04SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject stated she is not happy with the study number of 

visits, number of vaccines, payments. 

  C4591001 

1133 

11331162 

  
14AUG2020 SCREENING OTHER DELAY CRITERIA MET 

    
  

05OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

SUBJECT WITHDREW CONSENT 

09
01

77
e1

95
9b

21
57

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
7 

(G
M

T
)

 

Page 39

FDA-CBER-2021-5683-0129028



16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1133 

11331170 

1 67 19OCT2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/HYPERTENSION 

    1 67 19OCT2020 FOLLOW-UP PHYSICIAN DECISION PHYSICIAN DECISION 

  C4591001 

1133 

11331177 

2 68 10NOV2020 VACCINATION LOST TO FOLLOW-UP Unable to contact subject 

    2 68 10NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Site sent certified letter on 10Nov2020 

  C4591001 

1133 

11331207 

1 43 30SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

SUBJECT WITHDREW CONSENT 

    1 43 30SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent 

  C4591001 

1133 

11331291 

1 47 12OCT2020 VACCINATION LOST TO FOLLOW-UP Certified letter sent on 12/OCT/2020 

    1 47 12OCT2020 FOLLOW-UP LOST TO FOLLOW-UP Certified letter sent on 12/OCT/2020 

  C4591001 

1133 

11331294 

2 54 10NOV2020 VACCINATION LOST TO FOLLOW-UP Site sent certified letter on 10Nov2020 

    2 54 10NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Site sent certified letter on 10Nov2020 

  C4591001 

1133 

11331295 

1 44 09OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

SUBJECT WITHDREW CONSENT 

    1 44 09OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

SUBJECT WITHDREW CONSENT 

  C4591001 

1133 

11331338 

1 50 17OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

    1 50 17OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent 

  C4591001 

1133 

11331341 

1 45 12OCT2020 VACCINATION LOST TO FOLLOW-UP Subject is LTF. Certified letter sent 12/OCT/20 

    1 45 12OCT2020 FOLLOW-UP LOST TO FOLLOW-UP SUBJECT IS LTF. CERTIFIED LETTER SENT 

12/OCT/20 

  C4591001 

1133 

11331348 

2 51 10NOV2020 VACCINATION LOST TO FOLLOW-UP Site sent certified letter on 10Nov2020 

    2 51 10NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Site sent certified letter on 10Nov2020 

  C4591001 

1133 

11331499 

2 17 30OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject does not wish to continue with study,he asked us to 

please do notcall him again. 

    2 17 30OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject does not want to be contacted anymore 

  C4591001 

1133 

11331509 

1 26 20OCT2020 VACCINATION LOST TO FOLLOW-UP Unable to contact subject 

    1 26 20OCT2020 FOLLOW-UP LOST TO FOLLOW-UP Unable to contact subject 

  C4591001 

1133 

11331510 

1 20 14OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject doesn't feels comfortable receiving the second 

vaccine. 

    1 20 14OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

SUBJECT DOES NOT FEEL COMFORTABLE 

RECEIVING 2ND VACCINE. Subject wishies to no 

longer be contacted. 

  C4591001 

1133 

11331512 

1 26 20OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Meets exclusion 5 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1134 

11341033 

1 35 14SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Dropped 

    1 35 14SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent 

  C4591001 

1134 

11341153 

1 2 25AUG2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/ABDOMINAL DISCOMFORT 

    1 2 25AUG2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/DIARRHOEA 

    1 2 25AUG2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/EYE PAIN 

    1 2 25AUG2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/FATIGUE 

    1 2 25AUG2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/HEADACHE 

    1 2 25AUG2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/MUSCULAR WEAKNESS 

  C4591001 

1134 

11341174 

1 5 30AUG2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/HEADACHE 

    1 5 30AUG2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/INJECTION SITE PAIN 

    1 5 30AUG2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/PAIN IN EXTREMITY 

  C4591001 

1134 

11341210 

2 1 18SEP2020 VACCINATION LOST TO FOLLOW-UP subject is lost to follow up 

    2 1 18SEP2020 FOLLOW-UP LOST TO FOLLOW-UP subject is lost to follow up 

  C4591001 

1135 

11351061 

1 57 02OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject withdrew consent 

    1 57 02OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject withdrew consent 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1135 

11351132 

2 38 08OCT2020 VACCINATION LOST TO FOLLOW-UP subject contact attempted several times, certified letter 

mailed on 08OCT2020. 

    2 38 08OCT2020 FOLLOW-UP LOST TO FOLLOW-UP subject lost to follow-up 

  C4591001 

1135 

11351199 

1 39 01OCT2020 VACCINATION LOST TO FOLLOW-UP Lost to follow up, certified letter sent to patient. 

    1 39 01OCT2020 FOLLOW-UP LOST TO FOLLOW-UP subject lost to follow-up, certified letter sent 

  C4591001 

1135 

11351200 

1 54 16OCT2020 VACCINATION LOST TO FOLLOW-UP Lost to follow up, certified letter sent to patient. 

    1 54 16OCT2020 FOLLOW-UP LOST TO FOLLOW-UP subject lost to follow-up, certified letter was sent 

  C4591001 

1135 

11351212 

1 35 28SEP2020 VACCINATION LOST TO FOLLOW-UP patient was lost to follow up. certified letter was sent. 

    1 35 28SEP2020 FOLLOW-UP LOST TO FOLLOW-UP subject lost to follow-up, certified letter was sent 

  C4591001 

1135 

11351389 

  
19SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

during screening visit, subject withdrew consent after 

randomization 

  C4591001 

1135 

11351420 

1 27 19OCT2020 VACCINATION LOST TO FOLLOW-UP subject contact attempted several times and certified letter 

sent 19OCT2020 

    1 27 19OCT2020 FOLLOW-UP LOST TO FOLLOW-UP subject contact attempted several times and certified letter 

sent on 19OCT2020 

  C4591001 

1135 

11351428 

1 27 19OCT2020 VACCINATION LOST TO FOLLOW-UP subject contact attempted several times and certified letter 

was sent on 19OCT2020 

    1 27 19OCT2020 FOLLOW-UP LOST TO FOLLOW-UP subject contact attempted several times and certified letter 

was sent on 19OCT2020 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1135 

11351430 

1 26 19OCT2020 VACCINATION LOST TO FOLLOW-UP subject contact attempted several times and certified letter 

sent on 19OCT2020 

    1 26 19OCT2020 FOLLOW-UP LOST TO FOLLOW-UP subject contact attempted several times and certified letter 

sent on 19OCT2020 

  C4591001 

1135 

11351523 

1 18 10NOV2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject withdrew consent 

    1 18 10NOV2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject withdrew consent 

  C4591001 

1136 

11361045 

1 75 06NOV2020 VACCINATION LOST TO FOLLOW-UP Unable to contact subject after multiple attempts and 

certified letter sent 

    1 75 06NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Unable to contact subject after multiple attempts and 

certified letter. 

  C4591001 

1140 

11401177 

2 54 03NOV2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

SUBJECT CONSIDERED WITHDRAWING CONSENT 

    2 54 03NOV2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent via phone on 03Nov2020 

  C4591001 

1140 

11401306 

1 23 13NOV2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/AMNESIA 

    1 23 13NOV2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/PARAPARESIS 

  C4591001 

1141 

11411146 

1 50 16OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Subject no longer meets eligibility criteria. Exclusion #5 

  C4591001 

1141 

11411164 

1 58 29OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject declined second vaccination 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1142 

11421084 

2 62 04NOV2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Discontinued d/t medical history discovered after 

enrollment per instructions of CRA 

  C4591001 

1147 

11471035 

1 49 23SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Meets exclusion criterion 5 

  C4591001 

1147 

11471212 

1 21 23SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent 

    1 21 23SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent 

  C4591001 

1149 

11491005 

1 21 25AUG2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

patient will be out of state for a long period of time so 

unable to return for study visits 

    1 21 25AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

pt withdrew consent from study. unable to return for visits 

due to upcoming scheduling conflicts 

  C4591001 

1149 

11491007 

2 18 11SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject withdrew consent and no longer wishes to continue 

in study citing personal reasons 

    2 18 11SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject withdrew consent and no longer wishes to 

participate in the study due to personal reasons 

  C4591001 

1149 

11491031 

1 68 16OCT2020 VACCINATION LOST TO FOLLOW-UP Lost to follow up left several VM and certified letter send 

09oct2020. 

    1 68 16OCT2020 FOLLOW-UP LOST TO FOLLOW-UP patient has been unresponsive to repeated site contacts via 

phone, email and certified letter 

  C4591001 

1149 

11491065 

1 31 11SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

pt is withdrawing consent from study due to personal 

reasons 

    1 31 11SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject withdrew consent and does not wish to continue in 

study citing personal reasons 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1149 

11491066 

1 78 28OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Subject was asymptomatic and tested positive for COVID-

19 by outside provided. 

  C4591001 

1149 

11491067 

1 21 01SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

patient withdrew consent from the study 

    1 21 01SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject withdrew consent and no longer wishes to 

participate in the study 

  C4591001 

1149 

11491230 

1 60 09NOV2020 VACCINATION LOST TO FOLLOW-UP Subject sent LTFU certified letter 30OCT2020. 

    1 60 09NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Subject is non responsive. Certified letter sent 30OCT2020. 

  C4591001 

1152 

11521030 

1 22 02SEP2020 VACCINATION PHYSICIAN DECISION PHYSICIAN DECISION 

  C4591001 

1152 

11521034 

1 41 21SEP2020 VACCINATION LOST TO FOLLOW-UP Several phone messages were left for subject. Certified 

letter was sent. 

    1 41 21SEP2020 FOLLOW-UP LOST TO FOLLOW-UP Certified letter sent; return receipt received back signed by 

someone other than the subject. 

  C4591001 

1152 

11521043 

2 10 10SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Now has 2 jobs and has no time to do study. 

    2 10 10SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Withdrawal by subject due to time constraints. 

  C4591001 

1152 

11521077 

2 1 03SEP2020 VACCINATION OTHER Subject had both vaccinations and then moved out of state. 

No Visit 3 was or ever will be done. 

    2 33 05OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

SUBJECT MOVED TO ARIZONA 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1152 

11521085 

1 8 26AUG2020 VACCINATION DEATH DEATH 

    1 8 26AUG2020 FOLLOW-UP DEATH DEATH 

  C4591001 

1156 

11561006 

1 20 08SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Exclusion Criteria 5 

  C4591001 

1156 

11561015 

1 39 28SEP2020 VACCINATION PREGNANCY PREGNANCY 

  C4591001 

1156 

11561033 

1 16 10SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Exclusion Criteria 5 

  C4591001 

1157 

11571003 

1 56 06OCT2020 VACCINATION LOST TO FOLLOW-UP All attempts to contact subject have not been successful. 

    1 56 06OCT2020 FOLLOW-UP LOST TO FOLLOW-UP All attempts to contact subject have been unsuccessful 

  C4591001 

1157 

11571070 

1 38 01OCT2020 VACCINATION LOST TO FOLLOW-UP All attempts to contact subject have been unsuccessful 

    1 38 01OCT2020 FOLLOW-UP LOST TO FOLLOW-UP All attempts to contact subject have been unsuccessful 

  C4591001 

1157 

11571077 

2 30 14OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject W/C due to moving 

    2 30 14OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Voluntary withdrawal not due to an AE or SAE 

  C4591001 

1157 

11571135 

1 23 24SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Voluntary withdrawal not due to an adverse event 

    1 23 24SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Voluntary withdrawal not due to an AE or SAE 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1161 

11611002 

1 85 23OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Exclusion 5 

  C4591001 

1161 

11611008 

1 103 10NOV2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Exclusion criterion 5 

  C4591001 

1161 

11611023 

1 72 13OCT2020 VACCINATION LOST TO FOLLOW-UP subject had several contact attempts by site along with 

certified letter. Unable to contact subject. 

    1 72 13OCT2020 FOLLOW-UP LOST TO FOLLOW-UP cert. letter sent and signed by subject. unable to contact and 

subject has not called site. 

  C4591001 

1161 

11611024 

1 25 27AUG2020 VACCINATION LOST TO FOLLOW-UP unable to contact subject. certified letter returned, no 

response from subject 

  C4591001 

1162 

11621005 

1 32 31AUG2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The subject prematurely withdrew from study. 

    1 32 31AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject prematurely withdrawn from study. 

  C4591001 

1162 

11621024 

  
06AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject Randomized in error 

  C4591001 

1162 

11621074 

2 73 13NOV2020 FOLLOW-UP LOST TO FOLLOW-UP subject LTFU after multiple contact attempts. 

  C4591001 

1162 

11621080 

2 64 04NOV2020 VACCINATION LOST TO FOLLOW-UP Subject LTFU 

    2 64 04NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Subject LTFU 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1162 

11621118 

1 35 16SEP2020 VACCINATION LOST TO FOLLOW-UP SUBECT WITHDREW,CERTIFIED LETTER SENT 

9/16/2020 

    1 35 16SEP2020 FOLLOW-UP LOST TO FOLLOW-UP Subject withdrew from study 

  C4591001 

1162 

11621137 

2 66 13NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Subject LTFU after multiple contact attempts. 

  C4591001 

1162 

11621164 

2 66 13NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Subject LTFU after multiple contact attempts. 

  C4591001 

1162 

11621294 

1 60 06NOV2020 VACCINATION LOST TO FOLLOW-UP Subject LTFU after many contact attempts 

    1 60 06NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Subject LTFU after many contact attempts 

  C4591001 

1162 

11621310 

1 60 06NOV2020 VACCINATION LOST TO FOLLOW-UP Subject LTFU 

    1 60 06NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Subject LTFU 

  C4591001 

1162 

11621374 

1 54 06NOV2020 VACCINATION LOST TO FOLLOW-UP Subject LTFU 

    1 54 06NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Subject LTFU after many contact attempts. 

  C4591001 

1162 

11621477 

  
30SEP2020 FOLLOW-UP PROTOCOL 

DEVIATION 

Randomized in error 

  C4591001 

1163 

11631059 

1 2 08AUG2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/UPPER BODYRASH DUE TO 

VACCINE@@ 

  C4591001 

1163 

11631069 

1 66 14OCT2020 VACCINATION OTHER REHAB 

09
01

77
e1

95
9b

21
57

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
7 

(G
M

T
)

 

Page 49

FDA-CBER-2021-5683-0129038



16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1163 

11631123 

2 58 04NOV2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

SUBJECT WITHDREW CONSENT 

    2 58 04NOV2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

SUBJECT WITHDREW CONSENT 

  C4591001 

1166 

11661037 

2 37 15OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject refused further procedures. 

    2 37 15OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Patient refused further study procedures. Updated per DM. 

  C4591001 

1166 

11661047 

1 1 31AUG2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/DIZZINESS 

  C4591001 

1167 

11671003 

  
14AUG2020 FOLLOW-UP NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Did not meet inclusion criteria #3 

  C4591001 

1167 

11671111 

1 38 08OCT2020 VACCINATION LOST TO FOLLOW-UP Subject is lost to follow up tried multiple calls and certified 

letter 

    1 38 08OCT2020 FOLLOW-UP LOST TO FOLLOW-UP no answer after multiple calls and sent certified letter 

  C4591001 

1168 

11681030 

  
15AUG2020 SCREENING OTHER randomized in error 

    
  

15AUG2020 FOLLOW-UP PROTOCOL 

DEVIATION 

subject randomized in error 

  C4591001 

1168 

11681070 

2 29 02NOV2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Pt. will no longer complete study visits due to her schedule 

and withdrew consent to participate 

    2 29 02NOV2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Pt would not return for visits as required and chose to no 

longer participate Verbal WOC 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1168 

11681077 

2 28 12OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

PATIENT WITHDREW CONSENT 

    2 28 12OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Patient withdrew consent 

  C4591001 

1168 

11681097 

2 1 15SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The subject is unable to complete V3 due to his work. Pt 

will complete the rest of the study visits 

  C4591001 

1168 

11681104 

1 70 05NOV2020 VACCINATION LOST TO FOLLOW-UP multiple attempts to reach patient for missed Visit 2 and no 

response. 

    1 70 05NOV2020 FOLLOW-UP LOST TO FOLLOW-UP multiple attempts to reach patient after missed Visit 2 and 

no response. 

  C4591001 

1168 

11681178 

2 34 10NOV2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The patient chose to no longer participate due to distance 

and an assumption of placebo group 

    2 34 10NOV2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

the subject withdrew consent to participate 

  C4591001 

1169 

11691058 

1 17 02OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Covid + 

  C4591001 

1170 

11701311 

1 33 16OCT2020 VACCINATION LOST TO FOLLOW-UP Subject contacted multiple times, never responded. 

    1 33 16OCT2020 FOLLOW-UP LOST TO FOLLOW-UP lost to follow-up subjects subject didnt come for visit. 

  C4591001 

1171 

11711004 

2 29 28SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject stated they do not want to participate in the study 

anymore. Subject withdrew consent. 

    2 29 28SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject stated they do not want to participate in the study 

anymore. Subject withdrew consent. 

09
01

77
e1

95
9b

21
57

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
7 

(G
M

T
)

 

Page 51

FDA-CBER-2021-5683-0129040



16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1171 

11711042 

1 39 24SEP2020 VACCINATION LOST TO FOLLOW-UP Per PI instructions subject LTFU 

    1 39 24SEP2020 FOLLOW-UP LOST TO FOLLOW-UP Per PI instructions subject LTFU 

  C4591001 

1171 

11711072 

1 37 24SEP2020 VACCINATION LOST TO FOLLOW-UP Per PI instructions subject is LTFU 

    1 37 24SEP2020 FOLLOW-UP LOST TO FOLLOW-UP Per PI instructions subject LTFU 

  C4591001 

1171 

11711131 

1 45 09OCT2020 VACCINATION LOST TO FOLLOW-UP Subject LTFU. 

    1 45 09OCT2020 FOLLOW-UP LOST TO FOLLOW-UP Per PI instructions, subject LTFU. 

  C4591001 

1171 

11711159 

1 39 08OCT2020 VACCINATION LOST TO FOLLOW-UP Per PI, subject LTFU. 

    1 39 08OCT2020 FOLLOW-UP LOST TO FOLLOW-UP Per PI, subject LTFU 

  C4591001 

1177 

11771139 

1 74 06NOV2020 VACCINATION LOST TO FOLLOW-UP LOST TO FOLLOW-UP 

    1 74 06NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Lost to follow-up 

  C4591001 

1178 

11781107 

1 22 25SEP2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/LYMPHADENOPATHY 

  C4591001 

1179 

11791138 

1 11 03NOV2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Exclusion criterion 5. VAX2 is not given but FUP will be 

completed. 

  C4591001 

1194 

11941061 

1 8 26OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Exclusion Criterion 5 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1195 

11951061 

1 21 06NOV2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

patient withdrawal consent. she is afraid about the second 

vaccination 

  C4591001 

1203 

12031037 

1 6 26OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Covid-19 Illness between V1 and V2(Positive self 

swab+symptoms) no 2ndvaccination administered. 

  C4591001 

1204 

12041197† 

1 37 13NOV2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Participant has chosen to withdraw from the study. 

  C4591001 

1205 

12051028 

  
30OCT2020 FOLLOW-UP ADVERSE EVENT ADVERSE EVENT/BLOOD PRESSURE INCREASED 

  C4591001 

1207 

12071024 

1 17 13NOV2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Participant symptomatic COVID + 

  C4591001 

1209 

12091013 

1 9 10NOV2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Exclusion criterion 5. VAX2 is not given but follow-up 

will be completed 

  C4591001 

1212 

12121023 

  
03NOV2020 FOLLOW-UP NO LONGER MEETS 

ELIGIBILITY CRITERIA 

After PI judgement, subject was not vaccinated. 

  C4591001 

1217 

12171044 

1 7 10NOV2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Exclusion criterion 5 

  C4591001 

1223 

12231200 

  
21SEP2020 FOLLOW-UP PROTOCOL 

DEVIATION 

subject randomized in error 

  C4591001 

1223 

12231234 

  
12OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject left the site before vaccination 1 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1224 

12241009 

1 37 18SEP2020 VACCINATION LOST TO FOLLOW-UP PT failed to attend V2; site attempted contact via phone 

and certified letter 

    1 37 18SEP2020 FOLLOW-UP LOST TO FOLLOW-UP PT failed to return for V2; site attempted contact via phone 

and certified letter 

  C4591001 

1224 

12241065 

1 13 05SEP2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/HEART RATE IRREGULAR 

    1 13 05SEP2020 FOLLOW-UP ADVERSE EVENT ADVERSE EVENT 

  C4591001 

1226 

12261072 

1 22 01SEP2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/MYALGIA 

  C4591001 

1226 

12261108 

2 32 01OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Participant withdrew consent for not wanting to comply 

with the study procedures. 

    2 32 01OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

withdrawal by subject 

  C4591001 

1226 

12261205 

2 51 28OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject did not want to continue in the study. 

  C4591001 

1226 

12261272 

2 28 07OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The subject withdrew consent due unavailability. 

    2 28 07OCT2020 FOLLOW-UP REFUSED FURTHER 

STUDY PROCEDURES 

REFUSED FURTHER STUDY PROCEDURES 

  C4591001 

1226 

12261409 

1 44 07OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The subject did not want to continue in the studies 

procedures. 

    1 44 07OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

The subject has no more availability to continue in the 

study. 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1226 

12261894 

1 5 29SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

The subject had a RT-PCR test COVID-19, so he was 

discontinued from the study, not recieving the V2. 

  C4591001 

1226 

12262108 

1 20 27OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Exclusion criterion 5 

  C4591001 

1226 

12262189 

1 14 27OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Exclusion criterion 5 

  C4591001 

1226 

12262267 

1 2 18OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Exclusion criteria 5 

  C4591001 

1229 

12291204 

1 30 11NOV2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent. 

  C4591001 

1230 

12301045† 

1 22 20OCT2020 VACCINATION PREGNANCY PREGNANCY 

  C4591001 

1230 

12301148 

1 23 28OCT2020 VACCINATION OTHER Patient confirmed re-location for work purposes not 

foreseen. Not able to attend study visits 

    1 23 28OCT2020 FOLLOW-UP OTHER Participant relocated and cannot attend study procedures. 

  C4591001 

1230 

12301150 

1 23 28OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject withdrew their consent. 

    1 23 28OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject cannot commit to all the study procedures. 

  C4591001 

1231 

12311031 

1 37 15SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1231 

12311054 

1 45 24SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The subject refers that the decision to stop participating in 

the study is due to lack of time 

    1 45 24SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

No time necessary to comply with the visits and the 

demand that it takes to participate in the study 

  C4591001 

1231 

12311087 

1 39 19SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

    1 39 19SEP2020 FOLLOW-UP NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Discontinued due to previous clinical or microbiological 

diagnosis of COVID-19 

  C4591001 

1231 

12311088 

1 48 28SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12311125 

1 23 04SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Participants who, in the judment of the investigator, are at 

risk for acquiring COVID-19 

  C4591001 

1231 

12311147 

1 7 19AUG2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12311189 

1 39 21SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12311191 

1 32 14SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12311195 

1 40 22SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12311200 

1 22 04SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

the subject did not sign amendment 5 because he did not 

agree 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

    1 22 04SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

the subject did not sign amendment 5 because he did not 

agree 

  C4591001 

1231 

12311356 

1 64 17OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The volunteer did not specify the reason why she decided 

to stop participating. 

    1 64 17OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

The volunteer did not specify the reason why she decided 

to stop participating. 

  C4591001 

1231 

12311374 

1 31 14SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The subject reports that the decision to stop participating in 

the study is of a personal nature 

    1 31 14SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

The subject reports that the decision to stop participating in 

the study is of a personal nature 

  C4591001 

1231 

12311391 

1 14 28AUG2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

COVID 19 DIAGNOSIS 

    1 80 02NOV2020 FOLLOW-UP LOST TO FOLLOW-UP lost to follow up after several tries of contact 

  C4591001 

1231 

12311402 

1 30 13SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12311409 

  
25SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

the subject decided to withdraw the consent. 

  C4591001 

1231 

12311431 

1 27 10SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The subject is afraid of exposure to COVID-19 in next 

study visits 

    1 27 10SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

you fear going to a health institution and that this will 

expose you to be reinfected by SARS-COV2 

  C4591001 

1231 

12311441 

1 28 11SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

for having moved to Gualeguaychu (Province of Entre 

Rios) 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

    1 28 11SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

for having moved to Gualeguaychu (Province of Entre 

Rios) 

  C4591001 

1231 

12311443 

1 27 10SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Codiv 19 positive 

  C4591001 

1231 

12311473 

1 29 12SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12311516 

  
13OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

does not want to continue with the controls, after informing 

you that it was discontinued. 

  C4591001 

1231 

12311532 

1 23 07SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12311557 

2 46 19OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

He believes that received a placebo and therefore has no 

interest in continuing with further control 

    2 46 19OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject THINKS received placebo, so withdrew consent 

  C4591001 

1231 

12311559 

1 28 12SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The subject reports that the decision to stop participating in 

the study is of a personal nature 

    1 28 12SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject decided to withdraw consent 

  C4591001 

1231 

12311568 

1 37 21SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12311577 

2 57 02NOV2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is due to personal reasons 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1231 

12311641 

1 29 13SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12311656 

1 40 24SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12311816 

1 31 16SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12311911 

1 38 24SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12311926 

  
18AUG2020 FOLLOW-UP ADVERSE EVENT ADVERSE EVENT/SYNCOPE 

  C4591001 

1231 

12311973 

2 43 20OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The volunteer communicated his desire to withdraw 

consent to participate in the study when the alarm 

    2 43 20OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

The volunteer communicated his desire to withdraw 

consent to participate in the study when the alarm 

  C4591001 

1231 

12311991 

1 21 07SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject decided to withdraw consent 

    1 21 07SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject decided to withdraw consent 

  C4591001 

1231 

12311996 

2 60 06NOV2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is due to going to live 

abroad. 

  C4591001 

1231 

12312176 

  
19AUG2020 FOLLOW-UP PROTOCOL 

DEVIATION 

Subject randomized for error 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1231 

12312186 

2 35 13OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is due to personal and 

work issues. 

    2 35 13OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is due to personal and 

work issues. 

  C4591001 

1231 

12312244 

1 23 10SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12312284 

1 22 09SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12312320 

1 61 18OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

subject with previous clinically or microbiological 

diagnosis of COVID-19 

  C4591001 

1231 

12312326 

1 34 21SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12312334 

1 32 19SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12312339 

1 38 25SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12312361 

1 68 25OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Inability to attend visits for work reasons 

    1 68 25OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject withdraw consent due to personal reasons 

  C4591001 

1231 

12312365 

1 28 15SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

    1 56 13OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject decided to withdraw consent due to lack of time 

  C4591001 

1231 

12312375 

1 26 13SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12312403 

1 24 11SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The patient does not want to take the second dose. 

  C4591001 

1231 

12312451 

1 23 11SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Participants who are willing and able to comply with all 

scheduled visits, vaccination plan, lab... 

  C4591001 

1231 

12312483 

  
20AUG2020 FOLLOW-UP PROTOCOL 

DEVIATION 

subject randomized in error 

  C4591001 

1231 

12312559 

1 23 11SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The subject is available to attend the protocol visits 

  C4591001 

1231 

12312577 

1 9 28AUG2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/METASTASES TO CENTRAL 

NERVOUS SYSTEM 

  C4591001 

1231 

12312594 

1 77 04NOV2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Stop participating for personal reasons 

    1 77 04NOV2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject Withdraws his consent for personal reasons 

  C4591001 

1231 

12312660 

1 56 14OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12312713 

2 35 14OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is due to personal reason. 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1231 

12312752 

1 40 29SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12312759 

2 36 16OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

the volunteer reported her desire to withdraw consent to 

participate in the study 

    2 36 16OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

the volunteer reported her desire to withdraw consent to 

participate in the study 

  C4591001 

1231 

12312763 

1 35 24SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12312848 

1 29 18SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject withdraws consent. Subject declares she does not 

want to be part of the research study 

    1 29 18SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject withdraws consent. Subject declares she does not 

want to be part of the research study 

  C4591001 

1231 

12312916 

1 20 09SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19. 

  C4591001 

1231 

12312982 

2 15 23SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The subject reports that the decision to stop participating in 

the study is of a personal nature 

    2 15 23SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Withdrawal of consent for personal reasons 

  C4591001 

1231 

12313006 

1 21 10SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12313030 

2 37 16OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The decision to stop participating is due to personal 

reasons. 

09
01

77
e1

95
9b

21
57

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
7 

(G
M

T
)

 

Page 62

FDA-CBER-2021-5683-0129051



16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

    2 37 16OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

The decision to stop participating is due to personal 

reasons. 

  C4591001 

1231 

12313068 

1 23 13SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12313069 

1 35 25SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12313115 

1 20 10SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12313125 

1 24 14SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12313175 

1 32 22SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The subject refuses to receive the second dosis of the 

investigation product 

  C4591001 

1231 

12313207 

1 21 11SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The volunteer wishes to have a child with his current 

partner in the short term 

    1 21 11SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

the volunteer wants to have a child in the short term 

  C4591001 

1231 

12313211 

1 11 01SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19. 

  C4591001 

1231 

12313225 

1 20 10SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12313357 

1 20 11SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1231 

12313376 

1 22 13SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

being written phase 2/3 does not assure you that the safety 

of the product has been fully evaluated 

    1 22 13SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

being written phase 2/3 does not assure you that the safety 

of the product has been fully evaluated 

  C4591001 

1231 

12313395 

1 23 14SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12313428 

1 24 15SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The patient decided not to apply the second dose. 

  C4591001 

1231 

12313443 

  
23AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

randomized, no vaccinated 

  C4591001 

1231 

12313449 

1 24 15SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject refused to receive the second dose due to the 

previous medication dosis error. 

  C4591001 

1231 

12313459 

1 24 15SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject made the decision not to receive the second 

vaccination 

  C4591001 

1231 

12313467 

1 24 15SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

the subject did not agree to be vaccinated a second time,but 

will continue in the study 

  C4591001 

1231 

12313469 

1 24 15SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

the subject did not want to receive a second dose but did 

continue in the study 

  C4591001 

1231 

12313479 

1 24 15SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

the subject decided not to received second dose of the 

investigational product 

  C4591001 

1231 

12313486 

1 24 15SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

the subject did not agree to be vaccinated a second time,but 

will continue in the study 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1231 

12313492 

1 28 19SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

the subject did not agree to be vaccinated a second time,but 

will continue in the study 

  C4591001 

1231 

12313497 

1 25 16SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

the subject did not agree to be vaccinated a second time,but 

will continue in the study 

  C4591001 

1231 

12313498 

1 25 16SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

the subject did not agree to be vaccinated a second time,but 

will continue in the study 

  C4591001 

1231 

12313506 

1 25 16SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject refused to receive the second dose of treatment due 

to medication error in the first dose. 

  C4591001 

1231 

12313509 

1 24 15SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The subject didnt agree to receive the second dose of the 

vaccine but continues in the Study 

  C4591001 

1231 

12313510 

1 48 09OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Exclusion criteria: Previous diagnosis (clinical or 

microbiological) of COVID-19 

  C4591001 

1231 

12313512 

1 24 15SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject refused to receive the second dose of the treatment 

due to the medication error 

  C4591001 

1231 

12313514 

1 24 15SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject declined to receive the second vaccination 

  C4591001 

1231 

12313517 

1 27 18SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject declined to receive the second vaccination 

  C4591001 

1231 

12313518 

1 25 16SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Did not accept to receive second dose but accept continue 

with the rest of study procedures 

09
01

77
e1

95
9b

21
57

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
7 

(G
M

T
)

 

Page 65

FDA-CBER-2021-5683-0129054



16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1231 

12313519 

1 24 15SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Did not accept to receive second dose but accept continue 

with the rest of study procedures 

  C4591001 

1231 

12313527 

  
02OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject declined from receiving the investigation product 

  C4591001 

1231 

12313528 

1 24 15SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject declined to receive the second vaccination 

  C4591001 

1231 

12313534 

1 28 19SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

medication error in V1, the subject decided not to vaccinate 

in V2 

  C4591001 

1231 

12313537 

1 25 16SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

medication error in V1, subject decided not to vaccinate in 

V2 

  C4591001 

1231 

12313541 

1 26 17SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject did not receive the second vaccination but 

continued otherwise with study procedures 

  C4591001 

1231 

12313546 

1 26 17SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject did not receive the second vaccination but 

continued otherwise with study procedures 

  C4591001 

1231 

12313551 

1 27 18SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The subject did not agree to receive the second dose, but 

continues in the study 

  C4591001 

1231 

12313554 

1 28 19SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The subject did not agree to receive the second dose, but 

continues in the study 

  C4591001 

1231 

12313567 

1 26 17SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The subject did not agree to receive the second dose, but 

continues in the study 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1231 

12313592 

1 28 19SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19. 

  C4591001 

1231 

12313609 

2 44 26OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Withdrawal by subject due to personal (work) issues. 

    2 44 26OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is due to personal (work) 

issues. 

  C4591001 

1231 

12313619 

2 43 27OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is due to personal issues. 

    2 43 27OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is due to personal issues. 

  C4591001 

1231 

12313622 

1 24 16SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Healthy participants eligible for inclusion in the study and 

Previous diagnosis of COVID-19 

  C4591001 

1231 

12313657 

1 36 28SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12313662 

1 26 18SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12313699 

2 44 27OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

wants to leave the study 

    2 44 27OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

wants to leave the study 

  C4591001 

1231 

12313709 

1 52 14OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1231 

12313758 

1 44 06OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12313823 

2 45 28OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is due to personal reasons. 

    2 45 28OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is due to personal reasons. 

  C4591001 

1231 

12313851 

2 40 28OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Personal reason that he preferred not to share 

    2 40 28OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Personal reason that he preferred not to share 

  C4591001 

1231 

12313869 

  
25AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

the volunteer requests that she be withdrawn from the study 

  C4591001 

1231 

12313955 

2 30 14OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is due to strict personal 

family causes. 

    2 30 14OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is due to strict personal 

family causes 

  C4591001 

1231 

12313981 

2 45 29OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The decision to stop participating must be a move to the 

province of Santiago del Estero. 

    2 45 29OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

The decision to stop participating must be a move to the 

province of Santiago del Estero. 

  C4591001 

1231 

12314030 

2 37 23OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is due to personal reasons. 

    2 37 23OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is due to personal reasons 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1231 

12314134 

1 20 14SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12314179 

1 30 24SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject withdrew consent after visit 1 

    1 30 24SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject withdrew consent after visit 1 

  C4591001 

1231 

12314205 

1 20 14SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Clinical diagnosis of covid 19 

  C4591001 

1231 

12314266 

1 22 16SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The subject reports that the decision to stop participating in 

the study is of a personal nature 

    1 22 16SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

The subject reports that the decision to stop participating in 

the study is of a personal nature 

  C4591001 

1231 

12314314 

1 27 21SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The subject reports that the decision to stop participating in 

the study is of a personal nature 

    1 27 21SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

The subject reports that the decision to stop participating in 

the study is of a personal nature. 

  C4591001 

1231 

12314381 

1 55 20OCT2020 VACCINATION LOST TO FOLLOW-UP Subject did not answer phone call or certified letter. 

Contact is considered lost 

    1 55 20OCT2020 FOLLOW-UP LOST TO FOLLOW-UP subject did not answer phone or certified letter. Contact is 

consider lost 

  C4591001 

1231 

12314385 

1 44 09OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

For meeting the exclusion criterion of previous diagnosis, 

subject discontinued 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1231 

12314492 

1 20 15SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12314580 

1 33 28SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12314590 

1 15 10SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The volunteer states that the decision to stop participating 

in the study is of a personal nature. 

    1 15 10SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

The volunteer states that the decision to stop participating 

in the study is of a personal nature. 

  C4591001 

1231 

12314700 

1 22 18SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12314713 

1 22 18SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject refused to recieve second dose of investigation 

product 

  C4591001 

1231 

12314848 

1 20 16SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

    1 64 30OCT2020 FOLLOW-UP LOST TO FOLLOW-UP after failed attempts of contact by phone and certified letter, 

it is consider lost of follow up 

  C4591001 

1231 

12314853 

2 43 28OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

unforeseen move out of the country, with no probable date 

of return. 

    2 43 28OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

unforeseen move out of the country, with no probable date 

of return. 

  C4591001 

1231 

12314923 

1 31 27SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject not being able to continue attending visits. 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

    1 31 27SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject not being able to continue attending visits. 

  C4591001 

1231 

12314964 

2 48 04NOV2020 VACCINATION LOST TO FOLLOW-UP The volunteer does not answer calls. Contact was lost, the 

study was withdrawn 

    2 48 04NOV2020 FOLLOW-UP LOST TO FOLLOW-UP The volunteer does not answer calls. Contact was lost, the 

study was withdrawn 

  C4591001 

1231 

12314984 

1 21 17SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

    1 36 02OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

It is due to having been discontinued from the study. 

  C4591001 

1231 

12315269 

1 42 09OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12315308 

  
16SEP2020 FOLLOW-UP PROTOCOL 

DEVIATION 

Subject randomized in error 

  C4591001 

1231 

12315357 

1 13 10SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The subject does not specify the reasons for withdrawing 

from the study 

    1 13 10SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

The subject does not specify the reasons for withdrawing 

from the study 

  C4591001 

1231 

12315429 

1 37 05OCT2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/INJECTION SITE PAIN 

    1 37 05OCT2020 FOLLOW-UP ADVERSE EVENT ADVERSE EVENT 

  C4591001 

1231 

12315441 

1 54 22OCT2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/DEPRESSION 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1231 

12315600 

1 22 21SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject refused to recieve second dose of investigation 

product 

  C4591001 

1232 

12321015 

1 21 02SEP2020 VACCINATION LOST TO FOLLOW-UP patient is labeled a "no show" 

    1 21 02SEP2020 FOLLOW-UP LOST TO FOLLOW-UP patient labeled as a "no show" 

  C4591001 

1232 

12321037 

  
18AUG2020 FOLLOW-UP PROTOCOL 

DEVIATION 

Subject Randomized in Error 

  C4591001 

1232 

12321093 

2 29 13OCT2020 VACCINATION LOST TO FOLLOW-UP treatment period was not completed 

    2 29 13OCT2020 FOLLOW-UP LOST TO FOLLOW-UP Treatment period was not completed 

  C4591001 

1232 

12321094 

2 27 13OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject relocated out of state 

    2 27 13OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject Withdrew Consent 

  C4591001 

1232 

12321100 

1 51 15OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

V2 Vaccination was not given due to COVID 19 symptoms 

present at that time 

  C4591001 

1232 

12321142 

1 57 26OCT2020 VACCINATION LOST TO FOLLOW-UP due to subject's job she will not be able to attend 

appointments. 

    1 57 26OCT2020 FOLLOW-UP LOST TO FOLLOW-UP Lost to follow up 

  C4591001 

1232 

12321175 

1 51 23OCT2020 VACCINATION OTHER Subject did not received Vaccination 2 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1232 

12321213 

1 52 30OCT2020 VACCINATION PREGNANCY PREGNANCY 

  C4591001 

1232 

12321293 

1 22 22OCT2020 VACCINATION PREGNANCY PREGNANCY 

  C4591001 

1235 

12351027 

1 18 23SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

COVID-19 positive with symptoms. Will not receive 

Vaccine 2. 

  C4591001 

1235 

12351071 

1 9 22SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Will continue follow up, but will not receive vaccine 2. 

  C4591001 

1235 

12351167 

  
09OCT2020 FOLLOW-UP PROTOCOL 

DEVIATION 

randomized but not vaccinated-met exclusion criteria 

  C4591001 

1235 

12351187 

1 9 24OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

meets exclusion #5 

  C4591001 

1235 

12351188 

1 7 22OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

positive COVID 19- exclusion #5 

  C4591001 

1241 

12411132 

1 2 15AUG2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Discontinued.Exc #5 

  C4591001 

1241 

12411144 

1 1 17AUG2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Discontinued Exc 5 

  C4591001 

1241 

12411260 

1 12 30AUG2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Discontinued. Exc#5 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1241 

12411279 

1 23 10SEP2020 VACCINATION PREGNANCY PREGNANCY 

  C4591001 

1241 

12411482 

1 7 31AUG2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Discontinued. RT-PCR SARS Cov-2 Positive 

  C4591001 

1241 

12411688 

1 13 27SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Discontinued Exc#5 

  C4591001 

1241 

12411695 

1 4 18SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Discontinued Exc#5 

  C4591001 

1241 

12411766 

1 24 09OCT2020 VACCINATION PREGNANCY PREGNANCY 

  C4591001 

1241 

12412355 

1 22 09NOV2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Discontinued Exc#5 

  C4591001 

1246 

12461025 

1 22 19OCT2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/URTICARIA 

  C4591001 

1247 

12471121 

2 10 30OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Patient withdrew from study after motorcycle accident 

  C4591001 

1247 

12471149 

1 1 01OCT2020 VACCINATION LOST TO FOLLOW-UP Patient not answering calls from site; possibly relocated 

    1 1 01OCT2020 FOLLOW-UP LOST TO FOLLOW-UP Patient not answering calls from site; could possibly have 

relocated 

  C4591001 

1247 

12471151 

1 22 22OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Pt. sold e-diary smart phone. Does not meet eligibility 

Inclusion 2. E-diary deactivated. 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1248 

12481018 

  
28AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject Withdrew Consent 

  C4591001 

1248 

12481025 

  
29AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject Withdrew Consent 

  C4591001 

1248 

12481046 

1 66 04NOV2020 VACCINATION LOST TO FOLLOW-UP Missed V2 on 20Sep2020; site has been unable to contact 

subject despite multiple calls. 

    1 66 04NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Please see EOT page 

  C4591001 

1248 

12481048 

1 66 04NOV2020 VACCINATION LOST TO FOLLOW-UP Subject missed V2 on 20Sep2020; multiple attempts to 

reach subject were unsuccessful. 

    1 66 04NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Please see EOT page. 

  C4591001 

1248 

12481060 

  
02SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Participant withdrew consent 

  C4591001 

1248 

12481110 

1 59 06NOV2020 VACCINATION LOST TO FOLLOW-UP Subject was no show for V2; unable to contact subject. 

    1 59 06NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Subject was no show for V2; unable to contact subject. 

  C4591001 

1248 

12481175 

1 22 06OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Exclusion criterion 5 

  C4591001 

1248 

12481199 

1 35 21OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent 

    1 35 21OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1248 

12481218 

  
21SEP2020 VACCINATION ADVERSE EVENT ADVERSE EVENT 

    
  

21SEP2020 FOLLOW-UP ADVERSE EVENT ADVERSE EVENT/SYNCOPE 

  C4591001 

1251 

12511095 

1 21 21SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject wished to withdraw from the study 

    1 21 21SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent 

  C4591001 

1251 

12511207 

1 1 23SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

clinical diagnosis of Covid-19 

  C4591001 

1254 

12541023 

1 25 21SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Per PI, subject no longer meets eligibility criteria by 

meeting exclusion #1 

  C4591001 

1254 

12541116 

1 21 29SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

PATIENT WITHDREW CONSENT 

    1 21 29SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject called the site and withdrew consent without any 

specific reason. 

  C4591001 

1254 

12541142 

1 26 07OCT2020 VACCINATION PREGNANCY PREGNANCY 

  C4591001 

1260 

12601049 

  
02SEP2020 FOLLOW-UP NO LONGER MEETS 

ELIGIBILITY CRITERIA 

hypertension after randomization so withdrawn from study 

  C4591001 

1260 

12601070 

  
04SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

pt withdrawal due to pregnancy partner protocol guidelines 09
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1260 

12601126 

1 30 16OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

patient refusing vaccination # 2 at this time but she will 

continue with the rest of the visits 

  C4591001 

1264 

12641018 

  
25AUG2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject withdrew prior to IP administration due to needing 

MMR booster. 

    
  

25AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject randomized but remembered she had an MMR 

vaccine within last 28 days and would need booster. 

  C4591001 

4444 

44441025 

1 12 02OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

4444 

44441043 

1 19 09OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

diagnosis covid 19 illness 

  C4591001 

4444 

44441044 

1 16 06OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Positive COVID-19 Diagnosis 

  C4591001 

4444 

44441048 

1 18 08OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Husband is a cancer patient and asked her not to continue 

for the fear of her going to a hospital 

    1 18 08OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Husband is a cancer patient and asked her not to continue 

for the fear of her going to a hospital 

  C4591001 

4444 

44441079 

1 22 12OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

disagree with not knowing whether to receive placebo or 

research product 

    1 22 12OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

disagree with not knowing whether to receive placebo or 

research product 

  C4591001 

4444 

44441135 

  
21SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

She does not want to be part of the study due to personal 

problems. 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

4444 

44441179 

1 22 12OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is due to personal 

problems. 

    1 22 12OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is due to personal 

problems. 

  C4591001 

4444 

44441224 

2 31 12NOV2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

due to the fact that he did not agree to their follow-up for 

the covid disease 

    2 31 12NOV2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

due to the fact that he did not agree to their follow-up for 

the covid disease 

  C4591001 

4444 

44441273 

1 24 15OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The subject expressed his decision to stop participating for 

work reasons. 

    1 24 15OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

The subject expressed his decision to stop participating for 

work reasons. 

  C4591001 

4444 

44441522 

1 21 12OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

For work reasons he is unable to complete the visits 

scheduled by protocol 

    1 21 12OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

For work reasons he is unable to complete the visits 

scheduled by protocol 

  C4591001 

4444 

44441560 

1 10 02OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Positive COVID-19 diagnosis. 

  C4591001 

4444 

44441569 

1 22 14OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is due to personal reasons 

    1 22 14OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is due to personal reasons 

  C4591001 

4444 

44441572 

1 31 23OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Participant who is willing and able to comply with all study 

procedures 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

4444 

44441818 

1 28 22OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

He refers not being able to continue with the study due to 

personal problems. 

    1 28 22OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

He refers not being able to continue with the study due to 

personal problems. 

  C4591001 

4444 

44441931 

1 21 15OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

For recommendation of his doctor. 

  C4591001 

4444 

44441951 

1 43 06NOV2020 VACCINATION LOST TO FOLLOW-UP 30OCT unsuccessful phone call 06NOV registered letter is 

sent. Still no answer 

    1 43 06NOV2020 FOLLOW-UP LOST TO FOLLOW-UP 30OCT unsuccessful phone call 06NOV registered letter is 

sent. Still no answer 

  C4591001 

4444 

44441979 

1 21 15OCT2020 VACCINATION PREGNANCY PREGNANCY 

    1 48 11NOV2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is due to particular 

reasons 

  C4591001 

4444 

44442107 

1 48 13NOV2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

personal motives 

    1 48 13NOV2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

personal motives 

  C4591001 

4444 

44442194 

1 20 16OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

the decision to stop participating must be traveled abroad. 

    1 20 16OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

the decision to stop participating must be traveled abroad. 

  C4591001 

4444 

44442263 

1 24 20OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Will not be able to continue in the trial since she has had to 

travel abroad for personal reasons 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

    1 24 20OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Will not be able to continue in the trial since she has had to 

travel abroad for personal reasons 

  C4591001 

4444 

44442293 

1 39 04NOV2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is due to personal 

problems. 

    1 39 04NOV2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is due to personal 

problems. 

  C4591001 

4444 

44442319 

1 37 02NOV2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Due to a psychiatric condition, subject expresses his desire 

to withdraw consent 

    1 37 02NOV2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Due to a psychiatric condition, subject expresses his desire 

to withdraw consent 

>55 C4591001 

1005 

10051214 

1 11 13SEP2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/FACIAL PAIN 

    1 11 13SEP2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/SWELLING FACE 

  C4591001 

1005 

10051403 

1 4 07NOV2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

DISCONTINUATION AS SUBJECT TESTED POSITIVE 

FOR COVID 19 

  C4591001 

1006 

10061020 

1 36 16SEP2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/CORONARY ARTERY 

OCCLUSION 

    1 36 16SEP2020 FOLLOW-UP ADVERSE EVENT ADVERSE EVENT 

  C4591001 

1007 

10071101 

2 63 21OCT2020 FOLLOW-UP DEATH DEATH 

  C4591001 

1007 

10071114 

1 22 24AUG2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

meets inc #3; Per subI Recent loss of taste & smell, 

anorexia & dizziness with gait instability 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1007 

10071347 

1 22 05NOV2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

subject did not meet inclusion criteria #3 

  C4591001 

1008 

10081639 

1 6 24OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Tested positive for COVID 19 

  C4591001 

1009 

10091020 

1 14 24AUG2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

WITHDRAWAL BY SUBJECT 

    1 14 24AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

WITHDRAWAL BY SUBJECT 

  C4591001 

1009 

10091157 

1 21 24SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject withdrew consent 

    1 21 24SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject withdrew consent 

  C4591001 

1011 

10111181 

1 1 08OCT2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/PARAESTHESIA ORAL 

  C4591001 

1012 

10121149 

1 53 30OCT2020 VACCINATION LOST TO FOLLOW-UP No call now show for two scheduled appointments and no 

response to certified letter sent. 

    1 53 30OCT2020 FOLLOW-UP LOST TO FOLLOW-UP No call, no show for 2 scheduled visits and no response to 

certified letter 

  C4591001 

1013 

10131097 

  
06AUG2020 SCREENING OTHER SUBJECT WAS ALREADY RANDOMIZED BUT DID 

NOT MEET CRITERIA FOR VACCINATION. 

SUBJECT IS DISCONTINUTED. 

    
  

06AUG2020 FOLLOW-UP PROTOCOL 

DEVIATION 

SUBJECT DID NOT MEET EXCLUSION #5 BUT WAS 

ALREADY RANDOMIZED INTO STUDY. DID NO 

RECEIVE VACCINATION. 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1013 

10131123 

2 70 09NOV2020 VACCINATION LOST TO FOLLOW-UP UNKNOWN 

    2 70 09NOV2020 FOLLOW-UP LOST TO FOLLOW-UP UNKNOWN 

  C4591001 

1013 

10131192 

1 23 08SEP2020 VACCINATION PHYSICIAN DECISION PHYSICIAN DECISION 

    1 23 08SEP2020 FOLLOW-UP PHYSICIAN DECISION PHYSICIAN DECISION 

  C4591001 

1013 

10131509 

2 29 29OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

SUBJECT WITHDREW CONSENT FROM THE 

STUDY. 

  C4591001 

1019 

10191033 

  
13AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent after being randomized. 

  C4591001 

1019 

10191201 

1 50 30OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Subject was still enrolled in another study while being 

enrolled in this one. 

  C4591001 

1019 

10191300 

  
22OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent after being randomized. 

    
  

22OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent after being randomized. 

  C4591001 

1022 

10221015 

  
17AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Patient changed his mind after randomization but before 

vaccination 

  C4591001 

1022 

10221057 

  
25AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Patient withdrew IFC. 

  C4591001 

1022 

10221150 

  
09SEP2020 FOLLOW-UP OTHER IP was quarantined after patient was randomized 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1024 

10241077 

1 28 21SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject withdrew consent, will not return to clinic for any 

visits/procedures- wants no contact 

    1 28 21SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

patient withdrew consent 

  C4591001 

1024 

10241130† 

1 9 28OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

patient no longer qualifies for vacc#2 due to meeting 

exclusion criteria #5 

  C4591001 

1027 

10271206† 

1 31 30OCT2020 VACCINATION LOST TO FOLLOW-UP Site attempted to contact subject on multiple occasions and 

certified letter was sent. 

    1 31 30OCT2020 FOLLOW-UP LOST TO FOLLOW-UP Site attempted to contact subject on multiple occasions and 

certified letter was sent. 

  C4591001 

1037 

10371057 

  
24AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

SUBJECT NOT WILLING TO ATTEND VISITS AFTER 

RANDOMIZATION WAS COMPLETED 

  C4591001 

1037 

10371117 

  
18SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject did not want to wait to receive Flu vaccine 

  C4591001 

1039 

10391019 

1 24 16SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Due to previous medical condition, patient now requires 

treatment with corticosteroid. 

  C4591001 

1042 

10421010 

1 21 19AUG2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

withdrew consent 

    1 21 19AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject withdrew consent 

  C4591001 

1044 

10441113 

  
11SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject withdrew consent to participate 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1046 

10461259 

1 22 05OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject Decision to With Draw 

    1 22 05OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject Decision 

  C4591001 

1047 

10471011 

2 11 18SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject withdrew conset 

    2 11 18SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

patient withdrew consent 

  C4591001 

1047 

10471252 

1 22 12OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

The subject was diagnosed and had symptomatic Covid 

  C4591001 

1052 

10521020 

1 21 10SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

withdrawl by subject 

    1 21 10SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

withdrawl by patient 

  C4591001 

1052 

10521062 

1 26 25SEP2020 VACCINATION LOST TO FOLLOW-UP n/a 

    1 26 25SEP2020 FOLLOW-UP LOST TO FOLLOW-UP los to follow up 

  C4591001 

1054 

10541071 

  
28AUG2020 FOLLOW-UP NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Re-screened and randomized as subj 10541083. 

  C4591001 

1054 

10541175 

  
21SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent due to personal reasons 

  C4591001 

1054 

10541186 

1 1 23SEP2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/DIZZINESS 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

    1 1 23SEP2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/NAUSEA 

  C4591001 

1055 

10551039 

1 23 04SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject willing to continue in study off medication 

  C4591001 

1056 

10561018 

1 19 09SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

SUBJECT STATED SHE DOES NOT WANT TO 

CONTINUE HER PARTICIPATION IN THE STUDY. 

    1 19 09SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

SUBJECT WITHDREW CONSENT 

  C4591001 

1056 

10561078 

  
28AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Pt. referred she did not want to continue in the study. 

  C4591001 

1056 

10561079 

1 55 21OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

SUBJECT STATED SHE IS SCARED OF THE 

VACCINE AFTER WATCHING NEWS REPORT 

ABOUT SAFETY CONCERNS. 

    1 55 21OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

SUBJECT STATED SHE IS SCARED OF THE 

VACCINE AFTER WATCHING NEWS REPORT 

ABOUT SAFETY CONCERNS. 

  C4591001 

1056 

10561083 

2 30 15OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

PT STATED HE HAS TO LEAVE THE COUNTRY DUE 

TO A PERSONAL EMERGENCY ANDHE WILL NOT 

BE ABLE TO CONTINUE 

    2 30 15OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

PT STATED HE HAS TO LEAVE THE COUNTRY DUE 

TO A PERSONAL EMERGENCY ANDHE WILL NOT 

BE ABLE TO CONTINUE 

  C4591001 

1056 

10561120 

1 25 25SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject expressed his desire to withdrew his participation 

in the trial. 

    1 25 25SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject expressed his desire to withdrew his participation 

in the trial. 

09
01

77
e1

95
9b

21
57

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
7 

(G
M

T
)

 

Page 85

FDA-CBER-2021-5683-0129074



16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1056 

10561123 

1 24 24SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject states he doesn't want to continue in the study. 

    1 24 24SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject states he doesn't want to continue in the study. 

  C4591001 

1056 

10561275 

1 51 06NOV2020 VACCINATION LOST TO FOLLOW-UP Subject lost to follow up after several unsuccessful 

attempts to contact. 

    1 51 06NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Subject lost to follow up after several unsuccessful 

attempts to contact. 

  C4591001 

1056 

10561276 

1 20 06OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

SUBJECT STATED HE DOES NOT WANT TO 

CONTINUE PARTICIPATING IN THE TRIAL. 

    1 20 06OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

SUBJECT STATED HE DOES NOT WANT TO 

CONTINUE PARTICIPATING IN THE TRIAL. 

  C4591001 

1056 

10561298 

1 50 06NOV2020 VACCINATION LOST TO FOLLOW-UP Subject lost to follow up after several unsuccessful 

attempts to contact. 

    1 50 06NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Subject lost to follow up after several unsuccessful 

attempts to contact. 

  C4591001 

1056 

10561371 

1 38 06NOV2020 VACCINATION LOST TO FOLLOW-UP Subject lost to follow up after several unsuccessful 

attempts to contact. 

    1 38 06NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Subject lost to follow up after several unsuccessful 

attempts to contact. 

  C4591001 

1066 

10661128 

1 20 15SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

discontinued/refused vaccination #2 

  C4591001 

1066 

10661350 

1 16 03NOV2020 VACCINATION DEATH DEATH 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

    1 16 03NOV2020 FOLLOW-UP DEATH DEATH 

  C4591001 

1071 

10711023 

1 12 23AUG2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/CORONARY ARTERY DISEASE 

    1 17 28AUG2020 FOLLOW-UP ADVERSE EVENT ADVERSE EVENT 

  C4591001 

1071 

10711063 

1 13 31AUG2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

SUBJECT WITHDREW CONSENT 

    1 13 31AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

SUBJECT WITHDREW CONSENT 

  C4591001 

1071 

10711169 

1 31 15OCT2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/ALCOHOL POISONING 

    1 31 15OCT2020 FOLLOW-UP ADVERSE EVENT ADVERSE EVENT 

  C4591001 

1071 

10711216 

1 5 13OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

SUBJECT HAD POSITIVE COVID TEST PRIOR TO 

VISIT 2 

  C4591001 

1072 

10721065 

1 22 18SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Withdrawal by subject 

    1 22 18SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

withdrawal by subject 

  C4591001 

1079 

10791057 

1 38 11SEP2020 VACCINATION LOST TO FOLLOW-UP Subject is lost to follow up 

    1 38 11SEP2020 FOLLOW-UP LOST TO FOLLOW-UP subject is lost to follow up 

  C4591001 

1080 

10801064 

1 50 07OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Patient did not wish to recieve Vax2 but agreed to continue 

in study. 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1082 

10821029 

2 1 25AUG2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject completed vaccination 2 but did not complete the 1 

month follow-up. 

    2 29 22SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject completed vaccination 2 but did not complete the 1 

month follow-up. 

  C4591001 

1082 

10821062 

  
06AUG2020 FOLLOW-UP PROTOCOL 

DEVIATION 

Subject was randomized but did not receive study 

vaccination. Subject left site prior to vaccination 

  C4591001 

1082 

10821126 

1 1 21AUG2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent prior to receiving the second 

vaccination. 

    1 33 22SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject did not complete follow-up period. 

  C4591001 

1082 

10821164 

1 25 12OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject believes that his first vaccine is what caused him to 

be COVID +. 

    1 25 12OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject believes that his first vaccine is what caused him to 

be COVID +. 

  C4591001 

1083 

10831173 

1 68 02NOV2020 VACCINATION ADVERSE EVENT ADVERSE EVENT 

  C4591001 

1084 

10841180 

2 53 26OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject dropped from trial 

    2 53 26OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject withdrew from trial 

  C4591001 

1084 

10841184 

2 53 26OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject withdrew from trial 

    2 53 26OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject withdrew from trial 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1084 

10841366 

  
09SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject left during vaccine prep, was called and texted w/o 

response. Dropped from study. 

  C4591001 

1084 

10841446 

  
25SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject withdrew from trial 

  C4591001 

1087 

10871080 

1 44 24SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Withdrew consent d/t frustrations with limitations of 

double-blind study. 

    1 44 24SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Withdrew consent d/t frustrations with limitations of 

double-blind study. 

  C4591001 

1087 

10871121 

1 22 09SEP2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/GASTROINTESTINAL 

HAEMORRHAGE 

    1 22 09SEP2020 FOLLOW-UP ADVERSE EVENT ADVERSE EVENT 

  C4591001 

1087 

10871211 

1 24 17SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Withdrawal of consent to participate in study due to not 

being able to get cash off of the ClinCard. 

    1 24 17SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Withdrawal of consent to participate in study due to not 

being able to get cash off of the ClinCard. 

  C4591001 

1087 

10871228 

1 22 16SEP2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/CARDIAC FAILURE CONGESTIVE 

    1 22 16SEP2020 FOLLOW-UP ADVERSE EVENT ADVERSE EVENT 

  C4591001 

1087 

10871434 

  
11SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Pt withdrew consent noting it would be very difficult to 

ever collect blood from her. 

  C4591001 

1087 

10871505 

1 23 13OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Pt reports she has a lot going on in her personal life & 

wishes to discontinue study. 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

    1 23 13OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Pt reports she has a lot going on in her life & wishes to 

discontinue study. 

  C4591001 

1087 

10871512 

  
22SEP2020 FOLLOW-UP PROTOCOL 

DEVIATION 

Subject randomized in error 

  C4591001 

1089 

10891098 

2 30 29SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject came by office an not longer wanted to do trial. 

returned diary 

    2 30 29SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject came by office an not longer wanted to do trial. 

returned diary 

  C4591001 

1089 

10891344 

1 35 26OCT2020 VACCINATION LOST TO FOLLOW-UP contacts attempted and certified letter sent 

    1 35 26OCT2020 FOLLOW-UP LOST TO FOLLOW-UP several attempts have been made to contact subject and 

certified letter sent. LTFU 

  C4591001 

1090 

10901141 

2 9 08SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

pt is moving away and not able to come to visits any 

longer. He talked to PI 

    2 9 08SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject moved away 

  C4591001 

1090 

10901415 

1 58 13NOV2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/HEADACHE 

  C4591001 

1091 

10911092 

  
10AUG2020 FOLLOW-UP OTHER subject randomized with incorrect subject demographics, 

was not dosed, then withdrawn and rescreened 

  C4591001 

1092 

10921191 

1 35 20OCT2020 VACCINATION LOST TO FOLLOW-UP Subject did not show for visit 2 unable to make contact 

with subject 

    1 35 20OCT2020 FOLLOW-UP LOST TO FOLLOW-UP Subject did not return for V2 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1092 

10921268 

1 5 26OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Subject tested positive for COVID-19 and meets EC #5 

  C4591001 

1093 

10931050 

1 24 16SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

PER PROTOCOL, PT WILL NOT RECEIVE SECOND 

VAX DUE TO POSITIVE COVID (SYMPTOMATIC), 

WILL STILL CONTINU 

  C4591001 

1094 

10941080 

1 24 25SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

withdrawal of consent by subject 

    1 24 25SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

withdrawal of consent by patient 

  C4591001 

1094 

10941130 

1 32 16OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent 

    1 32 16OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent 

  C4591001 

1095 

10951102 

1 35 10SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Unwilling to come back for appt at this time. Participant 

did not verbalize withdrawing consent 

    1 35 10SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Unwilling to come back for appt at this time. Participant 

did not verbalize withdrawing consent 

  C4591001 

1095 

10951107 

2 33 28SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

due to ongoing medical issues 

  C4591001 

1095 

10951108 

2 33 28SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

participant withdrew to care for husbands ongoing medical 

needs 

  C4591001 

1096 

10961048 

1 28 14SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

withdrew consent 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

    1 28 14SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

withdrew consent 

  C4591001 

1096 

10961082 

1 54 12OCT2020 VACCINATION LOST TO FOLLOW-UP LTFU, unresponsive to contact attempts 

    1 54 12OCT2020 FOLLOW-UP LOST TO FOLLOW-UP site unable to contact subject after multiple attempts and 

certified letter sent 

  C4591001 

1096 

10961086 

1 52 11OCT2020 VACCINATION LOST TO FOLLOW-UP LTFU, unresponsive to contact attempts 

    1 52 11OCT2020 FOLLOW-UP LOST TO FOLLOW-UP LTFU, unresponsive to contact attempts 

  C4591001 

1096 

10961160 

1 47 13OCT2020 VACCINATION LOST TO FOLLOW-UP unable to reach subject despite numerous attempt and 

certified letter was sent 

    1 47 13OCT2020 FOLLOW-UP LOST TO FOLLOW-UP unable to reach subject despite numerous attempt and 

certified letter was sent 

  C4591001 

1097 

10971003 

  
17AUG2020 FOLLOW-UP PROTOCOL 

DEVIATION 

Randomized in error. 

  C4591001 

1097 

10971033 

1 23 16SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Patient decided that he no longer wanted to be involved in 

the trial. 

    1 23 16SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Pt decided that he no longer wanted to be involved in the 

trial. 

  C4591001 

1098 

10981026 

2 33 26OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject no longer wanted to participate in the study. 

    2 33 26OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

no reason given. 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1098 

10981030 

1 17 06SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject Withdraw consent and no longer interested in 

participating in research trial. 

    1 17 06SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject withdrew consent because he beleived site has 

infected him with Covid-19 . 

  C4591001 

1098 

10981092 

  
03SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

withdrawl 

  C4591001 

1098 

10981109 

  
04SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject unable to be compliant and comit to schedule 

visitand vaccination plans. 

  C4591001 

1098 

10981130 

2 30 28OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject withdrew the consent , as he was will be not able to 

be compliant in the future. 

    2 30 28OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject withdrew the consent , as he was will be not able to 

be compliant in the future. 

  C4591001 

1109 

11091093 

2 45 07OCT2020 VACCINATION LOST TO FOLLOW-UP Subject never return for visit, returned call or returned 

certified letter. 

    2 45 07OCT2020 FOLLOW-UP LOST TO FOLLOW-UP Subject never return for visit, returned call or returned 

certified letter. 

  C4591001 

1109 

11091095 

2 37 29SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject called site and withdrew consent today. 

    2 37 29SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject called site and withdrew consent today. 

  C4591001 

1109 

11091248 

1 25 09SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

SUBJECT CALLED WHEN V-2 WAS MISSED AND 

SHE STATED NO LONGER WANTING TO 

PARTICIPATE. 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

    1 25 09SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

SUBJECT CALLED WHEN V-2 WAS MISSED AND 

SHE STATED NO LONGER WANTING TO 

PARTICIPATE. 

  C4591001 

1109 

11091253 

2 46 20OCT2020 VACCINATION LOST TO FOLLOW-UP SUBJECT NEVER RESPONDED TO MULTIPLE 

CALLS AND CERTIFIED LETTER SENT 

    2 46 20OCT2020 FOLLOW-UP LOST TO FOLLOW-UP SUBJECT NEVER RESPONDED TO MULTIPLE 

CALLS AND CERTIFIED LETTER SENT 

  C4591001 

1109 

11091259 

  
16AUG2020 FOLLOW-UP PROTOCOL 

DEVIATION 

Randomized in error 

  C4591001 

1109 

11091475 

1 51 29OCT2020 VACCINATION LOST TO FOLLOW-UP SUBJECT NEVER RESPONDED TO CALLS OR 

CERTIFIED LETTER 

    1 51 29OCT2020 FOLLOW-UP LOST TO FOLLOW-UP SUBJECT NEVER RESPONDED TO CALLS OR 

CERTIFIED LETTER 

  C4591001 

1109 

11091503 

1 20 30SEP2020 VACCINATION ADVERSE EVENT Subject declined second vaccine however is willing to 

continue followup if approved by sponsor./ABDOMINAL 

PAIN UPPER 

  C4591001 

1111 

11111112 

2 32 05OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent verbally due to no longer 

wanting to participate 

    2 32 05OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject withdrawal 

  C4591001 

1112 

11121052 

1 50 22SEP2020 VACCINATION LOST TO FOLLOW-UP unable to reach subject for follow up visits 

    1 50 22SEP2020 FOLLOW-UP LOST TO FOLLOW-UP unable to reach subject to return for follow up visits 

  C4591001 

1112 

11121118 

1 2 12AUG2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/TACHYCARDIA 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1112 

11121134 

1 38 24SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject no longer wishes to continue 

    1 38 24SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject does not wish to continue in study 

  C4591001 

1112 

11121255 

1 2 07OCT2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/CHILLS 

    1 2 07OCT2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/HEADACHE 

    1 2 07OCT2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/PYREXIA 

  C4591001 

1112 

11121337 

1 6 26OCT2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/FATIGUE 

    1 6 26OCT2020 FOLLOW-UP ADVERSE EVENT ADVERSE EVENT/DIARRHOEA 

  C4591001 

1116 

11161117 

  
03SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

ICF Withdrawn 

  C4591001 

1116 

11161118 

  
03SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

ICF Withdrawn 

  C4591001 

1116 

11161253 

1 11 28SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Patient was symptomatic and tested positive for COVID-19 

between Vaccine 1 and Vaccine 2 

  C4591001 

1118 

11181065 

1 50 07OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent prior to coming in for visit 2 

after visit 2 was missed multiple times 

    1 50 07OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject missed visit 2 appointment and has not returned 

any contact attempts from the site. 

  C4591001 

1118 

11181072 

1 54 12OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Refused vaccination 2, consents to follow-up study 

procedures (blood draws, diary, phone calls) 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1118 

11181090 

2 21 05OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

withdrew consent 

    2 21 05OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

WITHDREW CONSENT 

  C4591001 

1120 

11201066 

1 66 09OCT2020 VACCINATION LOST TO FOLLOW-UP UNABLE TO BE REACHED FOR VISIT 2 

    1 66 09OCT2020 FOLLOW-UP LOST TO FOLLOW-UP Subject phone disconnected emergency contact can't be 

reached and certified letter sent no response 

  C4591001 

1120 

11201073 

1 24 28AUG2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject refused vax 2. will follow subject throughout 

duration of study 

  C4591001 

1120 

11201127 

1 4 14AUG2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/DIARRHOEA 

    1 4 14AUG2020 FOLLOW-UP ADVERSE EVENT ADVERSE EVENT 

  C4591001 

1120 

11201182 

2 37 09OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject stated he wanted to withdraw 

    2 37 09OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject stated he wanted to withdraw 

  C4591001 

1120 

11201335 

1 11 26OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Exclusion criterion 5 VAX2 is not given but FUP will be 

completed 

  C4591001 

1120 

11201408 

1 2 29OCT2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/DEPRESSION 

  C4591001 

1125 

11251211 

1 53 02NOV2020 VACCINATION OTHER did not receive 2nd vax 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1125 

11251222 

1 9 05NOV2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Exclusion criterion 5. 

  C4591001 

1128 

11281023 

  
01AUG2020 FOLLOW-UP OTHER unable to obtain lab sample, therefore subject was 

discontinued 

  C4591001 

1128 

11281109 

  
12AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject changed his mind regarding participation in the 

Covid clinical trial 

  C4591001 

1128 

11281212 

2 33 19OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

SUBJECT WITHDREW CONSENT 

    2 33 19OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

SUBJECT WITHDREW CONSENT TO PROCEED IN 

STUDY 

  C4591001 

1129 

11291082 

  
10AUG2020 FOLLOW-UP PROTOCOL 

DEVIATION 

randomized but not dosed. failed exclusion criteria g. 

bleeding condition 

  C4591001 

1129 

11291117 

  
17AUG2020 FOLLOW-UP PROTOCOL 

DEVIATION 

failed exclusion criteria L. - participation in other studies. 

randomized but not dosed 

  C4591001 

1133 

11331080 

2 49 15OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent 

    2 49 15OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent 

  C4591001 

1133 

11331168 

2 34 07OCT2020 VACCINATION PHYSICIAN DECISION PHYSICIAN DECISION 

    2 34 07OCT2020 FOLLOW-UP PHYSICIAN DECISION PHYSICIAN DECISION 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1133 

11331174 

2 57 30OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject refuse to be compliant with diary. He is not longer 

interesting in study. 

  C4591001 

1133 

11331197 

  
19AUG2020 FOLLOW-UP NO LONGER MEETS 

ELIGIBILITY CRITERIA 

subject received shingle vaccine on 7/22/2020, subject was 

not dosed 

  C4591001 

1133 

11331426 

1 34 12OCT2020 VACCINATION LOST TO FOLLOW-UP SUBJECT IS LTF. CERTIFIED LETTER SENT 

12/OCT/20 

    1 34 12OCT2020 FOLLOW-UP LOST TO FOLLOW-UP SUBJECT IS LTF. CERTIFIED LETTER SENT 

12/OCT/20 

  C4591001 

1133 

11331472 

1 33 20OCT2020 VACCINATION LOST TO FOLLOW-UP Unable to contact subject 

    1 33 20OCT2020 FOLLOW-UP LOST TO FOLLOW-UP Unable to contact subject 

  C4591001 

1133 

11331481 

1 24 14OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject doesn't feels comfortable receiving the second 

vaccine. 

    1 24 14OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject does not feel comfortable receiving 2nd vaccine 

and withdrew consent from follow up as well 

  C4591001 

1134 

11341130 

  
20AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent 

  C4591001 

1135 

11351019 

2 29 22SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject withdrew consent during V3 on 22SEP2020 

  C4591001 

1140 

11401002 

2 12 28AUG2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject no longer wanted to participate after experiencing a 

spontaneous coronary artery dissection 

    2 32 17SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject no longer wanted to participate after experiencing a 

spontaneous coronary artery dissection 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1140 

11401003 

2 32 17SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Not interested in remaining in study 

    2 32 17SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject not interested in continuing. Have been unable to 

reach to have come in for follow up 

  C4591001 

1140 

11401035 

1 50 22SEP2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/URTICARIA 

    1 50 22SEP2020 FOLLOW-UP ADVERSE EVENT ADVERSE EVENT 

  C4591001 

1142 

11421111 

1 19 04SEP2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/ABDOMINAL PAIN 

    1 19 04SEP2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/NIGHT SWEATS 

  C4591001 

1145 

11451041 

2 49 02NOV2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

volunteer withdrawn no longer wants to be part of study. 

    2 49 02NOV2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

volunteer refuses to come for additional visits. 

  C4591001 

1145 

11451076 

1 18 21SEP2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/PARKINSONISM 

  C4591001 

1147 

11471004 

1 58 29SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Meets exclusion criterion 5 

  C4591001 

1149 

11491105 

2 61 09NOV2020 VACCINATION LOST TO FOLLOW-UP Subject is non responsive. Certified letter sent 30OCT2020. 

    2 61 09NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Subject is non responsive. Certified letter sent 30OCT2020. 

  C4591001 

1149 

11491117 

1 47 06OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent via phone call 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

    1 47 06OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent via phone conversation. 

  C4591001 

1149 

11491126 

1 71 30OCT2020 VACCINATION LOST TO FOLLOW-UP Subject was mailed certified letter 30OCT2020. 

    1 71 30OCT2020 FOLLOW-UP LOST TO FOLLOW-UP Certified Letter sent 30OCT2020 

  C4591001 

1149 

11491224 

1 61 09NOV2020 VACCINATION LOST TO FOLLOW-UP Subject is non responsive. Certified letter sent 30OCT2020. 

    1 61 09NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Subject is non responsive. Certified letter sent 30OCT2020. 

  C4591001 

1152 

11521359 

1 8 11SEP2020 VACCINATION ADVERSE EVENT Subject does not want to receive second vaccination due to 

the AEs she had./MUSCLE SPASMS 

  C4591001 

1152 

11521476 

1 21 15OCT2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/DEAFNESS UNILATERAL 

  C4591001 

1152 

11521497 

1 31 06NOV2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/SYNCOPE 

  C4591001 

1156 

11561044 

1 13 08SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

EXCLUSION CRITERIA #5 

  C4591001 

1157 

11571028 

  
17AUG2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject could not make future study appointments 

  C4591001 

1157 

11571131 

1 23 24SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Voluntary withdrawal not due to an adverse event 

    1 23 24SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Voluntary withdrawal not due to an AE or SAE 

09
01

77
e1

95
9b

21
57

\F
in

al
\F

in
al

 O
n:

 2
4-

N
ov

-2
02

0 
13

:4
7 

(G
M

T
)

 

Page 100

FDA-CBER-2021-5683-0129089



16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1162 

11621327 

1 4 13SEP2020 VACCINATION DEATH Cause of Death Atherosclerotic Disease 

    1 4 13SEP2020 FOLLOW-UP DEATH DEATH 

  C4591001 

1162 

11621349 

1 58 06NOV2020 VACCINATION LOST TO FOLLOW-UP Subject LTFU after many contact attempts 

    1 58 06NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Subject LTFU after many contact attempts 

  C4591001 

1163 

11631100 

1 48 28SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Subject did not receive 2nd vaccination due to getting flu 

shot 6 days before V2 visit. 

  C4591001 

1168 

11681012 

2 29 01OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

patient withdrew consent 

    2 29 01OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

patient withdrew consent 

  C4591001 

1168 

11681015 

1 21 02SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Patient withdrew consent 

    1 21 02SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Patient withdrew consent 

  C4591001 

1170 

11701354 

1 29 16OCT2020 VACCINATION LOST TO FOLLOW-UP Subject contacted multiple times, never responded. 

    1 29 16OCT2020 FOLLOW-UP LOST TO FOLLOW-UP Subject contacted multiple times, never responded. 

  C4591001 

1174 

11741041 

2 35 03NOV2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The subject withdrew from the trial before completing visit 

three for a personal reason 

    2 35 03NOV2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

The subject has withdrawn from the study overall 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1178 

11781056 

  
31AUG2020 FOLLOW-UP PROTOCOL 

DEVIATION 

subject randomized in error 

  C4591001 

1179 

11791065 

2 45 13NOV2020 VACCINATION LOST TO FOLLOW-UP Despite repeated attempts to contact subject to scheduled 

V3 subject has not replied by final notice 

    2 45 13NOV2020 FOLLOW-UP LOST TO FOLLOW-UP Despite repeated attempts to contact subject to scheduled 

V3 subject has not replied by final notice 

  C4591001 

1185 

11851006 

  
27OCT2020 FOLLOW-UP NO LONGER MEETS 

ELIGIBILITY CRITERIA 

discontinued 

  C4591001 

1204 

12041057 

1 59 05NOV2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject withdrew from the study. 

    1 59 05NOV2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject Withdrew from the study. 

  C4591001 

1223 

12231215 

  
30SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject left after signing consent, before dosing and did not 

return. 

  C4591001 

1223 

12231250 

  
16OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject changed his mind. 

  C4591001 

1224 

12241012 

1 13 25AUG2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/ANKLE FRACTURE 

    1 13 25AUG2020 FOLLOW-UP ADVERSE EVENT ADVERSE EVENT/FALL 

    1 13 25AUG2020 FOLLOW-UP ADVERSE EVENT ADVERSE EVENT/MUSCULAR WEAKNESS 

    1 13 25AUG2020 FOLLOW-UP ADVERSE EVENT ADVERSE EVENT/TRANSIENT ISCHAEMIC 

ATTACK 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1224 

12241033 

2 37 15OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Dissatisfied with trial procedures. 

  C4591001 

1224 

12241157 

  
16SEP2020 FOLLOW-UP PROTOCOL 

DEVIATION 

PT is dialysis recipient; screen failure determined by study 

team during V1. PT discontinued 

  C4591001 

1226 

12261613 

1 22 28SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Patient chose not to take the second dose of the vaccine. 

Continue to the next visit 

  C4591001 

1229 

12291041 

1 35 02NOV2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject is no longer interested in being part of the study. 

    1 35 02NOV2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject is no longer interested in being part of the study. 

  C4591001 

1231 

12311154 

2 35 07OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The subject in V3 at the moment of re-consenting decided 

not to. 

    2 35 07OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject did not consent for amendment 6 

  C4591001 

1231 

12311329 

2 39 12OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Withdraws consent due to aggravation of chronic low back 

pain 

    2 39 12OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Withdraws consent due to aggravation of chronic low back 

pain 

  C4591001 

1231 

12311400 

2 48 21OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The volunteer signed up to participate in another study. 

    2 48 21OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

The volunteer signed up to participate in another study. 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1231 

12311549 

1 37 21SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12311709 

1 37 22SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12311723 

1 23 08SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12311810 

2 31 07OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The subjects affirms that the desition to stop participating 

in the study is personal 

    2 31 07OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

The subjects affirms that the desition to stop participating 

in the study is personal 

  C4591001 

1231 

12311935 

1 22 08SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19. 

  C4591001 

1231 

12312058 

2 43 29OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is due to family reasons. 

    2 43 29OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is due to family reasons. 

  C4591001 

1231 

12312130 

1 38 24SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12312222 

  
19AUG2020 FOLLOW-UP PROTOCOL 

DEVIATION 

Subject randomized in error 

  C4591001 

1231 

12312530 

2 19 28SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

the volunteer refers that the decision to stop participating is 

due to personal reasons 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

    2 19 28SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

the volunteer refers that the decision to stop participating is 

due to personal reasons 

  C4591001 

1231 

12312571 

1 28 16SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12312855 

2 26 04OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is for personal reasons 

    2 26 04OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is for personal reasons 

  C4591001 

1231 

12313003 

1 20 09SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The volunteer states that the decision to stop participating 

in the study is of a personal nature. 

    1 20 09SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

The volunteer states that the decision to stop participating 

in the study is of a personal nature. 

  C4591001 

1231 

12313039 

1 29 19SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The subject reports that the decision to stop participating in 

the study is of a personal nature 

    1 29 19SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

The subject reports that the decision to stop participating in 

the study is of a personal nature 

  C4591001 

1231 

12313090 

1 46 06OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12313103 

1 31 21SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12313457 

1 33 24SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1231 

12313461 

1 24 15SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject declined to receive second vaccination but wishes 

to continue in the study 

  C4591001 

1231 

12313468 

1 24 15SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The subject decides not to take the 2nd dose of the research 

product, and continues in follow-up 

  C4591001 

1231 

12313478 

1 24 15SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The subject explained that he didn't want to receive the 

second dose of investigation product 

  C4591001 

1231 

12313480 

1 25 16SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

the subject did not want to receive a second dose but did 

continue in the study 

  C4591001 

1231 

12313538 

1 24 15SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

the subject did not agree to be vaccinated a second time,but 

will continue in the study 

  C4591001 

1231 

12313621 

2 42 26OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is due to personal reasons 

    2 42 26OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is due to personal reasons 

  C4591001 

1231 

12313651 

1 22 14SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12313740 

2 55 07NOV2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject stops participating in the study due to emigration to 

another country. 

    2 55 07NOV2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject stops participating in the study due to emigration to 

another country. 

  C4591001 

1231 

12313972 

2 16 28SEP2020 VACCINATION DEATH DEATH 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

    2 16 28SEP2020 FOLLOW-UP DEATH DEATH 

  C4591001 

1231 

12314003 

2 30 12OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is due to personal reasons 

    2 30 12OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is due to personal reasons 

  C4591001 

1231 

12314060 

1 57 20OCT2020 VACCINATION LOST TO FOLLOW-UP Subject did not reply to the registered letter. Contact is 

considered lost. 

    1 57 20OCT2020 FOLLOW-UP LOST TO FOLLOW-UP Subject did not reply to the registered letter. Contact is 

considered lost. 

  C4591001 

1231 

12314120 

1 20 14SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

did not agree that the Visit 1 swab result had not been 

given 

    1 20 14SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

did not agree that the Visit 1 swab result had not been 

given 

  C4591001 

1231 

12314189 

1 20 14SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject misunderstood protocol and/or consent. Revokes 

consent. 

    1 20 14SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

DISCONTINUED 

  C4591001 

1231 

12314301 

1 21 15SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12314863 

1 28 24SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12315246 

1 20 17SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1231 

12315608 

1 20 19SEP2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Previous clinical or microbiological diagnosis of COVID-

19 

  C4591001 

1231 

12315619 

2 45 05NOV2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is due to personal reasons. 

    2 45 05NOV2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is due to personal reasons. 

  C4591001 

1231 

12315634 

2 35 23OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is due to personal reasons. 

    2 35 23OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

the decision to stop participating is due to personal reasons. 

  C4591001 

1231 

12315672 

1 22 21SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The subject in question decided to abandon the study for 

personal reasons. 

    1 22 21SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

The subject in question decided to abandon the study for 

personal reasons. 

  C4591001 

1232 

12321105 

1 64 28OCT2020 VACCINATION LOST TO FOLLOW-UP Unable to contact subject 

    1 64 28OCT2020 FOLLOW-UP LOST TO FOLLOW-UP Unable to contact subject 

  C4591001 

1232 

12321432 

  
28OCT2020 FOLLOW-UP PROTOCOL 

DEVIATION 

Subject randomized in error 

  C4591001 

1247 

12471066 

1 43 10NOV2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Patient tested positive for COVID 19 and was symptomatic 

prior to visit 2 

  C4591001 

1247 

12471135 

1 22 21OCT2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/CEREBRAL INFARCTION 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1248 

12481026 

1 23 20SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Withdrew due to time commitment. Mother is very sick 

and she is taking care of her 

    1 23 20SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject withdrew prior to 2nd vaccination. 

  C4591001 

1248 

12481182 

  
16SEP2020 FOLLOW-UP OTHER Randomized but not dosed. 

  C4591001 

1248 

12481214 

1 26 15OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject stated he no longers want to to continue with study 

per phone call 

    1 26 15OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject no longer wishes to continue 

  C4591001 

1251 

12511050 

1 71 03NOV2020 VACCINATION PHYSICIAN DECISION PHYSICIAN DECISION 

  C4591001 

1251 

12511236 

1 23 30OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent 

    1 23 30OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject withdrew consent 

  C4591001 

1254 

12541074 

2 38 28OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject requested to withdrawal consent 

    2 38 28OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

subject wished to withdrawal consent. 

  C4591001 

1260 

12601121 

1 20 30SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

patient withdrew from study prior to vaccine # 2 

    1 20 30SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

withdrawal of consent 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  C4591001 

1264 

12641195 

1 23 14OCT2020 VACCINATION NO LONGER MEETS 

ELIGIBILITY CRITERIA 

Excl. 1 No further study intervention but will remain in the 

study to be evaluated for safety. 

  C4591001 

1269 

12691124 

2 1 29SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

subject withdrew consent 

    2 1 29SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Withdrew consent 

  C4591001 

1270 

12701057 

1 61 02NOV2020 VACCINATION ADVERSE EVENT ADVERSE EVENT/PULMONARY EMBOLISM 

  C4591001 

4444 

44441152 

1 22 12OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

The volunteer expresses his desire to withdraw consent to 

participate in the study. 

    1 22 12OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

The volunteer expresses his desire to withdraw consent to 

participate in the study 

  C4591001 

4444 

44441495 

1 24 15OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

for personal causes 

    1 24 15OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

for personal causes 

  C4591001 

4444 

44441792 

1 9 01OCT2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject, re-reads consent and decided it is not what she'd 

understood. Decides to revoke consent. 

    1 9 01OCT2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

The subject rejects the terms of consent on a subsequent 

rereading. 

  C4591001 

4444 

44442179 

1 2 28SEP2020 VACCINATION WITHDRAWAL BY 

SUBJECT 

Subject reports being sure that he received placebo and that 

he participated to receive the vaccine. 

    1 2 28SEP2020 FOLLOW-UP WITHDRAWAL BY 

SUBJECT 

Subject reports being sure that he received placebo and that 

he participated to receive the vaccine. 
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16.2.1.4 Listing of Subjects Withdrawn From the Study – All Subjects 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date Study Phase  Withdrawal Reason       Commentb 
  

  

Note: Data for subjects randomized on or after 10OCT2020 are included to comprehensively show all data reported but are subject to change with 

additional follow-up. 

Note: † = HIV-positive subject. 

a.      Relative Day (Rel Day) = date of withdrawal - date of last vaccination + 1. For a withdrawal that occurred before the date of the first study 

vaccination, + 1 was not added to compute relative day. 

b.      MedDRA (v23.1) coding dictionary applied. 

PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (10:49) Source Data: adds Table Generation: 19NOV2020 (01:42)  

(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: ./nda2_unblinded/C4591001_IA_P3_2MPD2/adds_l001_withdraw_p3  
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16.2.1.6 Listing of Subjects Withdrawn From the Study – Subjects Enrolled in Multiple Sites 

Age 

Group 

(Years) Subject 

Dose 

No.  

Rel 

Daya 

Withdrawal 

Date 

Study 

Phase  

Withdrawal 

Reason       Commentb 
  

16-55 C4591001 1056 

10561101 

2 44 03NOV2020 FOLLOW-

UP 

PROTOCOL 

DEVIATION 

SUBJECT WAS FOUND AS A DUPLICATE FROM 

ANOTHER SITE IN CLOSE PROXIMITY. 

  

a.      Relative Day (Rel Day) = date of withdrawal - date of last vaccination + 1. For a withdrawal that occurred before the date of the first study 

vaccination, + 1 was not added to compute relative day. 

b.      MedDRA (v23.1) coding dictionary applied. 

PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (10:49) Source Data: adds Table Generation: 18NOV2020 (02:59)  

(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: ./nda2 unblinded/C4591001 IA P3 2MPD2/adds l001 wd menrol p3  
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C4591001

1231 ARGENTINA

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0035L002/P220395-0048L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0035L003/P220395-0048L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A EU2065896/E220395-0004L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001592 PA2064251/P220395-0005L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0054L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0056L 0 ml SOLUTION

16.1.6 Study Drug Information

Data is presented by site and country

19-Nov-2020 CONFIDENTIAL
1
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C4591001

1226 BRAZIL

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001592 PA2064251/P220395-0005L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0056L 0 ml SOLUTION

1241 BRAZIL

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

19-Nov-2020 CONFIDENTIAL
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001592 PA2064251/P220395-0005L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0056L 0 ml SOLUTION

1185 GERMANY

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 EU2074330/E220395-0036L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407OTH/E220395-0049L 0 ml SOLUTION

19-Nov-2020 CONFIDENTIAL
3

09
01

77
e1

95
90

fe
2e

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 1
9-

N
ov

-2
02

0 
16

:1
3 

(G
M

T
)

 

FDA-CBER-2021-5683-0128595



C4591001

1194 GERMANY

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 EU2074330/E220395-0036L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407OTH/E220395-0049L 0 ml SOLUTION

1195 GERMANY

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 EU2074330/E220395-0036L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407OTH/E220395-0049L 0 ml SOLUTION

1197 GERMANY

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 EU2074330/E220395-0036L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407OTH/E220395-0049L 0 ml SOLUTION

19-Nov-2020 CONFIDENTIAL
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C4591001

1202 GERMANY

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 EU2074330/E220395-0036L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407OTH/E220395-0049L 0 ml SOLUTION

1203 GERMANY

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 EU2074330/E220395-0036L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407OTH/E220395-0049L 0 ml SOLUTION

1229 SOUTH AFRICA

19-Nov-2020 CONFIDENTIAL
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0022L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0056L 0 ml SOLUTION

1230 SOUTH AFRICA

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0022L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0056L 0 ml SOLUTION

1246 SOUTH AFRICA

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0022L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0056L 0 ml SOLUTION
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C4591001

1247 SOUTH AFRICA

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0022L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0056L 0 ml SOLUTION

1205 TURKEY

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 EU2074330/E220395-0036L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407OTH/E220395-0049L 0 ml SOLUTION

1207 TURKEY

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form
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FDA-CBER-2021-5683-0128599



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 EU2074330/E220395-0036L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407OTH/E220395-0049L 0 ml SOLUTION

1208 TURKEY

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 EU2074330/E220395-0036L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407OTH/E220395-0049L 0 ml SOLUTION

1209 TURKEY

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 EU2074330/E220395-0036L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407OTH/E220395-0049L 0 ml SOLUTION
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FDA-CBER-2021-5683-0128600



C4591001

1210 TURKEY

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 EU2074330/E220395-0036L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407OTH/E220395-0049L 0 ml SOLUTION

1212 TURKEY

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 EU2074330/E220395-0036L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407OTH/E220395-0049L 0 ml SOLUTION

1213 TURKEY

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 EU2074330/E220395-0036L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407OTH/E220395-0049L 0 ml SOLUTION
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C4591001

1214 TURKEY

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 EU2074330/E220395-0036L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407OTH/E220395-0049L 0 ml SOLUTION

1217 TURKEY

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 EU2074330/E220395-0036L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407OTH/E220395-0049L 0 ml SOLUTION

1001 UNITED STATES
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FDA-CBER-2021-5683-0128602



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b1 0.5 mg/ml 0.3 ml Vial BCV10420-A E220395-0006L004/P220395-0009L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Labelled Carton containing 1x Labelled
Vial of BNT162b1 0.25mg/0.5ml in Mylar
bag containing 4 kits for Protocol
C4591001 (Stage 1) BCV10320-A E220395-0001L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589 20-001592 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001592 PA2064251/P220395-0005L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

1002 UNITED STATES
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Labelled Carton containing 1x Labelled
Vial of BNT162b1 0.25mg/0.5ml in Mylar
bag containing 4 kits for Protocol
C4591001 (Stage 1) BCV10320-A E220395-0001L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589 20-001592 0 ml SOLUTION

1003 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b1 0.5 mg/ml 0.3 ml Vial BCV10420-A E220395-0006L004/P220395-0009L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Labelled Carton containing 1x Labelled
Vial of BNT162a1 0.15mg/0.3ml in Mylar
bag containing 4 kits for Protocol
C4591001 (Stage 1) BCV20420-A E220395-0002L 0.5 mg/ml SOLUTION

Labelled Carton containing 1x Labelled
Vial of BNT162b2 0.15mg/0.3ml in Mylar
bag containing 4 kits for Protocol
C4591001 (Stage 1) BCV40420-A E220395-0004L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589 20-001592 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001592 PA2064251/P220395-0005L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

1005 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1006 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

1007 UNITED STATES
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b1 0.5 mg/ml 0.3 ml Vial BCV10420-A E220395-0006L004/P220395-0009L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074172/P220395-0053L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

Labelled Carton containing 1x Labelled
Vial of BNT162a1 0.15mg/0.3ml in Mylar
bag containing 4 kits for Protocol
C4591001 (Stage 1) BCV20420-A E220395-0002L 0.5 mg/ml SOLUTION

Labelled Carton containing 1x Labelled
Vial of BNT162b2 0.15mg/0.3ml in Mylar
bag containing 4 kits for Protocol
C4591001 (Stage 1) BCV40420-A E220395-0004L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589 20-001592 0 ml SOLUTION
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FDA-CBER-2021-5683-0128608



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001592 PA2064251/P220395-0005L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

1008 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074172/P220395-0053L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1009 UNITED STATES
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION
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C4591001

1011 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2072393/P220395-0019L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

1012 UNITED STATES
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

1013 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001592 PA2064251/P220395-0005L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1015 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001592 PA2064251/P220395-0005L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1016 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

1018 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

1019 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1021 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1022 UNITED STATES
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

1024 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

1027 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2072393/P220395-0019L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

1028 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1030 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2072393/P220395-0019L 0.5 mg/ml SOLUTION

19-Nov-2020 CONFIDENTIAL
32

09
01

77
e1

95
90

fe
2e

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 1
9-

N
ov

-2
02

0 
16

:1
3 

(G
M

T
)

 

FDA-CBER-2021-5683-0128624



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074172/P220395-0053L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1036 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION
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C4591001

1037 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION
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C4591001

1038 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

1039 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1042 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001592 PA2064251/P220395-0005L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1044 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2072393/P220395-0019L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1046 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION
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C4591001

1047 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1048 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

1052 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

19-Nov-2020 CONFIDENTIAL
41

09
01

77
e1

95
90

fe
2e

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 1
9-

N
ov

-2
02

0 
16

:1
3 

(G
M

T
)

 

FDA-CBER-2021-5683-0128633



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1054 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

1055 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

1056 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION
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C4591001

1057 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2072393/P220395-0019L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

19-Nov-2020 CONFIDENTIAL
45

09
01

77
e1

95
90

fe
2e

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 1
9-

N
ov

-2
02

0 
16

:1
3 

(G
M

T
)

 

FDA-CBER-2021-5683-0128637



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1066 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1068 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

1071 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1072 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

1073 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

1077 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1079 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

1080 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1081 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

1082 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

1083 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

1084 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1085 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1087 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2072393/P220395-0019L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1088 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2072393/P220395-0019L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1089 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1090 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

1091 UNITED STATES
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1092 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1093 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1094 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1095 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

1096 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1097 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

1098 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1101 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION
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C4591001

1107 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

1109 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2072393/P220395-0019L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

19-Nov-2020 CONFIDENTIAL
75

09
01

77
e1

95
90

fe
2e

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 1
9-

N
ov

-2
02

0 
16

:1
3 

(G
M

T
)

 

FDA-CBER-2021-5683-0128667



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

1110 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1111 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

1112 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001592 PA2064251/P220395-0005L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1114 UNITED STATES
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

1116 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1117 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1118 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

1120 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

1121 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION
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C4591001

1122 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

1123 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION
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C4591001

1124 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION
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C4591001

1125 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1126 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1127 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

1128 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1129 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

1130 UNITED STATES
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

1131 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1133 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2072393/P220395-0019L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.45 ml Vial EE8493Z PA2077905/P220395-0026L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION
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C4591001

1134 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION
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FDA-CBER-2021-5683-0128689



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1135 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.45 ml Vial EE8493Z PA2077905/P220395-0026L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1136 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

1139 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001592 PA2064251/P220395-0005L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1140 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074172/P220395-0053L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

19-Nov-2020 CONFIDENTIAL
101

09
01

77
e1

95
90

fe
2e

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 1
9-

N
ov

-2
02

0 
16

:1
3 

(G
M

T
)

 

FDA-CBER-2021-5683-0128693



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

1141 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001592 PA2064251/P220395-0005L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1142 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001592 PA2064251/P220395-0005L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1145 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1146 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.45 ml Vial EE8493Z PA2077905/P220395-0026L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION
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C4591001

1147 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION
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C4591001

1149 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1150 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION
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C4591001

1152 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1156 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2072393/P220395-0019L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

1157 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

1161 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION
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C4591001

1162 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1163 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A E220395-0006L003/P220395-0012L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

1166 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

1167 UNITED STATES
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1168 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2072393/P220395-0019L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

1169 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1170 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.45 ml Vial EE8493Z PA2077905/P220395-0026L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1171 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1174 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1177 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074172/P220395-0053L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1178 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1179 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

19-Nov-2020 CONFIDENTIAL
124

09
01

77
e1

95
90

fe
2e

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 1
9-

N
ov

-2
02

0 
16

:1
3 

(G
M

T
)

 

FDA-CBER-2021-5683-0128716



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1204 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1218 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

1219 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION
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C4591001

1220 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1221 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1223 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1224 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2072393/P220395-0019L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1232 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1235 UNITED STATES
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1248 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1251 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION
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C4591001

1252 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2072393/P220395-0019L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

1254 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1258 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

1260 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074172/P220395-0053L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

1261 UNITED STATES
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074172/P220395-0053L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

1264 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1265 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION
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C4591001

1269 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2072393/P220395-0019L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

1270 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074172/P220395-0053L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION
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16.2.2.2 Listing of Important Protocol Deviations – Phase 2 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number of 

Deviations if >1) 

  

Concomitant 

Medications 

Subject received systemic corticosteroids (>=20mg/day of prednisone or equivalent) for >=14 days 

is prohibited from 28 days prior to enrollment to specified visits/cohorts per protocol. 

1 C4591001 1003 

10031101 

  

PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (10:49) Source Data: addv Table Generation: 24NOV2020 (13:02)  

(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: ./nda2_unblinded/C4591001_EUA_FAEF_RR/addv_l001_pd2  
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

Concomitant 

Medications 

Subject received systemic corticosteroids (>=20mg/day of prednisone or equivalent) for >=14 days 

is prohibited from 28 days prior to enrollment to specified visits/cohorts per protocol. 

7 C4591001 1003 

10031101 

      C4591001 1007 

10071276 

      C4591001 1007 

10071315 

      C4591001 1028 

10281026 

      C4591001 1039 

10391019 

      C4591001 1130 

11301039 

      C4591001 1261 

12611054 

  Receipt of blood/plasma products or immunoglobulins within 60 days before enrollment through 

conclusion of the study. 

1 C4591001 1231 

12313895 

Inclusion/Exclusion Participant failed to meet inclusion criterion #03 (Healthy participants who are determined by 

medical history, physical examination and clinical judgement of the investigator to be eligible for 

inclusion in the study) 

13 C4591001 1037 

10371333 

      C4591001 1094 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1095 

10951107 

      C4591001 1122 

11221034 

      C4591001 1170 

11701334 

      C4591001 1170 

11701344 

      C4591001 1174 

11741066 

      C4591001 1205 

12051028 

      C4591001 1217 

12171005 

      C4591001 1229 

12291165 

      C4591001 1231 

12311088 

      C4591001 1231 

12315608 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1265 

12651164 

  Participant met exclusion criterion #02 (participant having known infection with HIV, HCV or 

HBV) 

9 C4591001 1098 

10981155 

      C4591001 1098 

10981162 

      C4591001 1098 

10981168 

      C4591001 1098 

10981169 

      C4591001 1170 

11701457 

      C4591001 1224 

12241158 

      C4591001 1226 

12262255 

      C4591001 1251 

12511050 

      C4591001 1265 

12651186 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

  Participant met exclusion criterion #11 (women who are pregnant or breastfeeding) 6 C4591001 1087 

10871557 

      C4591001 1093 

10931058 

      C4591001 1096 

10961031 

      C4591001 1156 

11561015 

      C4591001 1232 

12321213 

      C4591001 1241 

12411279 

  Participant met exclusion criterion #22 (investigator site staff or Pfizer employees directly involved 

in the conduct of the study, site staff otherwise supervised by the investigator, and their respective 

family members) 

6 C4591001 1112 

11121058 

      C4591001 1161 

11611002 

      C4591001 1161 

11611008 

      C4591001 1161 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1161 

11611014 

      C4591001 1161 

11611018 

  Participant met exclusion criterion #13 (participant receiving treatment with immunosuppressive 

therapy as specified in protocol) 

5 C4591001 1038 

10381061 

      C4591001 1047 

10471122 

      C4591001 1047 

10471228 

      C4591001 1097 

10971107 

      C4591001 1101 

11011077 

  Participant met exclusion criterion #05 (previous clinical or microbiological diagnosis of COVID-

19) 

2 C4591001 1054 

10541033 

      C4591001 1235 

12351167 

  Participant met exclusion criterion #16 (Participation in other studies involving study intervention 

within 28 days prior to study entry and/or during study participation) 

2 C4591001 1006 

10061099 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1134 

11341067 

  Participant failed to meet inclusion criterion #01 (Male or female participants between the ages of 

18 and 55 years, inclusive, 65 and 85 years, inclusive, or 18 and 85 years, inclusive, at 

randomization (dependent upon study phase). 

1 C4591001 1142 

11421084 

  Participant failed to meet inclusion criterion #04 (Participants who, in the judgment of the 

investigator, are at risk for acquiring COVID-19) 

1 C4591001 1129 

11291117 

Informed Consent Subject/LAR did not sign ICD & did not give verbal consent 1 C4591001 1120 

11201299 

Investigational Product Dosing/administration error, subject did not receive correct dose of vaccine 151 C4591001 1003 

10031120 

      C4591001 1068 

10681001 

      C4591001 1068 

10681002 

      C4591001 1068 

10681003 

      C4591001 1068 

10681004 

      C4591001 1068 

10681005 09
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1068 

10681006 

      C4591001 1068 

10681007 

      C4591001 1068 

10681008 

      C4591001 1068 

10681009 

      C4591001 1068 

10681010 

      C4591001 1068 

10681011 

      C4591001 1068 

10681012 

      C4591001 1068 

10681013 

      C4591001 1068 

10681014 

      C4591001 1068 

10681015 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1068 

10681016 

      C4591001 1068 

10681017 

      C4591001 1068 

10681018 

      C4591001 1068 

10681019 

      C4591001 1068 

10681020 

      C4591001 1068 

10681021 

      C4591001 1068 

10681022 

      C4591001 1068 

10681023 

      C4591001 1068 

10681024 

      C4591001 1068 

10681025 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1068 

10681026 

      C4591001 1068 

10681027 

      C4591001 1068 

10681028 

      C4591001 1068 

10681029 

      C4591001 1068 

10681030 

      C4591001 1068 

10681031 

      C4591001 1068 

10681032 

      C4591001 1068 

10681033 

      C4591001 1068 

10681034 

      C4591001 1068 

10681035 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1068 

10681036 

      C4591001 1068 

10681037 

      C4591001 1068 

10681038 

      C4591001 1068 

10681039 

      C4591001 1068 

10681040 

      C4591001 1068 

10681041 

      C4591001 1068 

10681042 

      C4591001 1068 

10681043 

      C4591001 1068 

10681044 

      C4591001 1068 

10681045 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1068 

10681046 

      C4591001 1068 

10681047 

      C4591001 1068 

10681050 

      C4591001 1068 

10681051 

      C4591001 1068 

10681052 

      C4591001 1068 

10681053 

      C4591001 1068 

10681054 

      C4591001 1068 

10681055 

      C4591001 1068 

10681056 

      C4591001 1068 

10681057 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1068 

10681058 

      C4591001 1068 

10681059 

      C4591001 1068 

10681060 

      C4591001 1068 

10681061 

      C4591001 1068 

10681062 

      C4591001 1068 

10681063 

      C4591001 1068 

10681064 

      C4591001 1068 

10681065 

      C4591001 1068 

10681066 

      C4591001 1068 

10681068 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1068 

10681069 

      C4591001 1068 

10681071 

      C4591001 1068 

10681072 

      C4591001 1068 

10681073 

      C4591001 1068 

10681074 

      C4591001 1068 

10681075 

      C4591001 1068 

10681076 

      C4591001 1068 

10681077 

      C4591001 1068 

10681078 

      C4591001 1068 

10681079 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1068 

10681080 

      C4591001 1068 

10681081 

      C4591001 1068 

10681082 

      C4591001 1068 

10681083 

      C4591001 1068 

10681084 

      C4591001 1091 

10911001 

      C4591001 1091 

10911004 

      C4591001 1091 

10911005 

      C4591001 1091 

10911008 

      C4591001 1091 

10911010 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1091 

10911012 

      C4591001 1091 

10911014 

      C4591001 1091 

10911015 

      C4591001 1129 

11291091 

      C4591001 1141 

11411011 

      C4591001 1141 

11411014 

      C4591001 1141 

11411023 

      C4591001 1141 

11411065 

      C4591001 1141 

11411066 

      C4591001 1141 

11411068 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1141 

11411080 

      C4591001 1141 

11411093 

      C4591001 1141 

11411139 

      C4591001 1231 

12313428 

      C4591001 1231 

12313429 

      C4591001 1231 

12313446 

      C4591001 1231 

12313449 

      C4591001 1231 

12313456 

      C4591001 1231 

12313459 

      C4591001 1231 

12313461 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1231 

12313467 

      C4591001 1231 

12313468 

      C4591001 1231 

12313469 

      C4591001 1231 

12313478 

      C4591001 1231 

12313479 

      C4591001 1231 

12313480 

      C4591001 1231 

12313483 

      C4591001 1231 

12313486 

      C4591001 1231 

12313487 

      C4591001 1231 

12313492 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1231 

12313496 

      C4591001 1231 

12313497 

      C4591001 1231 

12313498 

      C4591001 1231 

12313501 

      C4591001 1231 

12313503 

      C4591001 1231 

12313505 

      C4591001 1231 

12313506 

      C4591001 1231 

12313508 

      C4591001 1231 

12313509 

      C4591001 1231 

12313511 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1231 

12313512 

      C4591001 1231 

12313514 

      C4591001 1231 

12313515 

      C4591001 1231 

12313517 

      C4591001 1231 

12313518 

      C4591001 1231 

12313519 

      C4591001 1231 

12313524 

      C4591001 1231 

12313528 

      C4591001 1231 

12313530 

      C4591001 1231 

12313533 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1231 

12313534 

      C4591001 1231 

12313536 

      C4591001 1231 

12313537 

      C4591001 1231 

12313538 

      C4591001 1231 

12313541 

      C4591001 1231 

12313542 

      C4591001 1231 

12313546 

      C4591001 1231 

12313549 

      C4591001 1231 

12313551 

      C4591001 1231 

12313553 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1231 

12313554 

      C4591001 1231 

12313556 

      C4591001 1231 

12313562 

      C4591001 1231 

12313564 

      C4591001 1231 

12313567 

  IP administered that was deemed not suitable for use by Almac 144 C4591001 1024 

10241002 (2) 

      C4591001 1024 

10241003 (2) 

      C4591001 1024 

10241004 (2) 

      C4591001 1024 

10241006 (2) 

      C4591001 1024 

10241009 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1024 

10241010 

      C4591001 1024 

10241014 (2) 

      C4591001 1024 

10241015 

      C4591001 1024 

10241018 

      C4591001 1024 

10241019 

      C4591001 1024 

10241021 

      C4591001 1024 

10241023 (2) 

      C4591001 1024 

10241031 

      C4591001 1024 

10241032 

      C4591001 1024 

10241033 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1024 

10241037 

      C4591001 1024 

10241039 

      C4591001 1024 

10241040 

      C4591001 1024 

10241041 

      C4591001 1024 

10241042 

      C4591001 1024 

10241044 

      C4591001 1024 

10241046 

      C4591001 1024 

10241049 

      C4591001 1024 

10241054 

      C4591001 1024 

10241055 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1024 

10241057 

      C4591001 1024 

10241059 

      C4591001 1024 

10241061 

      C4591001 1024 

10241065 

      C4591001 1024 

10241066 

      C4591001 1024 

10241067 

      C4591001 1024 

10241068 

      C4591001 1024 

10241071 

      C4591001 1024 

10241072 

      C4591001 1024 

10241074 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1024 

10241077 

      C4591001 1024 

10241078 

      C4591001 1024 

10241081 

      C4591001 1024 

10241083 

      C4591001 1024 

10241084 

      C4591001 1024 

10241085 

      C4591001 1024 

10241087 

      C4591001 1024 

10241091 

      C4591001 1024 

10241094 

      C4591001 1024 

10241096 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1024 

10241097 

      C4591001 1024 

10241100 

      C4591001 1024 

10241102 

      C4591001 1024 

10241104 

      C4591001 1024 

10241108 

      C4591001 1044 

10441001 

      C4591001 1044 

10441002 

      C4591001 1044 

10441004 

      C4591001 1044 

10441007 

      C4591001 1044 

10441010 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1044 

10441015 

      C4591001 1044 

10441016 

      C4591001 1044 

10441018 

      C4591001 1044 

10441028 

      C4591001 1044 

10441029 

      C4591001 1044 

10441031 

      C4591001 1044 

10441032 

      C4591001 1044 

10441034 

      C4591001 1044 

10441036 

      C4591001 1044 

10441037 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1044 

10441041 

      C4591001 1044 

10441045 

      C4591001 1044 

10441047 

      C4591001 1044 

10441048 

      C4591001 1044 

10441049 

      C4591001 1044 

10441050 

      C4591001 1044 

10441052 

      C4591001 1044 

10441054 

      C4591001 1044 

10441055 

      C4591001 1044 

10441060 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1044 

10441062 

      C4591001 1044 

10441063 

      C4591001 1044 

10441067 

      C4591001 1044 

10441068 

      C4591001 1044 

10441071 

      C4591001 1044 

10441073 

      C4591001 1044 

10441075 

      C4591001 1044 

10441076 

      C4591001 1044 

10441079 

      C4591001 1044 

10441080 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1044 

10441083 

      C4591001 1044 

10441085 

      C4591001 1044 

10441088 

      C4591001 1044 

10441089 

      C4591001 1044 

10441090 

      C4591001 1044 

10441092 

      C4591001 1044 

10441093 

      C4591001 1044 

10441094 

      C4591001 1163 

11631117 

      C4591001 1163 

11631121 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1163 

11631124 

      C4591001 1163 

11631126 

      C4591001 1163 

11631127 

      C4591001 1163 

11631131 

      C4591001 1163 

11631132 

      C4591001 1163 

11631133 

      C4591001 1163 

11631136 

      C4591001 1163 

11631142 

      C4591001 1163 

11631144 

      C4591001 1163 

11631145 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1163 

11631149 

      C4591001 1254 

12541002 

      C4591001 1254 

12541004 

      C4591001 1254 

12541005 

      C4591001 1254 

12541008 

      C4591001 1254 

12541010 

      C4591001 1254 

12541011 

      C4591001 1254 

12541014 

      C4591001 1254 

12541016 

      C4591001 1254 

12541018 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1254 

12541019 

      C4591001 1254 

12541023 

      C4591001 1254 

12541025 

      C4591001 1254 

12541026 

      C4591001 1254 

12541027 

      C4591001 1254 

12541029 

      C4591001 1254 

12541030 

      C4591001 1254 

12541033 

      C4591001 1254 

12541035 

      C4591001 1254 

12541037 

09
01

77
e1

95
a4

c1
4b

\F
in

al
\F

in
al

 O
n:

 3
0-

N
ov

-2
02

0 
02

:2
7 

(G
M

T
)

 

Page 34

FDA-CBER-2021-5683-0128765



16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1254 

12541038 

      C4591001 1254 

12541040 

      C4591001 1260 

12601002 

      C4591001 1260 

12601003 

      C4591001 1260 

12601005 

      C4591001 1260 

12601006 

      C4591001 1260 

12601008 

      C4591001 1260 

12601009 

      C4591001 1260 

12601013 

      C4591001 1260 

12601014 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1260 

12601016 

      C4591001 1260 

12601017 

      C4591001 1260 

12601025 

      C4591001 1260 

12601026 

      C4591001 1260 

12601027 

      C4591001 1260 

12601029 

      C4591001 1260 

12601032 

      C4591001 1260 

12601033 

      C4591001 1260 

12601036 

  Incorrect vaccine allocation/assigned to subject 10 C4591001 1012 

10121103 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1054 

10541024 

      C4591001 1079 

10791130 

      C4591001 1081 

10811053 

      C4591001 1088 

10881077 

      C4591001 1090 

10901334 

      C4591001 1116 

11161226 

      C4591001 1177 

11771089 

      C4591001 1231 

12311057 

      C4591001 1265 

12651026 

  Other IP deviation 9 C4591001 1037 

10371356 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1126 

11261053 

      C4591001 1161 

11611015 

      C4591001 1163 

11631003 

      C4591001 1163 

11631007 

      C4591001 1163 

11631008 

      C4591001 1163 

11631010 

      C4591001 1163 

11631011 

      C4591001 1163 

11631096 

  Subject was vaccinated despite meeting temporary delay criterion #4 (receiving short-term (<14 

days) systemic corticosteroids, IP administration should be delayed untill systemic corticosteroid 

use has been discontinued for at least 28 days. 

4 C4591001 1007 

10071105 

      C4591001 1028 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1097 

10971060 

      C4591001 1231 

12311499 

  IP documentation error – IP preparation form errors 3 C4591001 1163 

11631008 (2) 

      C4591001 1163 

11631013 

      C4591001 1163 

11631039 

  Incorrect IP assigned to subject due to IRT not being utilized 3 C4591001 1121 

11211071 

      C4591001 1163 

11631005 

      C4591001 1163 

11631006 

  Subject was vaccinated despite being ineligible 2 C4591001 1092 

10921158 

      C4591001 1112 

11121270 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

  Administration error, incorrect container, but correct IP administered 1 C4591001 1056 

10561445 

  Blind compromised 1 C4591001 1068 

10681001 

Laboratory Nasal swab can't be analyzed due to incorrect shipping procedure 3 C4591001 1068 

10681043 

      C4591001 1068 

10681068 

      C4591001 1128 

11281313 

Other All data considered unreliable due to lack of PI oversight identified as significant quality event 43 C4591001 1161 

11611001 

      C4591001 1161 

11611002 

      C4591001 1161 

11611003 

      C4591001 1161 

11611004 

      C4591001 1161 

11611005 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1161 

11611006 

      C4591001 1161 

11611007 

      C4591001 1161 

11611008 

      C4591001 1161 

11611009 

      C4591001 1161 

11611010 

      C4591001 1161 

11611011 

      C4591001 1161 

11611012 

      C4591001 1161 

11611013 

      C4591001 1161 

11611014 

      C4591001 1161 

11611015 

09
01

77
e1

95
a4

c1
4b

\F
in

al
\F

in
al

 O
n:

 3
0-

N
ov

-2
02

0 
02

:2
7 

(G
M

T
)

 

Page 41

FDA-CBER-2021-5683-0128772



16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1161 

11611016 

      C4591001 1161 

11611017 

      C4591001 1161 

11611018 

      C4591001 1161 

11611019 

      C4591001 1161 

11611020 

      C4591001 1161 

11611021 

      C4591001 1161 

11611022 

      C4591001 1161 

11611023 

      C4591001 1161 

11611024 

      C4591001 1161 

11611025 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1161 

11611026 

      C4591001 1161 

11611027 

      C4591001 1161 

11611028 

      C4591001 1161 

11611029 

      C4591001 1161 

11611030 

      C4591001 1161 

11611031 

      C4591001 1161 

11611032 

      C4591001 1161 

11611033 

      C4591001 1161 

11611034 

      C4591001 1161 

11611035 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

      C4591001 1161 

11611036 

      C4591001 1161 

11611037 

      C4591001 1161 

11611038 

      C4591001 1161 

11611040 

      C4591001 1161 

11611041 

      C4591001 1161 

11611042 

      C4591001 1161 

11611043 

      C4591001 1161 

11611044 

Procedures/Tests Procedure/Test not done 1 C4591001 1146 

11461010 

  

Note: Data for subjects randomized on or after 10OCT2020 are included to comprehensively show all data reported but are subject to change with 

additional follow-up. 
Note: HIV-positive subjects are included in this summary but not included in the analyses o f the overall study objectives 
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16.2.2.3 Listing of Important Protocol Deviations – Phase 2/3 Analysis (All Subjects) 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number 

of 

Deviations if >1) 

  

PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (10:49) Source Data: addv Table Generation: 24NOV2020 (13:02)  
(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: ./nda2_unblinded/C4591001_EUA_FAEF_RR/addv_l001_pd_all  
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16.2.2.4 Listing of Important Protocol Deviations – Subjects Enrolled in Multiple Sites 

Protocol Deviation 

Category Protocol Deviation Subcategory 

Number 

of 

Subjects 

Subject (Number of 

Deviations if >1) 

  

Inclusion/Exclusion Participant met exclusion criterion #04 (receipt of medications intended to prevent 

COVID-19) 

1 C4591001 1133 11331382 

Investigational Product Subject was enrolled more than once in the study, at different sites 2 C4591001 1056 10561101 

      C4591001 1133 11331382 

  

PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (10:49) Source Data: addv Table Generation: 24NOV2020 (15:23)  
(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: ./nda2 unblinded/C4591001 EUA FAEF RR/addv l001 pd menrl  

 

 

09
01

77
e1

95
a4

c1
4c

\F
in

al
\F

in
al

 O
n:

 3
0-

N
ov

-2
02

0 
02

:2
7 

(G
M

T
)

 

Page 46

FDA-CBER-2021-5683-0128777



C4591001

1231 ARGENTINA

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0035L002/
P220395-0048L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0035L003/
P220395-0048L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A EU2065896/E220395-0004L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001592 PA2064251/P220395-0005L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

16.1.6 Study Drug Information

Data is presented by site and country

17-Mar-2021 PFIZER CONFIDENTIAL
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0054L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0056L 0 ml SOLUTION

1226 BRAZIL

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0022L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001592 PA2064251/P220395-0005L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0056L 0 ml SOLUTION

17-Mar-2021 PFIZER CONFIDENTIAL
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C4591001

1241 BRAZIL

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0022L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001592 PA2064251/P220395-0005L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0056L 0 ml SOLUTION

1185 GERMANY

17-Mar-2021 PFIZER CONFIDENTIAL
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 EU2074330/E220395-0036L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221
PA2069407OTH/
E220395-0049L 0 ml SOLUTION

1194 GERMANY

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 EU2074330/E220395-0036L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221
PA2069407OTH/
E220395-0049L 0 ml SOLUTION

1195 GERMANY

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 EU2074330/E220395-0036L 0.5 mg/ml SOLUTION

17-Mar-2021 PFIZER CONFIDENTIAL
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221
PA2069407OTH/
E220395-0049L 0 ml SOLUTION

1197 GERMANY

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 EU2074330/E220395-0036L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221
PA2069407OTH/
E220395-0049L 0 ml SOLUTION

1202 GERMANY

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 EU2074330/E220395-0036L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221
PA2069407OTH/
E220395-0049L 0 ml SOLUTION

17-Mar-2021 PFIZER CONFIDENTIAL
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C4591001

1203 GERMANY

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 EU2074330/E220395-0036L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221
PA2069407OTH/
E220395-0049L 0 ml SOLUTION

1229 SOUTH AFRICA

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0022L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0056L 0 ml SOLUTION

1230 SOUTH AFRICA

17-Mar-2021 PFIZER CONFIDENTIAL
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0022L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0056L 0 ml SOLUTION

1246 SOUTH AFRICA

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0022L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0056L 0 ml SOLUTION

1247 SOUTH AFRICA

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0022L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0056L 0 ml SOLUTION

17-Mar-2021 PFIZER CONFIDENTIAL
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C4591001

1205 TURKEY

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 EU2074330/E220395-0036L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221
PA2069407OTH/
E220395-0049L 0 ml SOLUTION

1207 TURKEY

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 EU2074330/E220395-0036L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221
PA2069407OTH/
E220395-0049L 0 ml SOLUTION

1208 TURKEY

17-Mar-2021 PFIZER CONFIDENTIAL
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 EU2074330/E220395-0036L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221
PA2069407OTH/
E220395-0049L 0 ml SOLUTION

1209 TURKEY

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 EU2074330/E220395-0036L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221
PA2069407OTH/
E220395-0049L 0 ml SOLUTION

1210 TURKEY

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 EU2074330/E220395-0036L 0.5 mg/ml SOLUTION

17-Mar-2021 PFIZER CONFIDENTIAL
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221
PA2069407OTH/
E220395-0049L 0 ml SOLUTION

1212 TURKEY

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 EU2074330/E220395-0036L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221
PA2069407OTH/
E220395-0049L 0 ml SOLUTION

1213 TURKEY

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 EU2074330/E220395-0036L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221
PA2069407OTH/
E220395-0049L 0 ml SOLUTION
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C4591001

1214 TURKEY

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 EU2074330/E220395-0036L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221
PA2069407OTH/
E220395-0049L 0 ml SOLUTION

1217 TURKEY

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 EU2074330/E220395-0036L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221
PA2069407OTH/
E220395-0049L 0 ml SOLUTION

1001 UNITED STATES
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C459100100  

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b1 0.5 mg/ml 0.3 ml Vial BCV10420-A
E220395-0006L004/
P220395-0009L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.45 ml Vial EJ0553Z PA2085061/P220395-0070L 0.5 mg/ml SOLUTION

Labelled Carton containing 1x Labelled Vial of BNT162b1
0.25mg/0.5ml in Mylar bag containing 4 kits for Protocol
C4591001 (Stage 1) BCV10320-A E220395-0001L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589 20-001592 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001592 PA2064251/P220395-0005L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION
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C4591001

1002 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.45 ml Vial EJ0553Z PA2085061/P220395-0070L 0.5 mg/ml SOLUTION

Labelled Carton containing 1x Labelled Vial of BNT162b1
0.25mg/0.5ml in Mylar bag containing 4 kits for Protocol
C4591001 (Stage 1) BCV10320-A E220395-0001L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589 20-001592 0 ml SOLUTION

1003 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b1 0.5 mg/ml 0.3 ml Vial BCV10420-A
E220395-0006L004/
P220395-0009L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.45 ml Vial EJ0553Z PA2085061/P220395-0070L 0.5 mg/ml SOLUTION

Labelled Carton containing 1x Labelled Vial of BNT162a1
0.15mg/0.3ml in Mylar bag containing 4 kits for Protocol
C4591001 (Stage 1) BCV20420-A E220395-0002L 0.5 mg/ml SOLUTION

Labelled Carton containing 1x Labelled Vial of BNT162b2
0.15mg/0.3ml in Mylar bag containing 4 kits for Protocol
C4591001 (Stage 1) BCV40420-A E220395-0004L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589 20-001592 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001592 PA2064251/P220395-0005L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

1005 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1006 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION
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C4591001

1007 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b1 0.5 mg/ml 0.3 ml Vial BCV10420-A
E220395-0006L004/
P220395-0009L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074172/P220395-0053L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0022L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.45 ml Vial EJ0553Z PA2085061/P220395-0070L 0.5 mg/ml SOLUTION

Labelled Carton containing 1x Labelled Vial of BNT162a1
0.15mg/0.3ml in Mylar bag containing 4 kits for Protocol
C4591001 (Stage 1) BCV20420-A E220395-0002L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Labelled Carton containing 1x Labelled Vial of BNT162b2
0.15mg/0.3ml in Mylar bag containing 4 kits for Protocol
C4591001 (Stage 1) BCV40420-A E220395-0004L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589 20-001592 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001592 PA2064251/P220395-0005L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

1008 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

17-Mar-2021 PFIZER CONFIDENTIAL
19

09
01

77
e1

96
ac

9f
b1

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 3
1-

M
ar

-2
02

1 
13

:4
1 

(G
M

T
)

 

FDA-CBER-2021-5683-0128796



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074172/P220395-0053L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1009 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

1011 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form
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FDA-CBER-2021-5683-0128799



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2072393/P220395-0019L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

1012 UNITED STATES

17-Mar-2021 PFIZER CONFIDENTIAL
23

09
01

77
e1

96
ac

9f
b1

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 3
1-

M
ar

-2
02

1 
13

:4
1 

(G
M

T
)

 

FDA-CBER-2021-5683-0128800



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

1013 UNITED STATES

17-Mar-2021 PFIZER CONFIDENTIAL
24

09
01

77
e1

96
ac

9f
b1

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 3
1-

M
ar

-2
02

1 
13

:4
1 

(G
M

T
)

 

FDA-CBER-2021-5683-0128801



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001592 PA2064251/P220395-0005L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION
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FDA-CBER-2021-5683-0128802



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1015 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION
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FDA-CBER-2021-5683-0128803



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001592 PA2064251/P220395-0005L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1016 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION
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FDA-CBER-2021-5683-0128804



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0022L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION
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FDA-CBER-2021-5683-0128805



C4591001

1018 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION
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FDA-CBER-2021-5683-0128806



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

1019 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION
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FDA-CBER-2021-5683-0128807



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1021 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION
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FDA-CBER-2021-5683-0128808



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1022 UNITED STATES
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FDA-CBER-2021-5683-0128809



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

1024 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

1027 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2072393/P220395-0019L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

1028 UNITED STATES
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

17-Mar-2021 PFIZER CONFIDENTIAL
36

09
01

77
e1

96
ac

9f
b1

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 3
1-

M
ar

-2
02

1 
13

:4
1 

(G
M

T
)

 

FDA-CBER-2021-5683-0128813



C4591001

1030 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2072393/P220395-0019L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074172/P220395-0053L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1036 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

1037 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1038 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

1039 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

17-Mar-2021 PFIZER CONFIDENTIAL
40

09
01

77
e1

96
ac

9f
b1

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 3
1-

M
ar

-2
02

1 
13

:4
1 

(G
M

T
)

 

FDA-CBER-2021-5683-0128817



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1042 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001592 PA2064251/P220395-0005L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1044 UNITED STATES
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2072393/P220395-0019L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION
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C4591001

1046 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1047 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1048 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

1052 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1054 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION
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C4591001

1055 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

1056 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1057 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2072393/P220395-0019L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1066 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION
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C4591001

1068 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

1071 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION
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C4591001

1072 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

1073 UNITED STATES
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

1077 UNITED STATES
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION
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C4591001

1079 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

1080 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1081 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

1082 UNITED STATES
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION
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C4591001

1083 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION
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C4591001

1084 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION
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FDA-CBER-2021-5683-0128842



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1085 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION
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FDA-CBER-2021-5683-0128844



C4591001

1087 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2072393/P220395-0019L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION
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FDA-CBER-2021-5683-0128845



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1088 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2072393/P220395-0019L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION
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FDA-CBER-2021-5683-0128846



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1089 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION
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FDA-CBER-2021-5683-0128847



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION
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FDA-CBER-2021-5683-0128848



C4591001

1090 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION
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FDA-CBER-2021-5683-0128849



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

1091 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION
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FDA-CBER-2021-5683-0128850



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION
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FDA-CBER-2021-5683-0128851



C4591001

1092 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION
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C4591001

1093 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION
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C4591001

1094 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1095 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

17-Mar-2021 PFIZER CONFIDENTIAL
78

09
01

77
e1

96
ac

9f
b1

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 3
1-

M
ar

-2
02

1 
13

:4
1 

(G
M

T
)

 

FDA-CBER-2021-5683-0128855



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

1096 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION
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C4591001

1097 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

1098 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1101 UNITED STATES
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1107 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION
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C4591001

1109 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2072393/P220395-0019L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0033L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

1110 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1111 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION
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C4591001

1112 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001592 PA2064251/P220395-0005L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1114 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

1116 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1117 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1118 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

1120 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

1121 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

1122 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

1123 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1124 UNITED STATES
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION
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C4591001

1125 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0022L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1126 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0022L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1127 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

1128 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION
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C4591001

1129 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0022L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

1130 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

1131 UNITED STATES
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C45910013  

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1133 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2072393/P220395-0019L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION
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FDA-CBER-2021-5683-0128885



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.45 ml Vial EE8493Z PA2077905/P220395-0026L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1134 UNITED STATES
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FDA-CBER-2021-5683-0128886



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION
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FDA-CBER-2021-5683-0128887



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1135 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION
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FDA-CBER-2021-5683-0128888



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.45 ml Vial EE8493Z PA2077905/P220395-0026L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1136 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

17-Mar-2021 PFIZER CONFIDENTIAL
112

09
01

77
e1

96
ac

9f
b1

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 3
1-

M
ar

-2
02

1 
13

:4
1 

(G
M

T
)

 

FDA-CBER-2021-5683-0128889



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

1139 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION
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FDA-CBER-2021-5683-0128890



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A PA2070104/P220395-0008L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001592 PA2064251/P220395-0005L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1140 UNITED STATES
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FDA-CBER-2021-5683-0128891



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074172/P220395-0053L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION
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FDA-CBER-2021-5683-0128892



C4591001

1141 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001592 PA2064251/P220395-0005L 0 ml SOLUTION
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FDA-CBER-2021-5683-0128893



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1142 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION
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FDA-CBER-2021-5683-0128894



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001592 PA2064251/P220395-0005L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1145 UNITED STATES
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FDA-CBER-2021-5683-0128895



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION
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C4591001

1146 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.45 ml Vial EE8493Z PA2077905/P220395-0026L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1147 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0022L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

1149 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION
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C4591001

1150 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0022L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

1152 UNITED STATES
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1156 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2072393/P220395-0019L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0022L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

1157 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

1161 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION
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FDA-CBER-2021-5683-0128905



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1162 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION
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C4591001

1163 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.3 ml Vial BCV40420-A
E220395-0006L003/
P220395-0012L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK1589;20-001776 PA2065311/P220395-0007L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION
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C4591001

1166 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

1167 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2071394/P220395-0029L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1168 UNITED STATES
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2072393/P220395-0019L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

1169 UNITED STATES
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1170 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.45 ml Vial EE8493Z PA2077905/P220395-0026L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1171 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1174 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION
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C4591001

1177 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074172/P220395-0053L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1178 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1179 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

17-Mar-2021 PFIZER CONFIDENTIAL
141

09
01

77
e1

96
ac

9f
b1

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 3
1-

M
ar

-2
02

1 
13

:4
1 

(G
M

T
)

 

FDA-CBER-2021-5683-0128918



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002108 PA2067774/P220395-0013L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1204 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1218 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

1219 UNITED STATES
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1220 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1221 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1223 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1224 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2072393/P220395-0019L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0022L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1232 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2071395/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-B PA2072396/P220395-0016L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2071396/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-C PA2072439/P220395-0047L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002029 PA2067775/P220395-0030L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0045L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION
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C4591001

1235 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1248 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0020L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1251 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1252 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2072393/P220395-0019L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072442/P220395-0042L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-D PA2072765/P220395-0042L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0044L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

1254 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

17-Mar-2021 PFIZER CONFIDENTIAL
152

09
01

77
e1

96
ac

9f
b1

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 3
1-

M
ar

-2
02

1 
13

:4
1 

(G
M

T
)

 

FDA-CBER-2021-5683-0128929
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Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1258 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION
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1260 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074172/P220395-0053L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-C PA2074071/P220395-0052L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

1261 UNITED STATES
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074172/P220395-0053L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

1264 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074998/P220395-0060L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION

17-Mar-2021 PFIZER CONFIDENTIAL
155

09
01

77
e1

96
ac

9f
b1

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 3
1-

M
ar

-2
02

1 
13

:4
1 

(G
M

T
)

 

FDA-CBER-2021-5683-0128932



C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0046L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1265 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0055L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION

1269 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40620-A PA2072393/P220395-0019L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-B PA2074173/P220395-0051L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0068L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0074L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 NC2075485/P220395-0077L 0.5 mg/ml SOLUTION
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C4591001

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0031L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

1270 UNITED STATES

Investigational Product Description Vendor Lot No. Pfizer Lot No. Strength/Potency Dosage Form

BNT162b2 0.5 mg/ml 0.2 ml Vial BCV40720-A PA2074172/P220395-0053L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0021L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0022L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial ED3938 PA2074300/P220395-0023L 0.5 mg/ml SOLUTION

BNT162b2 0.5 mg/ml 0.2 ml Vial EE3813 PA2074838/P220395-0024L 0.5 mg/ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0032L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0034L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0062L 0 ml SOLUTION

Sodium Chloride Injection USP, 0.9% vial DK2074;20-002221 PA2069407/P220395-0065L 0 ml SOLUTION
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Article

Phase 1/2 study of COVID-19 RNA vaccine 
BNT162b1 in adults

Mark J. Mulligan1,2,12, Kirsten E. Lyke3,12, Nicholas Kitchin4,12, Judith Absalon5 ✉,  
Alejandra Gurtman5, Stephen Lockhart4, Kathleen Neuzil3, Vanessa Raabe1,2, Ruth Bailey4, 
Kena A. Swanson5, Ping Li6, Kenneth Koury5, Warren Kalina5, David Cooper5,  
Camila Fontes-Garfias7, Pei-Yong Shi7, Özlem Türeci8, Kristin R. Tompkins5,  
Edward E. Walsh9,10, Robert Frenck11, Ann R. Falsey9,10, Philip R. Dormitzer5, William C. Gruber5, 
Uğur Şahin8 & Kathrin U. Jansen5

In March 2020, the World Health Organization (WHO) declared a pandemic of 
coronavirus disease 2019 (COVID-19), due to severe acute respi atory syndrome 
coronavirus 2 (SARS-CoV-2)1. With rapidly accumulating cases and deaths reported 
globally2, a vaccine is urgently needed. We report the a ailable safety, tolerability, and 
immunogenicity data from an ongoing placebo-controlled, observer-blinded dose 
escalation study among 45 healthy adults, 8 to 55 years of age, randomized to receive 
2 doses, separated by 21 days, of 10 µg, 30 µg, or 100 µg of BNT162b1, a lipid 
nanoparticle-formulated, nucleoside-modified mRNA vaccine that encodes 
trimerized SARS-CoV-2 spike glycoprotein eceptor-binding domain (RBD). Local 
reactions and systemic events were dose-dependent, generally mild to moderate, and 
transient. A second vaccination with 100 µg was not administered due to increased 
reactogenicity and a lack of meaningfully increased immunogenicity after a single 
dose compared to the 30 µg dose. RBD-binding IgG concentrations and SARS-CoV-2 
neutralizing titers in era increased with dose level and after a second dose. Geometric 
mean neutral zing titers reached 1.9- to 4.6-fold that of a panel of COVID-19 
convalescent human sera at least 14 days after a positive SARS-CoV-2 PCR. These 
results support further evaluation of this mRNA vaccine candidate. (ClinicalTrials.gov 
identifier: NCT04368728).

In December 2019, a pneumonia outbreak f unknown cause occurred 
in Wuhan, China. By January 2020, a novel coronavirus was identified as 
the etiologic agent. Within a month  the genetic sequence of the virus 
became available (MN908947.3). Severe ac te respiratory syndrome 
coronavirus 2 (SARS-CoV-2) infec ions and the resulting disease, coro-
navirus disease 2019 (COVID-19), have spread globally. On 11 March 
2020, the World Health Organization (WHO) declared the COVID-19 
outbreak a pandemi 1. To date, the United States has reported the 
most cases globally3. No vaccines are currently available to prevent 
SARS-CoV-2 infe tion or COVID-19.

The RNA vaccine platform has enabled rapid vaccine development 
in response to this pandemic. RNA vaccines provide flexibility in the 
design and expression of vaccine antigens that can mimic antigen 
structure and expression during natural infection. RNA is required 
for protein s nthesis, does not integrate into the genome, is transiently 
expressed, and is metabolized and eliminated by the body’s natural 
mechanisms and, therefore, is considered safe4–7. RNA-based prophylac-
tic infectious disease vaccines and RNA therapeutics have been shown 

o be safe and well-tolerated in clinical trials. In general, vaccination with 

RNA elicits a robust innate immune response. RNA directs expression 
of the vaccine antigen in host cells and has intrinsic adjuvant effects8. 
A strength of the RNA vaccine manufacturing platform, irrespective of 
the encoded pathogen antigen, is the ability to rapidly produce large 
quantities of vaccine doses against a new pathogen9,10.

Vaccine RNA can be modified by incorporating 1-methyl-pseudouridine  
which dampens innate immune sensing and increases mRNA translation 
in vivo11. The BNT162b1 vaccine candidate now being studied clinically 
incorporates such nucleoside-modified messenger RNA (modRNA) 
and encodes the receptor-binding domain (RBD) of the SARS-CoV-2 
spike protein, a key target of virus-neutralizing antibodies12–14. The 
RBD antigen expressed by BNT162b1 is modified by the addition of a 
T4 fibritin-derived foldon trimerization domain to increase its immu-
nogenicity15 by multivalent display16. The proper folding of the RBDs in 
the resulting protein construct has been confirmed by high resolution 
structural analysis (U.S., manuscript in preparation)17. The vaccine RNA 
is formulated in lipid nanoparticles (LNPs) for more efficient delivery 
into cells after intramuscular injection18. BNT162b1 is one of several 
RNA-based SARS-CoV-2 vaccine candidates being studied in parallel 
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for selection to advance to a safety and efficacy trial. Here, we present 
available data, through 14 days after a second dose in adults 18 to 55 
years of age, from an ongoing Phase 1/2 vaccine study with BNT162b1, 
which is also enrolling adults 65 to 85 years of age (ClinicalTrials.gov 
identifier: NCT04368728).

Study Design and Demographics
Between 04 May 2020 and 19 June 2020, 76 participants were screened, 
and 45 participants were randomized and vaccinated. Twelve partici-
pants per dose level (10 µg and 30 µg) were vaccinated with BNT162b1 
on Days 1 and 21, and 12 participants received a 100-µg dose on Day 1. 
Nine participants received placebo (Figure 1). The study population 
consisted of healthy male and nonpregnant female participants with a 
mean age of 35.4 years (range: 19 to 54 years); 51.1% were male and 48.9% 
were female. Most participants were white (82.2%) and non-Hispanic/
non-Latinx (93.3%) (Extended Data Table 1).

Safety and Tolerability
In the 7 days following either Dose 1 or 2, pain at the injection site was 
the most frequent solicited local reaction, reported after Dose 1 by 
58.3% (7/12) in the 10-µg, 100.0% (12/12 each) in the 30-µg and 100-µg 
BNT162b1 groups, and 22.2% (2/9) in the placebo group. After Dose 2, 
pain was reported by 83.3% (10/12) and 100.0% of BNT162b1 recipients 
at the 10-µg and 30-µg dose levels, respectively, and by 16.7% of pla-
cebo recipients. All local reactions were mild or moderate in severity 
except for one report of severe pain following Dose 1 of 100 µg BNT162b1  
(Figure 2; Extended Data Table 2).

The most common systemic events reported in the 7 days after each 
vaccination in both BNT162b1 and placebo recipients were mild to 
moderate fatigue and headache. Reports of fatigue and headache were 
more common in the BNT162b1 groups compared to the placebo group. 
Additionally, chills, muscle pain, and joint pain were reported among 
BNT162b1 recipients and not in placebo recipients. Systemic eve ts 
increased with dose level and were reported in a greater number of 
participants after the second dose (10-µg and 30-µg groups). Follow-
ing Dose 1, fever (defined as ≥38.0 °C) was reported by 8.3% (1/12) of 
participants in both the 10-µg and 30-µg groups and by 50.0% (6/12) of 
BNT162b1 recipients in the 100-µg group. Following Dose 2  8.3% (1/12) 
of participants in the 10-µg group and 75.0% (9/12) of participants in 
the 30-µg group reported fever ≥38.0 °C  Based on the reactogenicity 
reported after the first dose of 100 µg and the second dose of 30 µg, 
participants who received an initial 100-µg dose did not receive a sec-
ond 100-µg dose. Fevers generally resolved within 1 day of onset. No 
Grade 4 systemic events or fever were r ported. (Figure 3a, b, Extended 
Data Table 3). Most local reactions and systemic events peaked by Day 
2 after vaccination and resolved by Day 7.

Adverse events (AEs  (Extended Data Table 4) were reported by 50.0% 
(6/12) of participants who received either 10 µg or 30 µg of BNT162b1, 
58.3% (7/12) of those who received 100 µg of BNT162b1, and 11.1% (1/9) 
of placebo recipients. Two participants reported a severe AE: Grade 3 
fever 2 day  after vaccination in the 30-µg group, and sleep disturbance 
1 day after vaccination in the 100-µg group. Related AEs were reported 
by 2 % (3/12 n the 10-µg groups) to 50% (6/12 each in 30-µg and 100-µg 
groups) of BNT162b1 recipients and by 11.1% (1/9) of placebo recipients. 
No serious adverse events (SAEs) were reported.

No Grade 1 or greater change in routine clinical laboratory values or 
laboratory abnormalities were observed for most participants after 
either of the BNT162b1 vaccinations. Of those with laboratory changes, 
the largest changes were decreases in lymphocyte count after Dose 1 
in 8.3% (1/12), 45.5% (5/11), and 50.0% (6/12) of 10 µg, 30 µg, and 100 µg 
BNT162b1 recipients, respectively. One participant each in the 10-µg 
group (8.3% [1/12]) and 30-µg group (9.1% [1/11]) dose levels and 4 par-
ticipants in the 100-µg group (33.3% [4/12]) had Grade 3 decreases 

in lymphocytes. These post-Dose 1 decreases in lymphocyte count, 
were transient and returned to normal 6 to 8 days after vaccination 
(Extended Data Figure 1). In addition, Grade 2 neutropenia was noted 
6 to 8 days after the second dose in 1 participant each in the 10-µg and 
30-µg BNT162b1 groups. These two participants continue to be followed 
in the study and no AEs or clinical manifestations of neutropenia have 
been reported to date. None of the postvaccination abnormalities 
observed were associated with clinical findings.

Immunogenicity
RBD-binding IgG concentrations and SARS-CoV-2 neutralizing titers 
were assessed at baseline, and at 7 and 21 days after the first dose  and 
at 7 (Day 28) and 14 days (Day 35) after the second dose of BNT162b1. By  
21 days after the first dose (for all three dose levels)  geometric mean 
concentrations (GMCs) of RBD-binding IgG ranged from 534 to 1,778 
U/mL (Figure 4a). In comparison, a panel of 38 SARS-CoV-2 infection/
COVID-19 convalescent sera drawn at least 14 days after a polymer-
ase chain reaction (PCR)-confirmed diagnosis from patients 18 to 83 
years of age had an RBD-binding IgG GMC of 602 U/mL. (Additional 
information on the convalescent serum panel is presented in Meth-
ods.) By 7 days after the second dose (for the 10 µg and 30 µg dose 
levels) RBD-binding IgG GMCs had increased to 4,813 to 27,872 U/mL.  
RBD-binding antibody concentrations among participants who 
received one dose of 100 µg BNT162b1 did not increase beyond 21 days 
after the first vaccination. In the participants who received the 10 µg 
and 30 µg doses of BNT162b1, highly elevated RBD-binding antibody 
concentrat ons persisted to the last time point evaluated (Day 35, 14 
days af er the second dose). These RBD-binding antibody concentra-
tions were 5,880 to 16,166 U/mL compared to 602 U/mL in the human 
conv lescent serum panel.

For al  doses, small increases in SARS-CoV-2 neutralizing geometric 
mean titers (GMTs) were observed 21 days after Dose 1 (Figure 4b). 
Substantially greater serum neutralizing GMTs were achieved 7 days 

fter the second 10 µg and 30 µg dose, reaching 168 to 267. Neutralizing 
GMTs further increased by 14 days after the second dose to 180 at the 
10 µg dose level and 437 at the 30 µg dose level, compared to 94 for the 
convalescent serum panel. The kinetics and durability of neutralizing 
titers are being monitored.

Discussion
The RNA-based SARS-CoV-2 vaccine candidate BNT162b1 administered 
at 10 µg, 30 µg, and 100 µg to healthy adults 18 to 55 years of age exhib-
ited a tolerability and safety profile consistent with those previously 
observed for mRNA-based vaccines5. A clear dose-level response in 
elicited neutralizing titers was observed after Doses 1 and 2 in adults 
18 to 55 years of age with a particularly steep dose response between 
the 10 µg and 30 µg dose levels.

Based on the tolerability profile of the first dose at 100 µg and the 
second dose at 30 µg, participants randomized to the 100-µg group 
did not receive a second vaccination. Reactogenicity was generally 
greater after the second dose in the other two dosing levels; however, 
symptoms were transient and resolved within a few days. Transient 
decreases in lymphocytes (Grades 1-3) were observed within a few 
days after vaccination, with lymphocyte counts returning to baseline 
within 6 to 8 days in all participants. These laboratory abnormalities 
were not associated with clinical findings. RNA vaccines are known 
to induce type I interferon, which has been associated with transient 
migration of lymphocytes into tissues19–22.

Robust immunogenicity was observed after vaccination with 
BNT162b1. RBD-binding IgG concentrations were detected at 21 days 
after the first dose and substantially increased 7 days after the second 
dose given at Day 21. After the first dose, the RBD-binding IgG GMCs 
(10 µg dose recipients) were similar to those observed in a panel of  
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38 convalescent human serum samples, obtained at least 14 days after a 
PCR-confirmed diagnosis of SARS-CoV-2 infection/COVID-19. Post-Dose 
1 GMCs were similar in the 30 µg and 100 µg groups and higher than 
those in the convalescent serum panel. After Dose 2 with 10 µg or  
30 µg BNT162b1, the RBD-binding IgG GMCs were ~8.0-fold to ~50-fold 
that of the convalescent serum panel GMC.

The higher RBD-binding IgG GMC elicited by the vaccine relative 
to the GMC of the human convalescent serum panel may be attrib-
uted, in part, to antibodies that bind epitopes that are exposed on the 
RNA-expressed RBD immunogen and the recombinant RBD target 
antigen of the binding assay but are buried and inaccessible to antibody 
on the RBDs that are incorporated into the spikes of SARS-CoV-2 viri-
ons. Therefore, neutralization provides a measure of vaccine-elicited 
antibody response that is more relevant to potential protection. Neu-
tralization titers were measurable after a single vaccination at Day 21 for 
all dose levels. At Day 28 (7 days after Dose 2), substantial SARS-CoV-2 
neutralization titers were observed. The virus-neutralizing GMTs after 
the 10 µg and 30 µg Dose 2 were, respectively, 1.8-fold and 2.8-fold the 
GMT of the convalescent serum panel. By Day 35 (14 days after Dose 
2), despite the decrease in RBD-binding IgG titers since Day 28, neu-
tralizing GMTs continued to rise, to 1.9-fold and 4.6-fold the GMT of 
the convalescent panel for the 10 µg and 30 µg doses, respectively, 
consistent with affinity maturation.

Assuming that neutralization titers induced by natural infection 
provide protection from COVID-19 disease, comparing vaccine-induced 
SARS-CoV-2 neutralization titers to those from sera of convalescent 
humans provides a benchmark for the magnitude of the vaccine-elicited 
response and the vaccine’s potential to provide protection. Because 
a protective human neutralizing titer is unknown, these findings are 
not proof of vaccine efficacy. Efficacy will be determined in a pivotal 
Phase 3 trial. Because the 100 µg dose level cohort was not boosted, 
no data for immunogenicity after a second vaccination at this dose 
level are available; however, there were no substantial differences in 
immunogenicity between the 30 µg and 100 µg dose levels after Dose 
1. This observation suggests that a well-tolerated and immunoge ic 
dose level may be between 10 µg and 30 µg for this vaccine candidate.

Our study had several limitations. While we used convalescent sera 
as a comparator, the kind of immunity (T cells versu  B cells or both) 
and level of immunity needed to protect from COVID-19 are unknown. 
Further, this analysis of available data did not assess immune responses 
or safety beyond 2 weeks after the second dose of vaccine. Both are 
important to inform the public health use of this vaccine. Follow-up 
will continue for all participants and will include collection of SAEs for  
6 months and COVID-19 infection and multiple additional immuno-
genicity measurements through up to two years. While our population 
of healthy adults 55 years of age and younger is appropriate for a Phase 
1/2 study, it does not accurat ly re lect the population at highest risk for 
COVID-19. Adults 65 years of ag  and over have already been enrolled in 
this study and results will be reported as they become available. Later 
phases of this study will prioritize enrollment of more diverse popula-
tions, including hose with chronic underlying health conditions and 
from racial/ethnic groups adversely affected by COVID-1923.

The clin cal testing of BNT162b1 described here has taken place in the 
context of a b oader, ongoing COVID-19 vaccine development program. 
That program includes the clinical testing of three additional vaccine 
cand dates  ncluding candidates encoding the full-length spike, and a 
parallel trial in Germany, in which additional immune responses, includ-
ing neutralizing responses against variant strains and cell-mediated 
responses, are being assessed (U.S. manuscript in preparation)24. The 
resulting comparative data will allow us to address whether a full-length 
spike immunogen, which presents additional epitopes, is better able 
than the relatively small RBD immunogen encoded by BNT162b1 to 
elicit high virus neutralizing titers that are robust to potential antigenic 

drift of SARS-CoV-2. The clinical findings for the BNT162b1 RNA-based 
vaccine candidate are encouraging and strongly support accelerated 
clinical development, including efficacy testing, and at-risk manu-
facturing to maximize the opportunity for the rapid production of a 
SARS-CoV-2 vaccine to prevent COVID-19.

Online content
Any methods, additional references, Nature Research reporting sum-
maries, source data, extended data, supplementary information, 
acknowledgements, peer review information; details of author con-
tributions and competing interests; and statements of data and code 
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Figure 1 | Disposition of participants. Participants not assigned (n=20) were screened but not randomized because enrollmen  had closed.

4 | Nature | www.nature.com
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Figure 2 | Local reactions reported within 7 days of vaccination for all dose 
levels. Solicited injection-site (local) reactions were: pain at injection site 
(mild: does not interfere with activity; moderate: interferes with activity; 
severe: prevents daily activity; Grade 4: emergency room visit or 
hospitalization) and redness and swelling (mild: 2.0 to 5.0 cm in diameter; 

moderate: >5.0 to 10.0 cm in diameter; severe: >10.0 cm in diameter; Grade 4: 
necrosis or exfoliative de mat tis for redness, and necrosis for swelling). Data 
were collected with the use of electronic diaries for 7 days after each 
vaccination.

Nature | www.nature.com | 5
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Figure 3 | a. Systemic even s and medication use reported within 7 days 
after Vaccination 1 for all dos  levels and b. After Vaccination 2 for the 
10-µg and 30-µg dos  level . Solicited systemic events were: fatigue, 
headache, chills, new or orsened muscle pain, new or worsened joint pain 
(mild: does not nterfe e with activity; moderate: some interference with 
activ y; severe: pr vents daily activity), vomiting (mild: 1 to 2 times in 24 hours; 
mod rate: >2 t mes in 24 hours; severe: requires intravenous hydration), 

diarrhea (mild: 2 to 3 loose stools in 24 hours; moderate: 4 to 5 loose stools in  
24 hours; severe: 6 or more loose stools in 24 hours); Grade 4 for all events: 
emergency room visit or hospitalization; and fever (mild: 38.0 °C to 38.4 °C; 
moderate: 38.5 °C to 38.9 °C; severe: 39.0 °C to 40.0 °C; Grade 4: >40.0 °C). 
Medication: proportion of participants reporting use of antipyretic or pain 
medication. Data were collected with the use of electronic diaries for 7 days 
after each vaccination.

6 | Nature | www.nature.com
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Figure 4 | Immunogenicity of BNT162b1. Participants in groups of 15 were 
vaccinated with the indicated dose levels of BNT162b1 (n=12) or with placebo 
(n=3) on Days 1 (all dose levels and placebo) and 21 (10 µg and 30 µg dose levels 
and placebo). Reponses in placebo recipients for each of the osing groups are 
combined. The 28-day bleed is 7 days after the second vaccin tion. Se a were 
obtained before vaccination (Day 1) and 7, 21, and 28 days after the fi st 
vaccination. Human COVID-19 convalescent sera (HCS, n=38) were obtained at 
least 14 days after PCR-confirmed diagnosis and t a tim  when the donors were 

asymptomatic. a. GMCs of recombinant RBD-binding IgG. Because Luminex 
assay measured antibody concentrations are in arbitrary units, they cannot be 
directly translated into concentrations on a molar or mass basis. Lower limit of 
quantitation is 1.15. b. 50% SARS-CoV-2 neutralizing GMTs. Each data point 
represents a serum sample, and each vertical bar represents a geometric mean 
with 95% CI. The number above the bars are either the GMC or GMT for the 
group. Arrows indicate timing of vaccination (blood draws were conducted 
prior to vaccination on vaccination days).

Nature | www.nature.com | 7
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Methods

Study design
This study was conducted in healthy men and nonpregnant women  
18 to 55 years of age to assess the safety, tolerability, and immuno-
genicity of ascending dose levels of various BNT162 mRNA vaccine 
candidates. In the part of the study reported here, assessment of three 
dose levels (10-µg, 30-µg, or 100-µg) of the BNT162b1 candidate was 
conducted at two sites in the United States. This study utilized a sentinel 
cohort design with progression and dose escalation taking place after 
review of data from the sentinel cohort at each dose level.

Eligibility
Key exclusion criteria included individuals with known infection with 
human immunodeficiency virus, hepatitis C virus, or hepatitis B virus; 
immunocompromised individuals and those with a history of auto-
immune disease; and those with increased risk for severe COVID-19, 
previous clinical or microbiological diagnosis of COVID-19, receipt of 
medications intended to prevent COVID-19, previous vaccination with 
any coronavirus vaccine, a positive serological test for SARS-CoV-2 
IgM and/or IgG at the screening visit, and a SARS-CoV-2 nucleic acid 
amplification test (NAAT)-positive nasal swab within 24 hours before 
study vaccination.

The final protocol and informed consent document were approved 
by institutional review boards for each of the participating investiga-
tional centers. This study was conducted in compliance with all Inter-
national Council for Harmonisation (ICH) Good Clinical Practice (GCP) 
guidelines and the ethical principles of the Declaration of Helsinki. 
A signed and dated informed consent form was required before any 
study-specific activity was performed.

Endpoints
In this report, results from the following study primary endpoints are 
presented: the proportion of participants reporting solicited local reac-
tions, systemic events, and use of antipyretic and/or pain medi ation 
within 7 days after vaccination, AEs and SAEs (available through up to 
~45 days after Dose 1), and the proportion of participants with clin cal 
laboratory abnormalities 1 and 7 days after vaccinat on and grading 
shifts in laboratory assessments between baseline and 1 and 7 days after 
Dose 1 and between Dose 2 and 7 days after Dose 2  Secondary endpoints 
included: SARS-CoV-2 neutralizing GMTs and SARS CoV-2 RBD-binding 
IgG GMCs 7 and 21 days after Dose 1 and 7 and 14 days after Dose 2.

Procedures
Study participants were randomly assigned to a vaccine group using 
an interactive web-based response technology system with each group 
comprising 15 participants (12 ac ve vaccine recipients and 3 placebo 
recipients). Participants were to receive two 0.5-mL doses of either 
BNT162b1 or placebo  administered by intramuscular injection into 
the deltoid muscle.

BNT162b1 incorporates a Good Manufacturing Practice (GMP)-grade 
mRNA drug ubsta ce that encodes the trimerized SARS-CoV-2 spike 
glycoprotein RBD antigen. The coding sequence for the antigen has 
been deposited with GenBank, accession code MN908947.3. The mRNA 
is fo mulated with lipids as the mRNA-LNP drug product. The vaccine 
was supplied as a buffered-liquid solution for intramuscular injection 
and was stored at -80 °C. The placebo was a sterile saline solution for 
inject on (0.9% sodium chloride injection, in a 0.5-mL dose).

Safety assessments
Safety assessments included a 4-hour observation after vaccination 
(for the first 5 participants vaccinated in each group), or a 30-minute 
observation (for the remainder of participants) for immediate AEs. 
The safety assessments also included self-reporting of solicited local 
reactions (redness, swelling, and pain at the injection site), systemic 

events (fever, fatigue, headache, chills, vomiting, diarrhea, muscle 
pain, and joint pain), the use of antipyretic and/or pain medication in 
an electronic diary for 7 days after vaccination, and the reporting of 
unsolicited AEs and SAEs after vaccination. Hematology and chemistry 
assessments were conducted at screening, 1 and 7 days after Dose 1, 
and 7 days after Dose 2.

There were protocol-specified safety stopping rules for all sentinel 
cohort participants. Both an internal review committee and an external 
data monitoring committee reviewed all safety data. No stopping rules 
were met prior to the publication of this report.

Human convalescent serum panel
The 38 human SARS-CoV-2 infection/COVID-19 convalescent sera were 
drawn from participants 18 to 83 years of age, at least 14 days after 
PCR-confirmed diagnosis, and at a time when participants were asymp-
tomatic. The mean age of the donors was 45 years of age. Neutralizing 
GMTs in subgroups of the donors were as follows: ≤ 55 years of age 
- 82 (n=29); > 55 years of age – 142 (n=9); symptomatic infections – 90 
(n=35); asymptomatic infections – 156 (n=3)  The antibody titer for 
the one hospitalized individual was 618  The sera were obtained from 
Sanguine Biosciences (Sherman Oaks, CA), the MT Group (Van Nuys, 
CA), and Pfizer Occupational Health and Wellness (Pearl River, NY).

Immunogenicity assessments
50 mL of blood was colle ted for immunogenicity assessments before 
each study vaccination, at 7 and 21 days after Dose 1, and at 7 and 14 days 
after Dose 2  In the RBD-binding IgG assay, a recombinant SARS-CoV-2 
RBD contai ing a C terminal Avitag™ (Acro Biosystems Cat# SPD-C82E9) 
and no foldon domain was bound to streptavidin-coated Luminex® 
mic ospheres. Briefly, 1.25 × 107 microspheres/mL were coated with 
streptavidin by 1-ethyl-3-[3-dimethylaminopropyl] carbodiimide 
hydrochloride (EDC) reaction. Recombinant RBD Avitag was coupled to 
s reptavidin beads by incubating for 90 minutes at room temperature 
with shaking (35 RPM). Beads were blocked in 1% BSA buffer for 30 min-
utes at room temperature. Heat-inactivated subject serum was diluted 
1:500, 1:5000, and 1:50000 in assay buffer (PBS with 0.5% BSA, 0.05% 
Tween, and 0.02% sodium azide). Following a 16- to 20-hour incubation 
at 2-8 °C with shaking (300 RPM), plates were washed three times in a 
solution containing 0.05% Tween-20. An R-Phycoerythrin-conjugated 
goat anti-human polyclonal antibody ( Jackson Labs) was then added 
to plates for 90 minutes at room temperature with shaking (300 RPM). 
Plates were then washed a final time in a solution containing 0.05% 
Tween-20. Data were captured as median fluorescent intensities using a 
Luminex reader and converted to U/mL antibody concentrations using 
a reference standard curve with arbitrary assigned concentrations 
of 100 U/mL and accounting for the serum dilution factor. The refer-
ence standard was composed of a pool of five COVID-19 convalescent 
serum samples (>14 days post PCR diagnosis). Three dilutions are used 
to increase the likelihood that at least one result for any sample will 
fall within the usable range of the standard curve. Assay results were 
reported in U/mL of IgG. The final assay results are expressed as the 
GMC of all sample dilutions that produced a valid assay result within 
the assay range.

The SARS-CoV-2 neutralization assay used a previously described 
strain of SARS-CoV-2 (USA_WA1/2020) that had been rescued by reverse 
genetics and engineered by the insertion of an mNeonGreen gene into 
open reading frame 7 of the viral genome25. This reporter virus gener-
ates similar plaque morphologies and indistinguishable growth curves 
from the wild-type virus. Viral master stocks (2 × 107 PFU/mL) used 
for the neutralization assay were grown in Vero E6 cells as previously 
described25. When testing patient convalescent serum specimens, the 
fluorescent neutralization assay produced comparable results as the 
conventional plaque reduction neutralization assay26. Briefly, serial 
dilutions of heat inactivated sera were incubated with the reporter 
virus to yield approximately a 10% to 30% infection rate of the Vero 
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monolayer) for 1 hour at 37 °C before inoculating Vero CCL81 cell mon-
olayers (targeted to have 8,000 to 15,000 cells per well) in 96 well plates 
to allow accurate quantification of infected cells. Total cell counts per 
well were enumerated by nuclear stain (Hoechst 33342) and fluorescent 
virally infected foci were detected 16 to 24 hours after inoculation with 
a Cytation™ 7 Cell Imaging Multi-Mode Reader (BioTek) with Gen5 Image 
Prime version 3.09. Titers were calculated in GraphPad Prism version 
8.4.2 by generating a 4-parameter (4PL) logistical fit of the percent 
neutralization at each serial serum dilution. The 50% neutralization 
titer (VNT50) was reported as the interpolated reciprocal of the dilution 
yielding a 50% reduction in fluorescent viral foci.

Statistical analysis
The sample size for the reported part of the study was not based on sta-
tistical hypothesis testing. The primary safety objective was evaluated 
by descriptive summary statistics for local reactions, systemic events, 
abnormal hematology and chemistry laboratory parameters, AEs, and 
SAEs after each vaccine dose for each vaccine group. The secondary 
immunogenicity objectives were descriptively summarized at the vari-
ous time points. All participants with data available were included in 
the safety and immunogenicity analyses.

Reporting summary
Further information on research design is available in the Nature 
Research Reporting Summary linked to this paper.

Data availability
Upon request, and subject to review, Pfizer will provide the data that 
support the findings of this study. Subject to certain criteria, condi-
tions, and exceptions, Pfizer may also provide access to the related 
individual anonymized participant data. See https://www.pfizer.com/
science/clinical-trials/trial-data-and-results for more information. 
These data are interim data from an ongoing study, with the database 
not locked. Data have not yet been source verified or subjected to sta d-
ard quality check procedures that would occur at the time of database 
lock and may therefore be subject to change.
 
25. Xie X. et al. An infectious cDNA clone of SARS CoV-2. Cell Host Microbe. 27, 841-848 

(2020).
26. Muruato, A.E., Fontes Garfias, C.R., Ren, P. et al. A high throughput neutra izing antibody 

assay for COVID-19 diagnosis and vaccine evaluation. bioRxiv  https://doi.org/10.1101/ 
2020.05.21.109546 (2020).
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Extended Data Figure 1 | Post Vaccination Changes in Lymphocyte Coun  
Over Time. Figure represents box-and-whisker plots for obs rved values at the 
following timepoints: Dose 1/Day 1-3: ~1 day after Dose 1; Dose 2/Day 6 8: ~7 days 
after Dose 1; Pre-Dose 2: before Dose 2; Dose 2/Day 6-8:  7 days after Dose 2. 

Symbols denote group means – O: placebo; +: 10 µg; X: 30 µg; Δ: 100 µg. Center 
line of box denotes median; lower and upper edges denote first and third 
quartiles; lower and upper whiskers denote minimum and maximum.
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Extended Data Table 1 | Demographic Characteristics.

N = number of subjects in the specified group, or the total sample. This value is the denominator for e percen age calculations. n = Number of subjects with the specified characteristic.
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Extended Data Table 2 | Adverse Events.

N: number of subjects in the specified group or the total sample. This value is the denominator for the percentage calculations. n: number of subjects reporting at least 1 occurrence of the 
specified adverse event category. For "any event", n: the number of subjects reporting at least 1 occurr nce of any adverse event; Related: Assessed by the investigator as related to investiga-
tional product.
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Reporting Summary
Nature Research wishes to improve the reproducibility of the work that we publish. This form provides structure for consistency and transparency 
in reporting. For further information on Nature Research policies, see our Editorial Policies and the Editorial Policy Checklist.

Statistics
For all statistical analyses, confirm that the following items are present in the figure legend, table legend, main text, or Methods section.

n/a Confirmed

The exact sample size (n) for each experimental group/condition, given as a discrete number and unit of measurement

A statement on whether measurements were taken from distinct samples or whether the same sample was measured repeatedly

The statistical test(s) used AND whether they are one  or two sided 
Only common tests should be described solely by name; describe more complex techniques in the Methods section.

A description of all covariates tested

A description of any assumptions or corrections, such as tests of normality and adjustment for multiple comparisons

A full description of the statistical parameters including central tendency (e.g. means) or other basic estimates (e.g. regression coefficient) 
AND variation (e.g. standard deviation) or associated estimates of uncertainty (e.g. confidence intervals)

For null hypothesis testing, the test statistic (e.g. F, t, r) with confidence intervals, effect sizes, degrees of freedom and P value noted 
Give P values as exact values whenever suitable.

For Bayesian analysis, information on the choice of priors and Markov chain Monte Carlo settings

For hierarchical and complex designs, identification of the appropriate level for tests and full reporting of outcomes

Estimates of effect sizes (e.g. Cohen's d, Pearson's r), indicating how they were calculated

Our web collection on statistics for biologists contains articles on many of the points above.

Software and code
Policy information about availability of computer code

Data collection Inform (for data collected in the case report form) and electronic diary (Signant Health platform) for participant self reported reactogenicity

Data analysis SAS 9.4

For manuscripts utilizing custom algorithms or software that are central to the research but not yet described in published literature, software must be made available to editors and 
reviewers. We strongly encourage code deposition in a community repository (e.g. GitHub). See the Nature Research guidelines for submitting code & software for further information.

Data
Policy information about availability of data

All manuscripts must include a data availability statement. This statement should provide the following information, where applicable: 
 Accession codes, unique identifiers, or web links for publicly available datasets 
 A list of figures that have associated raw data 
 A description of any restrictions on data availability

 Upon request, and subject to review, Pfizer will provide the data that support the findings of this study. Subject to certain criteria, conditions and exceptions, Pfizer 
may also provide access to the related individual anonymized participant data. See https://www.pfizer.com/science/clinical trials/trial data and results for more 
information
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Field-specific reporting
Please select the one below that is the best fit for your research. If you are not sure, read the appropriate sections before making your selection.

Life sciences Behavioural & social sciences  Ecological, evolutionary & environmental sciences

For a reference copy of the document with all sections, see nature.com/documents/nr-reporting-summary-flat.pdf

Life sciences study design
All studies must disclose on these points even when the disclosure is negative.

Sample size The sample size for this interim report was not based on statistical hypothesis testing. A total of 45 participants were enrolled in this part of 
the study. For the purposes of tolerability and dose escalation study a total of 15 participants (12 receiving vaccine and 3 receiving placebo) 
was deemed sufficient for a dosing finding phase study. 

Data exclusions All safety and immunogenicity data that were available at the time of the data snapshot were included in the interim report. No data were 
excluded from the analyses. 

Replication This is an interim report of an ongoing human clinical trial. There was no attempt at replication of study findings

Randomization This is an randomized controlled trial. Study participants were randomly assigned to a vaccine group using an interactive web based response 
technology system with each group comprising 15 participants (12 active vaccine recipients and 3 placebo recipients). 

Blinding This is an observer blinded study which is investigator blinded but Sponsor unblinded during Stage 1 (the stage from which data in the 
manuscript are presented). Investigators were unblinded to group level data but not subject level data for the purposes of interpretation and 
summary of the results included in this interim report. 

Reporting for specific materials, systems and methods
We require information from authors about some types of materials, experimental systems and methods used in many studies. Here, indicate whether each material, 
system or method listed is relevant to your study. If you are not sure if a list item applies to your research, read the appropriate section before selecting a response. 

Materials & experimental systems
n/a Involved in the study

Antibodies

Eukaryotic cell lines

Palaeontology and archaeology

Animals and other organisms

Human research participants

Clinical data

Dual use research of concern

Methods
n/a Involved in the study

ChIP seq

Flow cytometry

MRI based neuroimaging

Human research participants
Policy information about studies involving human research participants

Population characteristics Study participants were healthy men or women 18 55 years of age. Key exclusion criteria included individuals with known 
infection with human immunodeficiency virus, hepatitis C virus, or hepatitis B virus; immunocompromised individuals and 
those with a history of autoimmune disease; those with increased risk for severe COVID 19; previous clinical or 
microbiological diagnosis of COVID 19; receipt of medications intended to prevent COVID 19; previous vaccination with any 
coronavirus vaccine; a positive serological test for SARS CoV 2 IgM and/or IgG at the screening visit; and a SARS CoV 2 NAAT
positive nasal swab within 24 hours before study vaccination.

Recruitment Study participants were recruited at the two individual sites and recruitment strategies were at the discretion of individual 
sites and could include identification of interested individuals from the sites local database or through advertising in the local 
community.  Once recruited participants were screened for eligibility based on pre specified protocol criteria. Eligible 
participants were then randomized to vaccine or placebo in a blinded manner. These processes therefore did not led 
themselves to enrollment biases however participants who did not know about the study may have had less of an 
opportunity to participate. 

Ethics oversight The study protocol was approved by the western institutional review board for one site and by the Langone Health New York 
University Institutional IRB prior to enrollment of any participants

Note that full information on the approval of the study protocol must also be provided in the manuscript.
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Clinical data
Policy information about clinical studies
All manuscripts should comply with the ICMJE guidelines for publication of clinical research and a completed CONSORT checklist must be included with all submissions.

Clinical trial registration ClinicalTrials.gov identifier: NCT04368728

Study protocol Details of protocol elements can be accessed from clinicaltrials.gov 

Data collection Data were collected at screening (up to 14 days before vaccination) and for randomized participants at the investigative site at 
baseline, 1 day, 7 days and 21 days,  after Dose 1, 7 days after dose 2 and up to 14 days after dose 2. Both safety and/or  serum 
collection for immunogenicity assessments were collected  for all stated time points. In addition, reactogenicity data were assessed 
through participant self reports via an electronic diary for 7 days after dose 1.  

Outcomes In this interim report, the following study primary endpoints are presented: the proportion of participants reporting prompted local 
reactions, systemic events, and use of antipyretic and/or pain medication within 7 days after vaccination, AEs and serious adverse 
events (SAEs) (available through up to ~45 days after Dose 1), and the proportion of participants with clinical laboratory 
abnormalities 1 and 7 days after vaccination and grading shifts in laboratory assessments between baseline and 1 and 7 days after 
Dose 1 and between Dose 2 and 7 days after Dose 2.  Secondary endpoints included: SARS CoV 2 neutralizing geometric mean titers 
(GMTs); SARS CoV 2 RBD binding IgG geometric mean concentrations (GMCs) 7 and 21 days after Dose 1 and 7 and 14 days after 
Dose 2
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Safety and Immunogenicity of Two 

RNA-Based Covid-19 Vaccine Candidates 
Edward E. Walsh, M.D., RobertW. Frenck,Jr., M.D., Ann R. Falsey, M.D., 
Nicholas Kitchin, M.D.,Judith Absalon, M.D., Alejandra Gurtman, M.D., 
Stephen Lockhart, D.M., Kathleen Neuzil, M.D. , MarkJ. Mulligan, M.D., 

Ruth Bailey, B.Sc., Kena A. Swanson, Ph.D., Ping Li, Ph.D., Kenneth Koury, Ph.D., 
Warren Kalina, Ph.D .. David Cooper, Ph.D., Camila Fontes-Garfias, B.Sc., 

Pei-Yong Shi, Ph.D., Ozlem Tureci, M.D., Kristin R. Tompkins, B.Sc., 
Kirsten E. Lyke, M.D., Vanessa Raabe, M.D .. Philip R. Dormitzer, M.D., 

Kathrin U. Jansen, Ph.D., Ugur ~ahin, M.D., and William C. Gruber, M.D. 

ABSTRACT 

BACKGROUND 

Severe acute respiratory syndrome coronavirus 2 (SAR.S-CoV-2) infections and the 
resulting disease, coronavirus disease 2019 (Covid-19), have spread to millions of 
persons worldwide. Multiple vaccine candidates are under development, but no 
vaccine is currently available. Interim safety and immunogenicity data about the 
vaccine candidate BNT162bl in younger adults have been reported previously from 
trials in Germany and the Unjted States. 
METHODS 

In an ongoing, placebo-controlled, observer-blinded, dose-escalation, phase 1 trial 
conducted in the United States, we randomly assigned healthy adults 18 to 55 years 
of age and those 65 to 85 years of age to receive either placebo or one of two 
lipid nanoparticle-formulated, nucleoside-modified RNA vaccine candidates: 
BNT162bl, which encodes a secreted trimerized SARS·CoV-2 receptor-binding 
domain; or BNT162b2, which encodes a membrane-anchored SARS·CoV-2 fulJ. 
length spike, stabilized in the prefusion conformation. The primary outcome was 
safety (e.g., local and systemic reactions and adverse events); immunogenicity was 
a secondary outcome. Trial groups were defined according to vaccine candidate, 
age of the participants, and vaccine dose level (10 µ,g, 20 µ,g, 30 µ,g, and 100 µ,g) . 
In all groups but one, participants received two doses, with a 21-day interval be· 
tween doses; in one group (100 µ.g of BNT162bl), participants received one dose. 
RESULTS 

A total of 195 participants underwent randomization. In each of 13 groups of 
15 participants, 12 participants received vaccine and 3 received placebo. BNT162b2 
was associated with a lower incidence and severity of systemic reactions than 
BNT162bl, particularly in older adults. In botl1 younger and older adults, me two 
vaccine candidates elicited similar dose-dependent SARS·CoV-2-neutralizing geo· 
metric mean titers, which were similar to or higher man the geometric mean titer 
of a panel of SARS·CoV-2 convalescent serum samples. 
CONCLUSIONS 

The safety and immunogenicity data from this U.S. phase 1 trial of two vaccine 
candidates in younger and older adults, added to earlier interim safety and im
munogenicity data regarding BNT162bl in younger adults from trials in Germany 
and the United States, support the selection of BNT162b2 for advancement to a 
pivotal phase 2-3 safety and efficacy evaluation. (Funded by BioNTech and Pfizer; 
ClinicalTrials.gov number, NCT04368728.) 
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Tht NEW ENGLAND JOURNAL of MEDICINE 

S
INCE THE FIRST CASES OF CORONAVIRUS 

disease 2019 (Covid-19) in Wuhan, China, 
in December 2019, pandemic illness has 

spread to millions of persons worldwide. An in
creased risk of severe disease and death has been 
noted among the elderly and among persons with 
preexisting medical conditions. No Covid-19 vac
cines are currently available, and they are urgently 
needed to combat escalating cases and deaths 
worldwide.1 

In response, BioNTech and Pfizer launched a 
coordinated program to compare four RNA-based 
Covid-19 pandemic vaccine candidates in um
brella-type clinical studies conducted in Germany 
(BNT162-01) and the United States (C4S91001). 
The program was designed to support the selec
tion of a single vaccine candidate and dose level 
for a pivotal international safety and efficacy 
trial. On the basis of initial clinical-trial results 

Here, we report the full set of safety and im
munogenicity data from the phase 1 portion of an 
ongoing randomized, placebo-controlled, observ
er-blinded, dose-escalation trial in the United 
States that was used to select the final vaccine 
candidate, as well as the comparison of the safety 
and immunogenicity of both vaccine candidates 
and additional phase 1 data that have been col
lected since candidate selection. These data in
clude evaluation of the 10-JLg, 20-JLg, and 30-JLg 
dose levels ofBNT162bl and BNT162b2 in adults 
18 to SS years of age and adults 6S to 8S years 
of age. 

METHODS 

TRIAL OBJECTIVES, PARTICIPANTS, AND OVERSIGHT 

We assessed the safety and immunogenicity of 
three dose levels of BNT162bl and BNT162b2. 

in Germany,2 two lipid nanoparticle-formulated,l Healthy adults 18 to SS years of age or 6S to 8S 
nucleoside-modified RNA (modRNA)4 vaccine years of age were eligible for inclusion. Key ex
candidates against severe acute respiratory syn- clusion criteria were known infection with hu
drome coronavirus 2 (SARS-CoV-2) were evaluated man immunodeficiency virus, hepatitis C virus, 
in the phase 1 portion of the trial in the United or hepatitis B virus; an immunocompromised 
States.5 One of these candidates, BNT162bl, condition; a history of autoimmune disease; a 
encodes the SAR.S-CoV-2 receptor-binding do- previous clinical or microbiologic diagnosis of 
main, trimerized by the addition of a T4 fibritin Covid-19; the receipt of medications intended to 
foldon domain to increase its immunogenicity prevent Covid-19; any previous coronavirus vac
through multivalent display.6•8 The other candi- cination; positive test for SARS-CoV-2 IgM or IgG 
date, BNT162b2, encodes the SARS-CoV-2 full- at the screening visit; and positive nasal-swab 
length spike, modified by two proline mutations results on a SARS-CoV-2 nucleic acid amplifica
to lock it in the prefusion conformation9 and tion test within 24 hours before the receipt of 
more closely mimic the intact virus with which trial vaccine or placebo. 
the elicited virus-neutralizing antibodies must BioNTech was the regulatory sponsor of the 
interact.10 trial. Pfizer was responsible for the trial design; 

Previous articles have described the assess- for the collection, analysis, and interpretation 
ment of BNT162bl, at multiple dose levels, in of the data; and for the writing of the report. 
healthy adults 18 to SS years of age.25 These The corresponding author had full access to all the 
studies indicated that dose levels of BNT162bl data in the trial and had final responsibility for 
that elicited an acceptable level of reactogenicity the decision to submit the manuscript for publi
also efficiently elicited titers tliat were as high as cation. All the trial data were available to all the 
those in a panel ofSARS-CoV-2 human convales- authors. 
cent serum samples and that were broadly neu
tralizing across a panel ofl7 SARS-CoV-2 pseudo
viruses representing a diversity of circulating 
strains. BNT162bl also elicited CD4+ type 1 
helper T (Thl) cell responses and strong 
interferon-y- producing and interleukin-2-pro
ducing CD8+ cytotoxic T-cell responses. This abil
ity to elicit both humoral and cell-mediated an
tiviral mechanisms makes BNT162bl a promising 
vaccine candidate. 

T RIAL PROCEDURES 

Using an interactive Web-based response technol
ogy system, we randomly assigned trial partici
pants to groups defined according to the vaccine 
candidate, dose level, and age range. Groups of 
participants 18 to SS years of age and 6S to 8S 
years of age were to receive doses of 10 /Lg, 20 /Lg, 
or 30 /Lg of BNT162bl or BNT162b2 (or placebo) 
on a two-dose schedule; one group of participants 

N ENGLJ MED NEJM.ORG 
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TWO RNA·BASED COVID·19 VACCINE CANDIDATES 

18 to 55 years of age was assigned to receive 
100-µ.g doses of BNT162bl or placebo. All the 
participants were assigned to receive two 0.5-ml 
injections of active vaccine (BNT162bl or 
BNT162b2) or placebo into the deltoid, adminis
tered 21 days apart. 

The first five participants in each new dose 
level or age group (with a randomization ratio of 
4:1 for active vaccine:placebo) were observed for 
4 hours after the injection to identify immediate 
adverse events. All the other participants were 
observed for 30 minutes. Blood samples were ob
tained for safety and immunogenicity assessments. 

SAFETY 

The primary end points in phase 1 of this trial 
were solicited local reactions (i.e., specific local 
reactions as prompted by and recorded in an 
electronic diary), systemic events, and use of an
tipyretic or pain medication within 7 days after 
the receipt of vaccine or placebo, as prompted by 
and recorded in an electronic diary; unsolicited 
adverse events and serious adverse events (i.e., 
those reported by the participants, without e.lec
cron ic-d iary prompts), assessed from the receipt 
of the first dose through 1 month and 6 months, 
respectively, after the receipt of the second dose; 
clinical laboratory abnormalities, assessed 1 day 
and 7 days after the receipt of vaccine or placebo; 
and grading shifts in laboratory assessments 
between baseline and 1 day and 7 days after the 
first dose and between 2 days and 7 days after the 
second dose. Protocol-specified safety stopping 
rules were in effect for all the participants in the 
phase 1 portion of the trial. The fu!J protocol, 
including the statistical analysis plan, is avail
able with the full text of this article at NEJM.org. 
An internal review committee and an external 
data and safety monitoring committee reviewed 
all safety data. 

I MM UNOCENICIT Y 

rmmunogenicity assessments (SARS-CoV-2 se
rum neutralization assay and receptor-binding 
domain [RBDJ-binding or SI-binding IgG direct 
Luminex immunoassays) were conducted before 
the administration of vaccine or placebo, at 7 days 
and 21 days after the first dose, and at 7 days 
(i.e., day 28) and 14 days (i.e., day 35) after the 
second dose. The neutralization assay, which also 
generated previously described virus-neutralization 
data from trials of the BNT162 candidates,2•5 

used a previously described strain ofSARS-CoV-2 
(USA_WAl/2020) that had been generated by re
verse genetics and engineered by the insertion of 
an mNeonGreen gene into open reading frame 
7 of the viral genome.11•12 The 50% neutralization 
titers and 90% neutralization titers were reported 
as the interpolated reciprocal of the dilutions 
yielding 50% and 90% reductions, respectively, in 
fluorescent viral foci. Any serologic values below 
the lower limit of quantitation were set to 0.5 
times the lower limit of quantitation. Available 
serologic results were included in the analysis. 

Immunogenicity data from a human conva
lescent serum panel were included as a bench
mark. A total of38 serum samples were obtained 
from donors 18 to 83 years of age (median age, 
42.5 years) who had recovered from SAR.S-CoV-2 
infection or Covid-19; samples were obtained at 
least 14 days after a polymerase chain reaction
confirmed diagnosis and after symptom resolu
tion. Neutralizing geometric mean titers (GMTs) 
in subgroups of the donors were as follows: 90, 
among 35 donors with symptomatic infections; 
156, among 3 donors with asymptomatic infection; 
and 618, in 1 donor who was hospitalized. Each 
serum sample in the panel was from a different 
donor. Thus, most of the serum samples were 
obtained from persons with moderate Covid-19 
who had not been hospitalized. The serum sam
ples were obtained from Sanguine Biosciences, 
the MT Group, and Pfizer Occupationa.I Hea.lth 
and Wellness. 

STAT IST ICAL ANALYSIS 

We report descriptive results of safety and im
munogenicity analyses, and the sample size was 
not based on statistical hypothesis testing. Results 
of the safety analyses are presented as counts, 
percentages, and associated Clopper-Pearson 95% 
confidence intervals for local reactions, systemic 
events, and any adverse events after the admin
istration of vaccine or placebo, according to terms 
in the Medical Dictionary for Rt9ulatory Activities, 
version 23.0, for each vaccine group. Summary 
statistics are provided for abnormal laboratory 
values and grading shifts. Given the small num
ber of participants in each group, the trial was 
not powered for formal statistical comparisons 
between dose levels or between age groups. 

Immunogenicity analyses ofSARS-CoV-2 serum 
neutralizing titers, Sl-binding lgG and RED-bind
ing IgG concentrations, GMTs, and geometric 

N ENGLJ MED NEJM.OAG 3 
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mean concentrations (GMCs) were computed 
along with associated 950/o confidence intervals. 
The GMTs and GMCs were calculated as the 
mean of the assay results after the logarithmic 
transformation was made; we then exponentiated 
the mean to express results on the original scale. 
1\.vo-sided 950/o confidence intervals were ob
tained by performing logarithmic transforma
tions of titers or concentrations, calculating the 
950/o confidence interval with reference to Student's 
t-distribution, and then exponentiating the limits 
of the confidence intervals. 

RESULTS 

DEMOGRAPHIC CHARACTER ISTICS 

OF THE PARTICIPANTS 

.Between May 4, 2020, and June 22, 2020, a total 
of 332 healthy adults (men and nonpregnant 
women) underwent screening at four sites in the 
United States (two sites per vaccine candidate). 
A total of 195 participants were randomly as
signed to 13 groups comprising 15 participants 
each; in each group, 12 participants received vac
cine and 3 received placebo (Fig. 1). In all groups 

332 Patients were screened 

83 Had screening failure 
54 Were not assigned 

195 Underwent randomization 

105 Who were 18-55 or 65-35 yr of age were 
assigned to receive BNTl 62bl or placebo 

60 Who were 18-55 yr of age 
were assigned to receive 
BNT162bl or placebo 

12 Received two doses 
of 10 l'g of BNT162bl 

12 Received two doses 
of20 l'g of BNT162bl 

12 Received two doses 
of 30 l'g of BNT162bl 

12 Received one dose 
of 100 µg of BNT162bl 

12 Received one dose 
of placebo 

9 Received a second dose 
of placebo 

45 Who were 65-85 yr of age 
were assigned to receive 
BNT162bl or placebo 

12 Received two doses 
of 10 l'g ofBNT162bl 

12 Received two doses 
of20 pg of BNTl62bl 

12 Received two doses 
of30 pg ofBNTl62bl 

9 Received two doses 
of placebo 

Figure l. Screening and Randomization of the Participants. 

90 Who were 18-55 or 65-85 yr of age were 
assigned to receive BNTJ62b2 or placebo 

45 Who were 18-55 yr of age 
were assigned to receive 
BNTl62b2 or placebo 

12 Received two doses 
oflO pg ofBNTl62b2 

12 Received two doses 
of20 pg ofBNTl62b2 

12 Received two doses 
of 30 pg ofBNT162b2 

9 Received two doses 
of placebo 

45 Who were 65-85 yr of age 
were assigned to receive 
BNT162b2 or placebo 

12 Received two doses 
of 10 pg of BNT162b2 

12 Received two doses 
of20 l'g ofBNTl62b2 

12 Received two doses 
of 30 ,..g of BNT162b2 

9 Received two doses 
of placebo 

The 54 participants who were not assigned to a trial group were screened but did not undergo randomization be· 
cause trial enrollment had dosed. All the participants received two doses of the vaccine (B NT162bl or BNT162b2) 
or placebo, except for the participants who were assigned to receive 100 µg of BNT162bl or placebo, who received 
one dose. 

N ENGLJ MED NEJM.ORG 
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Table l . Demographic Characteristics of the Pa.rticipants, According to Vaccine Candidate and Age Group.* 

Variable Participants l&-55 Years o f Age Participants 65-85 Years of Age 

lOµg 20µg 30jig l0011g Placebo Total lOµg 20µg JOµg Placebo Total 

BNT162bl 

No. of participants 12 12 12 12 u 60 u 12 l2 9 45 

Sex-no.(%) 

Male 7 (58) 9 (75) 6 (50) 5 (42) 7 (58) 34 (57) 4 (33) 4 (33) 4 (33) l (ll) l3 (29) 

Female 5 [42) 3 (25) 6 (50) 7 (58) 5 (42) 26 (43) 8 (67) 8 (67) 8 [67) 8 (89) 32 (71) 
...; 
~ 

Race-no. (%)"j" 0 

"' White 8 (67) 11 (92) 10 (83) 11 (92) 11 (92) 51 (85) 12 (100) 11 (92) 10 (83) 9 (100) 42 (93) z 
:::;-

Black l (8) 1 (8) 0 0 0 2 (3) 0 l (8) 0 0 l (2) a> 
> 

Asian 3 (25) 0 2 (17) 1 (8) l (8) 7 (12) 0 0 2 (17) 0 2 (4) "' "' z 0 .. Hispanic ethnic group - 1 (8) 0 l (8) 0 0 2 (3) 0 0 0 l (11) l (2) z n 
" no.(%)t 0 .... < 
't Age-yr:!: 0 ... .:. 0 Mean 29.4±6.4 44.8±8.3 35.8±10.0 38.3±9.3 36.3±11.3 36.9±10.2 69.7±5.4 70.6±4.9 69.9±3.6 68.2±3.0 69.7±4.3 .,, 
z Median 26.5 49.0 33.S 38.0 35.0 35.0 68.5 69.0 69.0 68.0 69.0 < 
~ > 
"{; (range) (24-42) (30-54) (23-52) (25-53) (19-54) (l'}-54) (65-82) (65-81) (65-77) (65-73) (65-82) n 

~ ::?' 
Cl BNT162b2 z 

"' No. of participants 12 12 12 0 9 45 12 12 12 9 45 ..., 
> 

Sex-no.(%) z 
Male 5 [42) 6 (SO) 3 (25) 5 (56) 19 (42) 2 (17) 5 (42) 6 (50) 4 (44) 17 (38) ~ 

0 
Female 7 (58) 6 (50) 9 (75) 4 (44) 26 (58) 10 (83) 7 (58) 6 (50) 5 (56) 28 (62) > ...; 

Race - no. (%H "' "' 
White 11 (92) 10 (83) 9 (7S) 9 (100) 39 (87) 12 (100) 12 (100) 12 (100) 9 (100) 45 (100) 

Black 0 2 {17) l (8) 0 3 (7) 0 0 0 0 0 

Asian l (8} 0 2 (17) 0 3 (7) 0 0 0 0 0 

Hispanic ethnic group - l (8) l (8) 0 0 2 (4) 0 0 0 0 0 
no. (%)j 

Age-yr:!: 

Mean 36.8otl2.2 37.6±10.l 37.3±9.8 34.4±13.2 36.7±11.0 68.0±2.9 71.0±5.8 68.5±2.8 70.0±3.8 69.3±4.l 

Median 37.0 38.0 36.5 30.0 37.0 67.0 68.S 68.0 69.0 68.0 
(range) (21-53) (23-53) (23-54) (l'}-53) {1'}-54) (65-73) (65-81) (65-74) (65-77) (65-81) 

*Plus-minus values are means ±SD. Percentages may not total 100 because of rounding. 
t Race and ethnic group were reported by the participant. 
t The age of the participants W3S the age at the time of the injection. 
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• Mild • Moderate • Severe 

A Participants 18-SS Yr of Age 

100 
58 

80 I 60 

40 

20 

100 

80 

60 

40 

20 

Pain at the 
Injection Site 

92 

BNT162bl, Dose 1 

Redness 

BNT162b2, Dose 1 

0 
0 

Swelling 

17 

0 0 0 

100 83 92 100 

80 

60 

40 

20 

JOO 

80 

Pain at the 
Injection Site 

83 83 
58 

60 22 

20 

BNT162bl, Dose 2 

Redness 

BNT162b2, Dose 2 

0 0 0 
0 

Swelling 

0 0 0 
0 

o ..... ~~~"'--'-~_.___._......__._~_...~...__.____.._ 
't°" 't°" 'tq, "°o 'tq, 't°" 't°" "°o 

40 I 
o~____.____.___._ 

'tq, 'tq, 'tq, "°o ~<lo 't'lo 't'lo "°o 't'lo ~<lo ~<lo "°o 
._,<:i '\.<;) ._,<:i Q,,,,'-"' ._,<:i ~ ._,<:i Q,,,,'-"' 

Pain at the Redness Swelling 
Injection Site 

B Participants 65-85 Yr of Age 

100 
92 92 

58 

80 I 60 

40 

20 

Pain at the 
Injection Site 

100 75 

~JI I 
Pain atthe 

Injection Site 

0 

BNT162bl, Dose 1 

0 0 0 
0 

Redness 

BNT162b2, Dose 1 

0 0 0 
0 

Redness 

8 

Swelling 

0 0 0 

Swelling 

0 

._,<:i ~ ._,<:i Q,,.'-" ~ '\.<;) ._,<:i Q,,,,'-"' ~ ~ ._,<:i Q,,,,._., 

Pain at the 
Injection Site 

100 67 75 75 

~ 0 

80 

60 

40 

20 

Pain at the 
Injection Site 

Pain at the 
Injection Site 

Redness Swelling 

BNT162bl, Dose 2 

25 
17 

8 8 8 
0 

Redness Swelling 

BNT162b2, Dose 2 

Redness Swelling 
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Figure 2 (facin1 pa1e). local Reactions Reported 
within 7 Days aAer the Administration of Vaccine 
or Placebo, According to Age Group. 

Panel A shows local reactions 1n participants 18 to 
SS years of age, and Panel 8 those in participants 65 to 
85 years of age. ln1ectlon·site (local) reactions were re
corded 1n electronic diaries for 7 days after each in1ec-
11on. Pain at the 1n1ection site was graded as mild (does 
not interfere with act1v1ty). moderate (interferes with 
act!Vlty), severe (prevents daily activity), or grade 4 
(led to an emergency department visit or hospitaliza· 
lion). Redness and swelling were graded as mild (2.0 
to S.O cm In diameter), moderate {>5.0 to 10.0 cm in 
diameter), severe (>10.0 cm in diameter), or grade 4 
(necrosis or exfollative dermatitis for redness and ne· 
crosls for swelling). I bars represent 95% confidence 
intervals . The numbers above the I bars show the over· 
all percentage of the participants in each group who 
reported the specified local reaction. No participant 
who received either vaccine candidate reported a 
grade 4 local reaction. 

but one, all the part1c1pants who underwent 
randomiuition received the assigned cwo doses 
of vaccine or placebo. Participants 18 to 55 years 
of age who had been assigned to receive 100 µ..g 
of BNT162bl or placebo received one dose; the 
second dose was not administered because of 
reactogenicity in the participants who received 
active vaccine.~ 

The majority of panicipants were White (67 to 
100%) and non-Hispanic (89 to 100%) (Table 1). 
More older women than older men participated. 
The median age among the younger participants 
was 35 years in the BNT162bl group and 37 years 
in the BNT162b2 group; the median age among 
the older participants was 69 years and 68 years, 
respectively. 

SAFETY 

Local Reactions 
Participants 18 to 55 years of age who received 
10 µ..g, 20 µ.g, or 30 µg of BNTI62bl reported 
mild-to-moderate local reactions, primarily pain 
at the injection site, within 7 days after an injec
tion; the local reactions were more frequent after 
the second dose. z.~ BNT162bl elicited local reac· 
tions in similar proportions of the participants 
in the younger age group and in the older age 
group. Among the older participants, mild-to· 
moderate injection-site pain was reported by 92% 
after the first dose and by 75% after the second 
dose (Fig. 2). A similar pattern was observed 
after vaccination with BNT162b2. No older par· 

ticipant who received BNTI62b2 reported redness 
or swelling. No participant who received either 
BNT162 vaccine candidate reported a grade 4 lo
cal reaction. 

Systemic Events 
Participants 18 to 55 years of age who received 
10 µ..g, 20 µg, or 30 µ,g of BNT162bl frequently 
had mild-to-moderate fever and chills, with 75% 
of the participants reporting a temperature of 
38.0"C or higher after the second 30·µ,g dose 
(Fig. 3; and Fig. Sl in the Supplementary Appen
dix, available at Nl!JM.org)-5 In participants 65 to 
85 years of age who received BNT162b1, systemic 
events were milder than in the younger partici· 
pants, although many older participants reported 
fatigue and headache after the first or second 
dose, and 33% reported a temperature of38°C or 
higher after the second dose, including one older 
participant who reported a fever of 38.9 to 40.0°C 
(Fig. 3 and Fig. S2). As was observed with local 
reactions, systemic events were dose-dependent 
(greater after the second dose than after the first 
dose) and transient. Symptoms generally peaked 
by day 2 after vaccination and resolved by day 7. 

Systemic events in response to BNTI62b2 
were milder than those in response to BNT162bl 
(Fig. 3 and Figs. Sl and S2). For example, 17% of 
the participants 18 to 55 years of age and 8% of 
those 65 to 85 years of age reported fever (~38.0 
to 38.9°C) after the second dose of 30 µ..g of 
BNT162b2. Severe systemic events (fatigue, head
ache, chills, muscle pain, and joint pain) were 
reported in small numbers of younger recipients 
ofBNT162b2, but no severe system ic events were 
reported by older recipients of this vaccine candi· 
date. No participant who received either BNT162 
vaccine cnndidate reported a grade 4 systemic 
event. After the first dose, systemic events that 
were reported by participants 65 to 85 years of 
age who received BNT162b2 were similar to those 
reported by participants who received placebo. 

In both age groups and for both vaccine can· 
didates, the use of antipyretic or pain medica· 
tion increased with increasing dose level and 
with the number of doses administered. fewer 
BNT162b2 recipients than BNT162bl recipients 
reported using amipyretic or pain medication. 

Adverse Events and Shifts in Laboratory Values 
Through 1 month after the receipt of the second 
dose, adverse events that were considered by the 

N ENGLJ MEO NfJM.OAG 7 
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Systemic events: 
Fever: 

A Participants 18- 55 Yr of Age 

BNT162b1, Dose 1 

100 67 
so 

Mild • Moderate • Severe 
38.0°C-38.4°c • >38.4°C- 38.9°c • >38.9°C- 4o.o· c 

100 
58 

80 

40 

20 

75 

BNT162b1, Dose 2 
83 83 

67 67 
50 

w 17 ~n ~ 

O~---""'--'----
v.<lc V,<lq v_<lc 'SJO V,<lq V,<lq v."" 'SJO V,<lq v_'>o V.<lq 'SJO 

Fever Fatigue Chills 

BNT162b2, Dose 1 

42 42 33 

I J 

33 

V,<lq V,<lq V,'lq 'SJO 
..,.<:) '\.<:) "><:) Q,-."" 

Fever Fatigue Chills 

B Participants 65-85 Yr of Age 

BNT162b1, Dose 1 

100 

80 
58 

50 44 

Fever Fatigue Chills 

BNT162b2, Dose 1 

100 

80 

60 
22 

17 

40 0 
0 0 0 

8 0 

20 

o_._.__....___. __ ..._~ ....... _._,.~..,..._....,.___,.__.....__._~._ 
V,<lq V,<lq V,<lq 'SJO 

--$1 ~ "><:)Q,,.'-" 

Fever Fatigue Chills 

--$1 ~ "><:) q'"""' --$1 ~ "><:) q''"""' --$1 ~ "><:) q''""'" 

100 

80 

w 

100 

80 

w 

40 0 

20 

Fever 

17 

Fever 

50 

33 

Fever 

0 

Fever 

Fatigue 

BNT162b2, Dose 2 
75 

58 56 

33 

rt 
V,<lq V,<lq V,t;,, 'SJO 

"<:) ~ "><:) q''"""' 

Fatigue 

BNT162b1, Dose 2 

58 67 

Fatigue 

BNT162b2, Dose 2 

50 

17 11 

Fatigue 

Chills 

58 
42 

Chills 

58 

33 

Chills 

17 17 

Chills 
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Figure J (facin1 pace). St!lectt!d Systemic Events 
Reported within 7 Days after the Administration 
of Vaccine or Placebo, According to Age Group. 

Panel A shows systemic ructions in participants 13 to 
SS years of age, ind Panel B those in participants 65 to 
85 years of age. Data on fever, chills. and fatigue are re
ported here. (Data on headache, vomiting, diarrhea, 
muscle pain, and 101nt pain are reported in Fig. Sl.) 
Data on systemic events were recorded in electronic di· 
ar1es for 7 days after each injection. The fever scale is 
shown In the key. Chills and fatigue were graded as be· 
ing mild (does not interfere with activity), moderate 
(Interferes somewhat witn activity), severe (prevents 
dally activi ty) , or grade 4 (led to an emergency depart
ment visit or hospitalization) . I bars represen t 95% 
confldence Intervals. The numbers above the I bars 
show tlie overall percentage of participants in each 
group wno reported the specified systemic event. No 
participant who received either vaccine candidate re· 
ported a grade 4 systemic event or a temperature high· 
er than 40.o•c. 

investigators to be related to vaccine or placebo 
were reported by 50% of the participancs 18 to 
55 years of age who received 30 µ.g ofBNT162bl, 
as compared with 8% of those who received 
placebo.\ Adverse events that were considered co 
be related to vaccine were reported by 17% of the 
participants 65 to 85 years of age who received 
30 µg of BNT162bl and by 25% of the parrici· 
pants 18 to 55 years of age who received 30 µ.g 
of BNT162b2. No participant 65 to 85 years of 
age who received 30 µ.g of BNT162b2 reported a 
related adverse event (Table Sl). 

No serious adverse events were reported, and 
no stopping ru les were met as of the time of this 
report. The largest changes from baseline in labo
ratory values were transient decreases in lympho
cyte counts, which resolved within 1 week after 
vaccination (Pig. S3) and which were not associ
ated with clinical manifestations. 

IMMUNOCENICITY 

The serologic responses elicited by BNT162bl 
and BNT162b2 were similar (Fig. 4). Two serum 
samples, both from the group of participants 
18 to 55 years of age who received 30 µ.g of 
BNT162b2, were obtained outside the specified 
time windows (one each at day 28 and day 35) 
and thus were excluded from the reported irn
munogenicity analysis. Antigen-binding IgG and 
virus-neutralizing responses to vaccination with 

10 µ.g to 30 µg of BNT162bl or BNT162b2 were 
boosted by the second dose in both the younger 
adults2-~ and the older adults. Both vaccines elic
ited generally lower antigen-binding lgG and vi
rus-neutral izing responses in participants 65 to 
85 years of age than in those 18 to 55 years of 
age. Higher doses appeared to elicit somewhat 
higher antibody responses. 

The highest neutralization titers were mea· 
sured in samples obtained on day 28 (i.e., 7 days 
after the second dose) or on day 35 (i.e., 14 days 
after rhe second dose). Similar trends were ob
served for the 500/o and 90% neutralizing titers 
(Fig. S4). The 50% neutralizing GMTs for the 
two vaccine candidates at the 30·µ.g dose level 
on day 28 or day 35 ranged from 1.7 to 4.6 times 
the GMT of the convalescent seru m panel among 
participants 18 to 55 years of age and from 1.1 to 
2.2 times the GMT of the convalescent serum 
panel among those 65 to 85 years of age. With 
10 to 12 valid results per assay from samples that 
could be evaluated for each group at each time 
point, pair-wise comparisons are subject to error 
and have no clear interpretation. 

DISCUSS ION 

Previously reported data from vaccination wit:b 
10 µg or 30 µg of SNT162bl in adults 18 to 55 
years of age suggested that it could be a promising 
Covid-19 vaccine candidate.ts Consistent with our 
strategy to evaluate several RNA vaccine candi
dates and make a dam-driven decision to advance 
the candidate with the best safety and immuno
gen icity profllc, we compared clinical data ob
tained after v:iccinarion with BNT162b1,2.s which 
encodes the RBD, with data obtained after vac
cination with .BNT162b2, which encodes the 
full-length spike. The data presented here in
clude those that guided our decision to advance 
BN11.62b2 at the 30-µg dose level to the phase 
2-3, international trial to evaluate its safety and 
efficacy in participants 18 to 85 years of age. 

The primary consideration driving this deci
sion was the milder systemic reaccogenicity pro
file of BNT162b2, particularly in older adults, in 
rhe context of the similar antibody responses 
elicited by the two candidate vaccines. Short-Lived 
decreases in postvaccinacion lymphocyte counts 
had no associated clinical effect, were observed 

N ENGLJ MEO NEJM.O AG 9 



090177e1954406cc\Final\Final On: 15-Oct-2020 19:54 (GMT)
 

Page 27

FDA-CBER-2021-5683-0128962

z ... 
z 
~ 

A Sl-Binding lg<; 
Participants 18-SS Yr of Age 

BNT162bl BNT162b2 

10' 

10' 

IO' 

101 

294 
• 
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Figure 4 (facing page). lmmunogenicity of8NTI62bl 
and BNTI62b2. 

Participants In groups ofl 5 received an injection with 
the indicated dose levels of one of either of the BNT162 
vaccine candidates (12 participants) or placebo (3 par· 
t ici pants) on days 1 and 21. Arrows indicate days of 
vaccination. Responses in the placebo recipients in 
each of the dose-level groups are combined. Serum 
samples were obtained before injection (on day l) and 
on days 21, 28, and 35 after the first dose. The blood 
samples obtained on days 28 and 35 are those obtained 
7 days and 14 days. respectively, after the second dose. 
Human coronavirus disease 2019 (Covid-19) or SARS
CoV-2 Infection convalescen t serum (HCS) samples 
were obtained from 38 donors at least 14 days after 
polymerase chain reaction-confirmed diagnosis and at 
a time when the donors were asymptomatic. Panel A 
shows the geometric mean concentrations of recombi
nant Sl·binding lgG (lower limit of quantitation, 1.267; 
dashed line), and Panel 8 the 50% SARS-CoV-2-neu· 
trallzing geometric mean titers (lower limit of quanti ta· 
tion, 20; dashed line). On days that vaccine or placebo 
was administered. samples were obtained before the 
Injection. Each data point represents a serum sample, 
and the top of each vertica l bar represents the geomet· 
rlc mean with the 95% confidence interval (I bar) . Data 
points associated with placebo, HCS samples, or the 
lO·µg dose of vaccine are shown as circles, those for 
the 20·µg dose a.s squares, and those for the 30-µg 
dose as triangles. The numbers above the bars show 
the geometric mean concentration or geometric mean 
liter in the group. All the vaccine groups had 12 valid 
results from samples that could be evaluated at each 
ttme point eJ<cept for the following; among participants 
who received BNT162b2, 11 results from day 28 in 
younger participants who received 30 µg. 10 results 
from day 35 in younger participants who received 30 
µg, and 11 results from day 35 in older participants 
who received 10 µg. 

across the age groups, and probably reflect a tem
porary redistribution of lymphocytes from the 
bloodstream to lymphoid tissues as a functional 
response to immune stimulation by the vac
cine.n·16 The immune response and toxicity pro
file at the selected, relatively low, 30-µ.g dose 
level indicate that the BNT162b2 modRNA vac
cine candidate bas a favorable balance of reacto
genicity and immunogenicity}7

•
18 

The composition of the lipid nanoparticles, 
the formulation components, or the sequence 
selection for the vaccine RNA could influence 
the side-effect profile. The reason for the lower 
reactogenicity ofBNTI62b2 than ofBNT162bl is 
not certain, given that the two vaccine candi
dates share the same modRNA platform, RNA 
production and purification processes, and for-

mu tation of lipid nanoparticles. They differ in 
the nucleotide sequences that encode the vaccine 
antigens and in the overall size of the RNA con
structs, which results in a numbe.r of RNA mol
ecules in 30 µ.g of BNT162bl that is approxi
mately 5 times as high as that in 30 µ.g of 
BNT162b2. The nucleotide composition of RNA 
has been reported to affect its immune stimula
tory activity and reactogenicity profile, and th.is 
is a possible explanation for the differences in 
these vaccine candidates.19 

The immune responses elicited by BNT162bl 
and BNT162b2 were similar. As has been ob
served with other vaccines and as is probably 
associated with immunosenescence,20•21 the im
munogenicity of the rwo vaccine candidates de
creased with age, eliciting lower overall humoral 
responses in adults 65 to 85 years of age than in 
those 18 to 55 years of age. Nevertheless, at 7 days 
and 14 days after the second dose, the 50% and 
90% neutralizing GM Ts that were elicited by 30 µg 
of BNT162b2 in older adults exceeded chose of 
the convalescent serum panel. Antibody respons
es in both younger and older adults showed a clear 
benefit of a second dose. 

This trial and interim report have several 
limitations. First, the relative importance of hu
moral and cellular immunity with regard to pro
tection from Covid-19 has not yet been fully char
acterized. Although strong cell-mediated immune 
responses (Thl-biased CD4+ and CDS+) elicited 
by BNT162bl have been observed and reported 
in the German tria l,2 the cellular immune re
sponses elicited by BNT162b2 are still being 
studied. Second, although the serum neutralizing 
responses that were elicited by the vaccine can
didates relative to those elicited by natural infec
tion are highly encouraging, the degree of pro· 
tection aga inst Covid-19 provided by this or any 
other benchmark is unknown. Third, the phase 
1 portion of this trial tested many hypotheses 
and was not powered to make formal statistical 
comparisons. Fourth, rhe human convalescent 
serum panels that have been used by diffe.rent 
vaccine developers are not standardized among 
laboratories, and each represents a unique distri
bution of donor characteristics and times of col
lection. Therefore, the serum panel that we used 
does not provide a well-controlled benchmark 
for comparisons of the serologic responses elic
ited by these two BNT162 vaccine candidates with 
those elicited by other Covid-19 vaccine candi-

N ENGlJ MEO NEJM .ORG 11 
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dates. Finally, the participants in this early-stage 
clinica l trial were healthy and had limited racial 
and ethnic diversity as compared with the general 
population. 

a nalysis in che generation of an ea rlier version of che ma nu· 
script; Tricia Newell. Nicole O'Rega n, and Emily Stackpole (of 
ICON), for editorial assistance with a n ea rlier version of the 
manuscript, wh ich was funded by Pfizer; a ll the participants 
who volunteered for this crial; aod the following persons for 
cheir contributions ro t his work: Angelica Kottkamp, Ramin He· 
rati, Rebecca Pellet Madan, Mary Olson, Marie Samanovic-Golden, 
Elisabeth Cohen, Amber Cornelius, Laura Frye, Heekoung Youn, 
Baby Ja ne Fran, Kaoika Ballani, Natalie Vel ing, Jua nita Erb, 
Mahnoor Ali, Lisa Zhao, Stephan ie Rettig, Hibah Kha n, Harry 
Lambert, Kelly Hu, a nd Jonathan Hyde (all of New York Univer
s ity Langone Vaccine Center); Monica McArthur. Justin Ortiz, 
Rekha Rapaka, Linda Wadsworth, Gin ny Cummi ngs. Toni Rob
inson, Na ncy Greenberg, Lisa Ch risley, Wanda Somrajit, Jennifer 
Marron, Constance Thomas, Kelly Brooks, Lisa Turek, Patricia 
Farley, Staci Eddington, Panagiota Kom ninou, Mard i Reyma nn, 
Kathy Strauss, Biraj Shrestha, Sudhaunshu Joshi, Robin Barnes, 
Roohali Sukhavasi, Myounghee Lee, Alyson Kwon, a nd Terry 
Sharp (all of the Cenrer for Vaccine Development and Global 
Health, Uoivers iry of Maryland School of Med icine); Em ily 
Pierce, Mary Criddle, Maryrose Laguio-Vila, Mega n Helf, Madi
son Murphy. Maria Formica, a nd Sarah Korones (all of the Uni
versity of Rochester and Rochester General Hospital); Amy 
Cline, Susan Parker, and Michelle Dickey (all of Ci nci nnati Chil· 
dren's Hospital}; Kristen Suscble (of Pfizer); Andrea Cawein, 
Joh n L. Perez, Harpreet Seehra, Dina Tresnan, Robert Ma roko, 
Helen Smith, Sarah ·l\veedy, Amy Jones, Greg Adams, Rab.ia Ma· 
lick, Emily Worobetz, Erica Weaver, Liping Zhang, Carmel Dev
lin, Donna Boyce, Elisa Ha.rkins Tull, Mark Boaz, Michael Cruz, 
a nd the staff of the Vaccines Clinica l Assay Team a nd t.he Vac
ci nes Assay Development Team (all of Cincinnati Chi ldren·s 
Hospital); and Corinna Rosenbaum, Christian Miculka, Andreas 
Kuhn, ferdia Bates, Paul Strecker, a nd Alexandra Kemmer
Brilck (all ofBioNTech). 

Many of the limitations cited above are being 
addressed in the international, phase 2-3 portion 
of this trial. In this Later, pivota l part of the trial, 
we are assessing the safety and efficacy of two 
doses of 30 µ,g of BNT162b2 in up to 44,000 
participants (randomly assigned in a 1:1 ratio to 
receive vaccine or placebo) from diverse back
grounds, including persons with stable chronic 
underlying health conditions, persons at in
creased risk owing to occupational exposure, and 
persons from racial and ethnic backgrounds at 
higher risk for severe Covid-19.22 We are con
ducting outreach to recruit trial participants from 
many backgrounds and are using U.S. Census data 
to locate trial sites in diverse communities. 

Supported by BioNTech and Pfizer. 
Disclosure forms provide by the authors a re available with 

the fu ll rext of the a rticle at NEJM.org. 
A data shari ng statement provided by the authors is avail

a ble with t he fu ll text of th is article at NEJM.org. 
We thank Carol Monahan a nd Deb Gantt (of Pfizer) for writing 

and editorial assistance with an earlier vers ion of the 013.lluscript,; 
James Trammel (of Pfizer) for assistance with the statistical 
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BACKGROUND
Severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) infection and the 
resulting coronavirus disease 2019 (Covid-19) have afflicted tens of millions of people 
in a worldwide pandemic. Safe and effective vaccines are needed urgently.

METHODS
In an ongoing multinational, placebo-controlled, observer-blinded, pivotal efficacy 
trial, we randomly assigned persons 16 years of age or older in a 1:1 ratio to receive 
two doses, 21 days apart, of either placebo or the BNT162b2 vaccine candidate (30 μg 
per dose). BNT162b2 is a lipid nanoparticle–formulated, nucleoside-modified RNA 
vaccine that encodes a prefusion stabilized, membrane-anchored SARS-CoV-2 full-
length spike protein. The primary end points were efficacy of the vaccine against 
laboratory-confirmed Covid-19 and safety.

RESULTS
A total of 43,548 participants underwent randomization, of whom 43,448 received 
injections: 21,720 with BNT162b2 and 21,728 with placebo. There were 8 cases of 
Covid-19 with onset at least 7 days after the second dose among participants as-
signed to receive BNT162b2 and 162 cases among those assigned to placebo; 
BNT162b2 was 95% effective in preventing Covid-19 (95% credible interval, 90.3 to 
97.6). Similar vaccine efficacy (generally 90 to 100%) was observed across subgroups 
defined by age, sex, race, ethnicity, baseline body-mass index, and the presence of 
coexisting conditions. Among 10 cases of severe Covid-19 with onset after the first 
dose, 9 occurred in placebo recipients and 1 in a BNT162b2 recipient. The safety 
profile of BNT162b2 was characterized by short-term, mild-to-moderate pain at the 
injection site, fatigue, and headache. The incidence of serious adverse events was 
low and was similar in the vaccine and placebo groups.

CONCLUSIONS
A two-dose regimen of BNT162b2 conferred 95% protection against Covid-19 in 
persons 16 years of age or older. Safety over a median of 2 months was similar to 
that of other viral vaccines. (Funded by BioNTech and Pfizer; ClinicalTrials.gov 
number, NCT04368728.)

A BS TR AC T

Safety and Efficacy of the BNT162b2 mRNA 
Covid-19 Vaccine

Fernando P. Polack, M.D., Stephen J. Thomas, M.D., Nicholas Kitchin, M.D., 
Judith Absalon, M.D., Alejandra Gurtman, M.D., Stephen Lockhart, D.M., 
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Cristiano Zerbini, M.D., Ruth Bailey, B.Sc., Kena A. Swanson, Ph.D., 
Satrajit Roychoudhury, Ph.D., Kenneth Koury, Ph.D., Ping Li, Ph.D., 

Warren V. Kalina, Ph.D., David Cooper, Ph.D., Robert W. Frenck, Jr., M.D., 
Laura L. Hammitt, M.D., Özlem Türeci, M.D., Haylene Nell, M.D., Axel Schaefer, M.D., 

Serhat Ünal, M.D., Dina B. Tresnan, D.V.M., Ph.D., Susan Mather, M.D., 
Philip R. Dormitzer, M.D., Ph.D., Uğur Şahin, M.D., Kathrin U. Jansen, Ph.D.,  

and William C. Gruber, M.D., for the C4591001 Clinical Trial Group*  

Original Article

The New England Journal of Medicine 
  Copyright © 2020 Massachusetts Medical Society. All rights reserved. 

09
01

77
e1

95
d0

5d
30

\F
in

al
\F

in
al

 O
n:

 1
6-

D
ec

-2
02

0 
20

:2
1 

(G
M

T
)

 

Page 31

FDA-CBER-2021-5683-0128966



n engl j med   nejm.org 2

T h e  n e w  e ngl a nd  j o u r na l  o f  m e dic i n e

Coronavirus disease 2019 (Covid-19) 

has affected tens of millions of people 
globally1 since it was declared a pandemic 

by the World Health Organization on March 11, 
2020.2 Older adults, persons with certain coex-
isting conditions, and front-line workers are at 
highest risk for Covid-19 and its complications. 
Recent data show increasing rates of severe acute 
respiratory syndrome coronavirus 2 (SARS-CoV-2) 
infection and Covid-19 in other populations, in-
cluding younger adults.3 Safe and effective pro-
phylactic vaccines are urgently needed to contain 
the pandemic, which has had devastating medi-
cal, economic, and social consequences.

We previously reported phase 1 safety and im-
munogenicity results from clinical trials of the 
vaccine candidate BNT162b2,4 a lipid nanoparticle–
formulated,5 nucleoside-modified RNA (modRNA)6 
encoding the SARS-CoV-2 full-length spike, modi-
fied by two proline mutations to lock it in the 
prefusion conformation.7 Findings from studies 
conducted in the United States and Germany 
among healthy men and women showed that two 
30-μg doses of BNT162b2 elicited high SARS-CoV-2 
neutralizing antibody titers and robust antigen-
specific CD8+ and Th1-type CD4+ T-cell respons-
es.8 The 50% neutralizing geometric mean titers 
elicited by 30 μg of BNT162b2 in older and young-
er adults exceeded the geometric mean titer mea-
sured in a human convalescent serum panel, de-
spite a lower neutralizing response in older adults 
than in younger adults. In addition, the reactoge-
nicity profile of BNT162b2 represented mainly 
short-term local (i.e., injection site) and systemic 
responses. These findings supported progression 
of the BNT162b2 vaccine candidate into phase 3.

Here, we report safety and efficacy findings 
from the phase 2/3 part of a global phase 1/2/3 
trial evaluating the safety, immunogenicity, and 
efficacy of 30 μg of BNT162b2 in preventing 
Covid-19 in persons 16 years of age or older. This 
data set and these trial results are the basis for an 
application for emergency use authorization.9 Col-
lection of phase 2/3 data on vaccine immunoge-
nicity and the durability of the immune response 
to immunization is ongoing, and those data are 
not reported here.

Me thods

Trial Objectives, Participants and Oversight

We assessed the safety and efficacy of two 30-μg 
doses of BNT162b2, administered intramuscu-

larly 21 days apart, as compared with placebo. 
Adults 16 years of age or older who were healthy 
or had stable chronic medical conditions, includ-
ing but not limited to human immunodeficiency 
virus (HIV), hepatitis B virus, or hepatitis C vi-
rus infection, were eligible for participation in 
the trial. Key exclusion criteria included a medi-
cal history of Covid-19, treatment with immuno-
suppressive therapy, or diagnosis with an im-
munocompromising condition.

Pfizer was responsible for the design and 
conduct of the trial, data collection, data analysis, 
data interpretation, and the writing of the 
manuscript. BioNTech was the sponsor of the 
trial, manufactured the BNT162b2 clinical trial 
material, and contributed to the interpretation 
of the data and the writing of the manuscript. 
All the trial data were available to all the authors, 
who vouch for its accuracy and completeness and 
for adherence of the trial to the protocol, which 
is available with the full text of this article at 
NEJM.org. An independent data and safety mon-
itoring board reviewed efficacy and unblinded 
safety data.

Trial Procedures

With the use of an interactive Web-based sys-
tem, participants in the trial were randomly as-
signed in a 1:1 ratio to receive 30 μg of 
BNT162b2 (0.3 ml volume per dose) or saline 
placebo. Participants received two injections, 21 
days apart, of either BNT162b2 or placebo, deliv-
ered in the deltoid muscle. Site staff who were 
responsible for safety evaluation and were un-
aware of group assignments observed partici-
pants for 30 minutes after vaccination for any 
acute reactions.

Safety

The primary end points of this trial were solic-
ited, specific local or systemic adverse events 
and use of antipyretic or pain medication within 
7 days after the receipt of each dose of vaccine 
or placebo, as prompted by and recorded in an 
electronic diary in a subset of participants (the 
reactogenicity subset), and unsolicited adverse 
events (those reported by the participants with-
out prompts from the electronic diary) through 
1 month after the second dose and unsolicited 
serious adverse events through 6 months after 
the second dose. Adverse event data through ap-
proximately 14 weeks after the second dose are 
included in this report. In this report, safety 

A Quick Take 
is available at 

NEJM.org

The New England Journal of Medicine 
  Copyright © 2020 Massachusetts Medical Society. All rights reserved. 

09
01

77
e1

95
d0

5d
30

\F
in

al
\F

in
al

 O
n:

 1
6-

D
ec

-2
02

0 
20

:2
1 

(G
M

T
)

 

Page 32

FDA-CBER-2021-5683-0128967



n engl j med   nejm.org 3

Safety and Efficacy of the BNT162b2 Vaccine

data are reported for all participants who pro-
vided informed consent and received at least one 
dose of vaccine or placebo. Per protocol, safety re-
sults for participants infected with HIV (196 pa-
tients) will be analyzed separately and are not 
included here.

During the phase 2/3 portion of the study, a 
stopping rule for the theoretical concern of vac-
cine-enhanced disease was to be triggered if the 
one-sided probability of observing the same or a 
more unfavorable adverse severe case split (a split 
with a greater proportion of severe cases in vac-
cine recipients) was 5% or less, given the same 
true incidence for vaccine and placebo recipients. 
Alert criteria were to be triggered if this probabil-
ity was less than 11%.

Efficacy

The first primary end point was the efficacy of 
BNT162b2 against confirmed Covid-19 with onset 
at least 7 days after the second dose in participants 
who had been without serologic or virologic evi-
dence of SARS-CoV-2 infection up to 7 days after 
the second dose; the second primary end point 
was efficacy in participants with and partici-
pants without evidence of prior infection. Con-
firmed Covid-19 was defined according to the 
Food and Drug Administration (FDA) criteria as 
the presence of at least one of the following 
symptoms: fever, new or increased cough, new or 
increased shortness of breath, chills, new or in-
creased muscle pain, new loss of taste or smell, 
sore throat, diarrhea, or vomiting, combined with 
a respiratory specimen obtained during the symp-
tomatic period or within 4 days before or after it 
that was positive for SARS-COV-2 by nucleic acid 
amplification–based testing, either at the central 
laboratory or at a local testing facility (using a 
protocol-defined acceptable test).

Major secondary end points included the ef-
ficacy of BNT162b2 against severe Covid-19. Se-
vere Covid-19 is defined by the FDA as confirmed 
Covid-19 with one of the following additional 
features: clinical signs at rest that are indicative 
of severe systemic illness; respiratory failure; evi-
dence of shock; significant acute renal, hepatic, 
or neurologic dysfunction; admission to an in-
tensive care unit; or death. Details are provided 
in the protocol.

An explanation of the various denominator 
values for use in assessing the results of the 
trial is provided in Table S1 in the Supplemen-

tary Appendix, available at NEJM.org. In brief, 
the safety population includes persons 16 years 
of age or older; a total of 43,448 participants 
constituted the population of enrolled persons 
injected with the vaccine or placebo. The main 
safety subset as defined by the FDA, with a me-
dian of 2 months of follow-up as of October 9, 
2020, consisted of 37,706 persons, and the reac-
togenicity subset consisted of 8183 persons. The 
modified intention-to-treat (mITT) efficacy pop-
ulation includes all age groups 12 years of age 
or older (43,355 persons; 100 participants who 
were 12 to 15 years of age contributed to person-
time years but included no cases). The number 
of persons who could be evaluated for efficacy 7 
days after the second dose and who had no evi-
dence of prior infection was 36,523, and the 
number of persons who could be evaluated 7 
days after the second dose with or without evi-
dence of prior infection was 40,137.

Statistical Analysis

The safety analyses included all participants 
who received at least one dose of BNT162b2 or 
placebo. The findings are descriptive in nature 
and not based on formal statistical hypothesis 
testing. Safety analyses are presented as counts, 
percentages, and associated Clopper–Pearson 
95% confidence intervals for local reactions, 
systemic events, and any adverse events after 
vaccination, according to terms in the Medical 
Dictionary for Regulatory Activities (MedDRA), ver-
sion 23.1, for each vaccine group.

Analysis of the first primary efficacy end 
point included participants who received the vac-
cine or placebo as randomly assigned, had no 
evidence of infection within 7 days after the 
second dose, and had no major protocol devia-
tions (the population that could be evaluated). 
Vaccine efficacy was estimated by 100 × (1 − IRR), 
where IRR is the calculated ratio of confirmed 
cases of Covid-19 illness per 1000 person-years 
of follow-up in the active vaccine group to the 
corresponding illness rate in the placebo group. 
The 95.0% credible interval for vaccine efficacy 
and the probability of vaccine efficacy greater 
than 30% were calculated with the use of a 
Bayesian beta-binomial model. The final analy-
sis uses a success boundary of 98.6% for prob-
ability of vaccine efficacy greater than 30% to 
compensate for the interim analysis and to 
control the overall type 1 error rate at 2.5%. 
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1272 Did not undergo randomization
1152 Did not meet eligibility criteria

64 Had other reason
33 Withdrew
13 Underwent randomization

after cutoff
5 Had unspecified reason
4 Were withdrawn by physician
1 Was lost to follow-up

99 Were not vaccinated
1 Did not sign the informed
   consent document

316 Did not receive dose 2
96 Withdrew
86 Were no longer eligible
61 Were lost to follow-up
46 Had ongoing or pending

status
18 Had adverse event
5 Were pregnant
2 Were withdrawn by 

physician
1 Died
1 Had medication error

(no adverse event)

304 Did not receive dose 2
100 Withdrew
62 Were lost to follow-up
56 Had ongoing or pending

status
51 Were no longer eligible
28 Had adverse event
4 Were pregnant
2 Were withdrawn by

physician
1 Died

18,556 Received dose 2 of BNT162b2 18,530 Received dose 2 of placebo

43,448 Were injected with vaccine or placebo
21,720 Were assigned to receive BNT162b2
21,728 Were assigned to receive placebo

37,706 Received vaccine or placebo
and had median follow-up of 2 mo

43,548 Underwent randomization

44,820 Participants were screened

18,860 Received dose 1 of BNT162b2 18,846 Received dose 1 of placebo

48 Discontinued trial after dose 2
27 Withdrew
18 Were lost to follow-up
1 Died
1 Was withdrawn by physician
1 Had medication error 

(no adverse event)

95 Discontinued trial after dose 2
66 Withdrew
25 Were lost to follow-up
2 Died
1 Had other reason
1 Declined further procedures
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Moreover, primary and secondary efficacy end 
points are evaluated sequentially to control the 
familywise type 1 error rate at 2.5%. Descriptive 

analyses (estimates of vaccine efficacy and 95% 
confidence intervals) are provided for key sub-
groups.

R esult s

Participants

Between July 27, 2020, and November 14, 2020, 
a total of 44,820 persons were screened, and 
43,548 persons 16 years of age or older under-
went randomization at 152 sites worldwide 
(United States, 130 sites; Argentina, 1; Brazil, 2; 
South Africa, 4; Germany, 6; and Turkey, 9) in 
the phase 2/3 portion of the trial. A total of 

Figure 1 (facing page). Enrollment and Randomization.

The diagram represents all enrolled participants 
through November 14, 2020. The safety subset (those 
with a median of 2 months of follow-up, in accordance 
with application requirements for Emergency Use Au-
thorization) is based on an October 9, 2020, data cut-
off date. The further procedures that one participant in 
the placebo group declined after dose 2 (lower right 
corner of the diagram) were those involving collection 
of blood and nasal swab samples.

Table 1. Demographic Characteristics of the Participants in the Main Safety Population.*

Characteristic
BNT162b2 
(N=18,860)

Placebo 
(N=18,846)

Total 
(N=37,706)

Sex — no. (%)

Male 9,639 (51.1) 9,436 (50.1) 19,075 (50.6)

Female 9,221 (48.9) 9,410 (49.9) 18,631 (49.4)

Race or ethnic group — no. (%)†

White 15,636 (82.9) 15,630 (82.9) 31,266 (82.9)

Black or African American 1,729 (9.2) 1,763 (9.4) 3,492 (9.3)

Asian 801 (4.2) 807 (4.3) 1,608 (4.3)

Native American or Alaska Native 102 (0.5) 99 (0.5) 201 (0.5)

Native Hawaiian or other Pacific Islander 50 (0.3) 26 (0.1) 76 (0.2)

Multiracial 449 (2.4) 406 (2.2) 855 (2.3)

Not reported 93 (0.5) 115 (0.6) 208 (0.6)

Hispanic or Latinx 5,266 (27.9) 5,277 (28.0) 10,543 (28.0)

Country — no. (%)

Argentina 2,883 (15.3) 2,881 (15.3) 5,764 (15.3)

Brazil 1,145 (6.1) 1,139 (6.0) 2,284 (6.1)

South Africa 372 (2.0) 372 (2.0) 744 (2.0)

United States 14,460 (76.7) 14,454 (76.7) 28,914 (76.7)

Age group — no. (%)

16–55 yr 10,889 (57.7) 10,896 (57.8) 21,785 (57.8)

>55 yr 7,971 (42.3) 7,950 (42.2) 15,921 (42.2)

Age at vaccination — yr

Median 52.0 52.0 52.0

Range 16–89 16–91 16–91

Body-mass index‡

≥30.0: obese 6,556 (34.8) 6,662 (35.3) 13,218 (35.1)

*  Percentages may not total 100 because of rounding.
†  Race or ethnic group was reported by the participants.
‡  The body-mass index is the weight in kilograms divided by the square of the height in meters.
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43,448 participants received injections: 21,720 
received BNT162b2 and 21,728 received placebo 
(Fig. 1). At the data cut-off date of October 9, a 
total of 37,706 participants had a median of at 
least 2 months of safety data available after the 
second dose and contributed to the main safety 
data set. Among these 37,706 participants, 49% 
were female, 83% were White, 9% were Black or 
African American, 28% were Hispanic or Latinx, 
35% were obese (body mass index [the weight in 
kilograms divided by the square of the height in 
meters] of at least 30.0), and 21% had at least 
one coexisting condition. The median age was 
52 years, and 42% of participants were older 
than 55 years of age (Table 1 and Table S2).

Safety
Local Reactogenicity

The reactogenicity subset included 8183 partici-
pants. Overall, BNT162b2 recipients reported more 
local reactions than placebo recipients. Among 
BNT162b2 recipients, mild-to-moderate pain at 
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Figure 2. Local and Systemic Reactions Reported  
within 7 Days after Injection of BNT162b2 or Placebo, 
According to Age Group.

Data on local and systemic reactions and use of medi-
cation were collected with electronic diaries from par-
ticipants in the reactogenicity subset (8,183 partici-
pants) for 7 days after each vaccination. Solicited 
injection-site (local) reactions are shown in Panel A. 
Pain at the injection site was assessed according to 
the following scale: mild, does not interfere with activ-
ity; moderate, interferes with activity; severe, prevents 
daily activity; and grade 4, emergency department visit 
or hospitalization. Redness and swelling were mea-
sured according to the following scale: mild, 2.0 to  
5.0 cm in diameter; moderate, >5.0 to 10.0 cm in di-
ameter; severe, >10.0 cm in diameter; and grade 4,  
necrosis or exfoliative dermatitis (for redness) and ne-
crosis (for swelling). Systemic events and medication 
use are shown in Panel B. Fever categories are desig-
nated in the key; medication use was not graded. Ad-
ditional scales were as follows: fatigue, headache, 
chills, new or worsened muscle pain, new or worsened 
joint pain (mild: does not interfere with activity; mod-
erate: some interference with activity; or severe: pre-
vents daily activity), vomiting (mild: 1 to 2 times in  
24 hours; moderate: >2 times in 24 hours; or severe: 
requires intravenous hydration), and diarrhea (mild:  
2 to 3 loose stools in 24 hours; moderate: 4 to 5 loose 
stools in 24 hours; or severe: 6 or more loose stools in 
24 hours); grade 4 for all events indicated an emer-
gency department visit or hospitalization. I bars repre-
sent 95% confidence intervals, and numbers above 
the I bars are the percentage of participants who re-
ported the specified reaction.
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the injection site within 7 days after an injection 
was the most commonly reported local reaction, 
with less than 1% of participants across all age 
groups reporting severe pain (Fig. 2). Pain was 
reported less frequently among participants old-
er than 55 years of age (71% reported pain after 
the first dose; 66% after the second dose) than 
among younger participants (83% after the first 
dose; 78% after the second dose). A noticeably 
lower percentage of participants reported injec-
tion-site redness or swelling. The proportion of 
participants reporting local reactions did not 
increase after the second dose (Fig. 2A), and no 
participant reported a grade 4 local reaction. In 
general, local reactions were mostly mild-to-mod-
erate in severity and resolved within 1 to 2 days.

Systemic Reactogenicity
Systemic events were reported more often by 
younger vaccine recipients (16 to 55 years of age) 
than by older vaccine recipients (more than 55 
years of age) in the reactogenicity subset and 
more often after dose 2 than dose 1 (Fig. 2B). 
The most commonly reported systemic events 
were fatigue and headache (59% and 52%, re-
spectively, after the second dose, among younger 
vaccine recipients; 51% and 39% among older 
recipients), although fatigue and headache were 
also reported by many placebo recipients (23% and 
24%, respectively, after the second dose, among 
younger vaccine recipients; 17% and 14% among 
older recipients). The frequency of any severe 
systemic event after the first dose was 0.9% or 
less. Severe systemic events were reported in less 
than 2% of vaccine recipients after either dose, 
except for fatigue (in 3.8%) and headache (in 2.0%) 
after the second dose.

Fever (temperature, ≥38°C) was reported after 
the second dose by 16% of younger vaccine re-
cipients and by 11% of older recipients. Only 0.2% 
of vaccine recipients and 0.1% of placebo recipi-
ents reported fever (temperature, 38.9 to 40°C) af-
ter the first dose, as compared with 0.8% and 
0.1%, respectively, after the second dose. Two 
participants each in the vaccine and placebo 
groups reported temperatures above 40.0°C. 
Younger vaccine recipients were more likely to 
use antipyretic or pain medication (28% after 
dose 1; 45% after dose 2) than older vaccine re-
cipients (20% after dose 1; 38% after dose 2), 
and placebo recipients were less likely (10 to 14%) 

than vaccine recipients to use the medications, 
regardless of age or dose. Systemic events in-
cluding fever and chills were observed with the 
first 1 to 2 days after vaccination and resolved 
shortly thereafter.

Daily use of the electronic diary ranged from 
90 to 93% for each day after the first dose and 
from 75 to 83% for each day after the second 
dose. No difference was noted between the 
BNT162b2 group and the placebo group.

Adverse Events

Adverse event analyses are provided for all en-
rolled 43,252 participants, with variable follow-
up time after dose 1 (Table S3). More BNT162b2 
recipients than placebo recipients reported any 
adverse event (27% and 12%, respectively) or a 
related adverse event (21% and 5%). This distri-
bution largely reflects the inclusion of transient 
reactogenicity events, which were reported as 
adverse events more commonly by vaccine recipi-
ents than by placebo recipients. Sixty-four vac-
cine recipients (0.3%) and 6 placebo recipients 
(<0.1%) reported lymphadenopathy. Few partici-
pants in either group had severe adverse events, 
serious adverse events, or adverse events leading 
to withdrawal from the trial. Four related serious 
adverse events were reported among BNT162b2 
recipients (shoulder injury related to vaccine ad-
ministration, right axillary lymphadenopathy, 
paroxysmal ventricular arrhythmia, and right leg 
paresthesia). Two BNT162b2 recipients died (one 
from arteriosclerosis, one from cardiac arrest), 
as did four placebo recipients (two from unknown 
causes, one from hemorrhagic stroke, and one 
from myocardial infarction). No deaths were con-
sidered by the investigators to be related to the 
vaccine or placebo. No Covid-19–associated deaths 
were observed. No stopping rules were met dur-
ing the reporting period. Safety monitoring will 
continue for 2 years after administration of the 
second dose of vaccine.

Efficacy

Among 36,523 participants who had no evidence 
of existing or prior SARS-CoV-2 infection, 8 cases 
of Covid-19 with onset at least 7 days after the 
second dose were observed among vaccine re-
cipients and 162 among placebo recipients. This 
case split corresponds to 95.0% vaccine efficacy 
(95% confidence interval [CI], 90.3 to 97.6; Ta-
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ble 2). Among participants with and those with-
out evidence of prior SARS CoV-2 infection, 9 cases 
of Covid-19 at least 7 days after the second dose 
were observed among vaccine recipients and 169 
among placebo recipients, corresponding to 94.6% 
vaccine efficacy (95% CI, 89.9 to 97.3). Supple-
mental analyses indicated that vaccine efficacy 
among subgroups defined by age, sex, race, eth-
nicity, obesity, and presence of a coexisting condi-
tion was generally consistent with that observed 
in the overall population (Table 3 and Table S4). 
Vaccine efficacy among participants with hyper-
tension was analyzed separately but was consis-
tent with the other subgroup analyses (vaccine 
efficacy, 94.6%; 95% CI, 68.7 to 99.9; case split: 
BNT162b2, 2 cases; placebo, 44 cases). Figure 3 
shows cases of Covid-19 or severe Covid-19 with 
onset at any time after the first dose (mITT popu-
lation) (additional data on severe Covid-19 are 
available in Table S5). Between the first dose and 
the second dose, 39 cases in the BNT162b2 group 
and 82 cases in the placebo group were observed, 
resulting in a vaccine efficacy of 52% (95% CI, 
29.5 to 68.4) during this interval and indicating 
early protection by the vaccine, starting as soon 
as 12 days after the first dose.

Discussion

A two-dose regimen of BNT162b2 (30 μg per 
dose, given 21 days apart) was found to be safe 
and 95% effective against Covid-19. The vaccine 
met both primary efficacy end points, with more 
than a 99.99% probability of a true vaccine ef-
ficacy greater than 30%. These results met our 
prespecified success criteria, which were to es-
tablish a probability above 98.6% of true vaccine 
efficacy being greater than 30%, and greatly 
exceeded the minimum FDA criteria for authori-
zation.9 Although the study was not powered to 
definitively assess efficacy by subgroup, the 
point estimates of efficacy for subgroups based 
on age, sex, race, ethnicity, body-mass index, or 
the presence of an underlying condition associ-
ated with a high risk of Covid-19 complications 
are also high. For all analyzed subgroups in 
which more than 10 cases of Covid-19 occurred, 
the lower limit of the 95% confidence interval 
for efficacy was more than 30%.

The cumulative incidence of Covid-19 cases 
over time among placebo and vaccine recipients 
begins to diverge by 12 days after the first dose, 
7 days after the estimated median viral incuba-

Table 2. Vaccine Efficacy against Covid-19 at Least 7 days after the Second Dose.*

Efficacy End Point BNT162b2 Placebo

Vaccine Efficacy, %  
(95% Credible 

Interval)‡

Posterior 
Probability 

(Vaccine Efficacy 
>30%)§

No. of 
Cases

Surveillance 
Time (n)†

No. of 
Cases

Surveillance 
Time (n)†

(N=18,198) (N=18,325)

Covid-19 occurrence at least  
7 days after the second 
dose in participants with-
out evidence of infection

8 2.214 (1,7411) 162 2.222 (17,511) 95.0 (90.3–97.6) >0.9999

(N=19,965) (N=20,172)

Covid-19 occurrence at least  
7 days after the second 
dose in participants with 
and those without evidence 
of infection

9 2.332 (18,559) 169 2.345 (18,708) 94.6 (89.9–97.3) >0.9999

*  The total population without baseline infection was 36,523; total population including those with and those without prior evidence of infec-
tion was 40,137.

†  The surveillance time is the total time in 1000 person-years for the given end point across all participants within each group at risk for the 
end point. The time period for Covid-19 case accrual is from 7 days after the second dose to the end of the surveillance period.

‡  The credible interval for vaccine efficacy was calculated with the use of a beta-binomial model with prior beta (0.700102, 1) adjusted for the 
surveillance time.

§  Posterior probability was calculated with the use of a beta-binomial model with prior beta (0.700102, 1) adjusted for the surveillance time.

The New England Journal of Medicine 
  Copyright © 2020 Massachusetts Medical Society. All rights reserved. 

09
01

77
e1

95
d0

5d
30

\F
in

al
\F

in
al

 O
n:

 1
6-

D
ec

-2
02

0 
20

:2
1 

(G
M

T
)

 

Page 39

FDA-CBER-2021-5683-0128974



n engl j med   nejm.org 10

T h e  n e w  e ngl a nd  j o u r na l  o f  m e dic i n e

tion period of 5 days,10 indicating the early onset 
of a partially protective effect of immunization. 
The study was not designed to assess the efficacy 
of a single-dose regimen. Nevertheless, in the 
interval between the first and second doses, the 
observed vaccine efficacy against Covid-19 was 
52%, and in the first 7 days after dose 2, it was 
91%, reaching full efficacy against disease with 
onset at least 7 days after dose 2. Of the 10 cases 
of severe Covid-19 that were observed after the 
first dose, only 1 occurred in the vaccine group. 
This finding is consistent with overall high ef-
ficacy against all Covid-19 cases. The severe case 
split provides preliminary evidence of vaccine-
mediated protection against severe disease, al-
leviating many of the theoretical concerns over 
vaccine-mediated disease enhancement.11

The favorable safety profile observed during 
phase 1 testing of BNT162b24,8 was confirmed in 
the phase 2/3 portion of the trial. As in phase 1, 
reactogenicity was generally mild or moderate, 
and reactions were less common and milder in 
older adults than in younger adults. Systemic 
reactogenicity was more common and severe 
after the second dose than after the first dose, 
although local reactogenicity was similar after 
the two doses. Severe fatigue was observed in 
approximately 4% of BNT162b2 recipients, 
which is higher than that observed in recipients 
of some vaccines recommended for older adults.12 
This rate of severe fatigue is also lower than that 
observed in recipients of another approved viral 
vaccine for older adults.13 Overall, reactogenicity 
events were transient and resolved within a couple 

Table 3. Vaccine Efficacy Overall and by Subgroup in Participants without Evidence of Infection before 7 Days after Dose 2.

Efficacy End-Point 
 Subgroup

BNT162b2 
(N=18,198)

Placebo 
(N=18,325)

Vaccine Efficacy, % 
 (95% CI)†

No. of  
Cases

Surveillance 
Time  

(No. at Risk)*
No. of  
Cases

Surveillance 
Time  

(No. at Risk)*

Overall 8 2.214 (17,411) 162 2.222 (17,511) 95.0 (90.0–97.9)

Age group

16 to 55 yr 5 1.234 (9,897) 114 1.239 (9,955) 95.6 (89.4–98.6)

>55 yr 3 0.980 (7,500) 48 0.983 (7,543) 93.7 (80.6–98.8)

≥65 yr 1 0.508 (3,848) 19 0.511 (3,880) 94.7 (66.7–99.9)

≥75 yr 0 0.102 (774) 5 0.106 (785) 100.0 (−13.1–100.0)

Sex

Male 3 1.124 (8,875) 81 1.108 (8762) 96.4 (88.9–99.3)

Female 5 1.090 (8,536) 81 1.114 (8,749) 93.7 (84.7–98.0)

Race or ethnic group‡

White 7 1.889 (14,504) 146 1.903 (14,670) 95.2 (89.8–98.1)

Black or African American 0 0.165 (1,502) 7 0.164 (1,486) 100.0 (31.2–100.0)

All others 1 0.160 (1,405) 9 0.155 (1,355) 89.3 (22.6–99.8)

Hispanic or Latinx 3 0.605 (4,764) 53 0.600 (4,746) 94.4 (82.7–98.9)

Non-Hispanic, non-Latinx 5 1.596 (12,548) 109 1.608 (12,661) 95.4 (88.9–98.5)

Country

Argentina 1 0.351 (2,545) 35 0.346 (2,521) 97.2 (83.3–99.9)

Brazil 1 0.119 (1,129) 8 0.117 (1,121) 87.7 (8.1–99.7)

United States 6 1.732 (13,359) 119 1.747 (13,506) 94.9 (88.6–98.2)

*  Surveillance time is the total time in 1000 person-years for the given end point across all participants within each group at risk for the end
point. The time period for Covid-19 case accrual is from 7 days after the second dose to the end of the surveillance period.

†  The confidence interval (CI) for vaccine efficacy is derived according to the Clopper–Pearson method, adjusted for surveillance time.
‡  Race or ethnic group was reported by the participants. “All others” included the following categories: American Indian or Alaska Native, 

Asian, Native Hawaiian or other Pacific Islander, multiracial, and not reported.
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of days after onset. Lymphadenopathy, which 
generally resolved within 10 days, is likely to 
have resulted from a robust vaccine-elicited im-
mune response. The incidence of serious adverse 
events was similar in the vaccine and placebo 
groups (0.6% and 0.5%, respectively).

This trial and its preliminary report have 
several limitations. With approximately 19,000 
participants per group in the subset of partici-

pants with a median follow-up time of 2 months 
after the second dose, the study has more than 
83% probability of detecting at least one adverse 
event, if the true incidence is 0.01%, but it is not 
large enough to detect less common adverse events 
reliably. This report includes 2 months of follow-
up after the second dose of vaccine for half the 
trial participants and up to 14 weeks’ maximum 
follow-up for a smaller subset. Therefore, both 

Figure 3. Efficacy of BNT162b2 against Covid-19 after the First Dose.

Shown is the cumulative incidence of Covid-19 after the first dose (modified intention-to-treat population). Each 
symbol represents Covid-19 cases starting on a given day; filled symbols represent severe Covid-19 cases. Some 
symbols represent more than one case, owing to overlapping dates. The inset shows the same data on an enlarged  
y axis, through 21 days. Surveillance time is the total time in 1000 person-years for the given end point across all 
participants within each group at risk for the end point. The time period for Covid-19 case accrual is from the first 
dose to the end of the surveillance period. The confidence interval (CI) for vaccine efficacy (VE) is derived accord-
ing to the Clopper–Pearson method.
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the occurrence of adverse events more than 2 to 
3.5 months after the second dose and more 
comprehensive information on the duration of 
protection remain to be determined. Although 
the study was designed to follow participants for 
safety and efficacy for 2 years after the second 
dose, given the high vaccine efficacy, ethical and 
practical barriers prevent following placebo re-
cipients for 2 years without offering active im-
munization, once the vaccine is approved by 
regulators and recommended by public health 
authorities. Assessment of long-term safety and 
efficacy for this vaccine will occur, but it cannot 
be in the context of maintaining a placebo group 
for the planned follow-up period of 2 years after 
the second dose. These data do not address 
whether vaccination prevents asymptomatic in-
fection; a serologic end point that can detect a 
history of infection regardless of whether symp-
toms were present (SARS-CoV-2 N-binding anti-
body) will be reported later. Furthermore, given 
the high vaccine efficacy and the low number of 
vaccine breakthrough cases, potential establish-
ment of a correlate of protection has not been 
feasible at the time of this report.

This report does not address the prevention 
of Covid-19 in other populations, such as young-
er adolescents, children, and pregnant women. 
Safety and immune response data from this trial 
after immunization of adolescents 12 to 15 years 
of age will be reported subsequently, and addi-
tional studies are planned to evaluate BNT162b2 
in pregnant women, children younger than 12 
years, and those in special risk groups, such as 
immunocompromised persons. Although the 
vaccine can be stored for up to 5 days at stan-
dard refrigerator temperatures once ready for use, 
very cold temperatures are required for shipping 
and longer storage. The current cold storage re-
quirement may be alleviated by ongoing stability 
studies and formulation optimization, which 
may also be described in subsequent reports.

The data presented in this report have sig-
nificance beyond the performance of this vac-
cine candidate. The results demonstrate that 
Covid-19 can be prevented by immunization, 
provide proof of concept that RNA-based vac-
cines are a promising new approach for protect-
ing humans against infectious diseases, and 
demonstrate the speed with which an RNA-
based vaccine can be developed with a sufficient 

investment of resources. The development of 
BNT162b2 was initiated on January 10, 2020, 
when the SARS-CoV-2 genetic sequence was re-
leased by the Chinese Center for Disease Control 
and Prevention and disseminated globally by the 
GISAID (Global Initiative on Sharing All Influ-
enza Data) initiative. This rigorous demonstration 
of safety and efficacy less than 11 months later 
provides a practical demonstration that RNA-based 
vaccines, which require only viral genetic sequence 
information to initiate development, are a major 
new tool to combat pandemics and other infec-
tious disease outbreaks. The continuous phase 
1/2/3 trial design may provide a model to reduce 
the protracted development timelines that have 
delayed the availability of vaccines against other 
infectious diseases of medical importance. In 
the context of the current, still expanding pan-
demic, the BNT162b2 vaccine, if approved, can 
contribute, together with other public health mea-
sures, to reducing the devastating loss of health, 
life, and economic and social well-being that has 
resulted from the global spread of Covid-19.
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11) Check for updates 

Neutralization of SARS-CoV-2 spike 69/70 
deletion, E484K and N501Y variants by BNT162b2 
vaccine-elicited sera 
Xuping Xie 1•8, Yang Liu1•8, Jianying Liu2•3•8, Xianwen Zhang1, Jing Zou1, Camila R. Fontes-Garfias 
Hongjie Xia$ 1, Kena A. Swanson4 , Mark Cutler4, David Cooper4, Vineet D. Menachery2•3, 

Scott C. WeaverG>2•3, Philip R. Dormitzer 4~ and Pei-Yong Shi91•3•5•6•7~ 

We engineered three severe acute respiratory syndrome coro· 
navirus 2 (SARS·CoV·2) viruses containing key spike muta· 
tions from the newly emerged United Kingdom (UK) and South 
African (SA) variants: N501Y from UK and SA; 69/70-deletion 
+ N501Y + D614G from UK; and E484K + N501Y + D614G 
from SA. Neutralization geometric mean titers (GMTs) of 
20 BTN162b2 vaccine-elicited human sera against the three 
mutant viruses were 0.81· to 1.46-fold of the GMTs against 
parental virus, indicating small effects of these mutations on 
neutralization by sera elicited by two BNT162b2 doses. 

We previously reported that BNT162b2, a nucleoside-modified 
RNA vaccine that encodes the SARS-CoV-2 fuU-lengtb, 
prefusion-stabilized spike glycoprotein, elicited dose-dependent 
SARS-CoV-2-neutralizing GMTs that were similar to or higher 
than the GMT of a panel of SARS-CoV-2 convalescent human 
serum samples'. We subsequently reported that, in a random
ized, placebo-controlled trial of approximately 44,000 participants 
16 years of age or older, a two-dose regimen ofBNT162b2 conferred 
95% protection against Coronavirus Disease 2019 (COVJD-19)!. 

Since the previously reported stucties were conducted, rapidly 
spreading variants of SARS-CoV-2 have arisen in the UK, SA and 
other regions)·•. These variants have multiple mutations in their 
spike glycoproteins, which are key targets of virus-neutralizing anti· 
bodies. The emerged spike mutations have raised concerns of vac
cine efficacy against these new strains. The goal of this study was to 
examine the effect of several key spike mutations from the UK and 
SA strains on BNTl62b2 vaccine-elicited neutralization. 

Using an infectious complementary DNA (cDNA) clone of 
SARS-CoV-2 (ref. 5), we engineered three spike mutant viruses 
on the genetic background of clinical strain USA-WAl/2020 
(Supplementary Fig. I). l) Mutant NSO 1 Y virus contains the NSOl Y 
mutation that is shared by both the UK and SA variants. This muta
tion is located in the viral receptor-binding domain (RBD) for cell 
entry, increases binding to the angiotensin-converting enzyme 2 
receptor and enables the virus to expand its host range to infect 
mice»•. 2) Mutant 669/70+N501Y+D614G virus contains two 
additional changes present in the UK variants: amino acid 69 and 70 
deletion (669/70) and D614G substitution. Amino acids 69 and 70 

are located in the N-terminal domain of the spike Sl fragment; dele
tion of these residues might allosterically change Sl conformation6• 

The D614G mutation is dominant in circulating strains al'Ound 
the world··· . 3) Mutant E484K + NSOl Y + D6L4G virus addition
ally contains the E484K substitution, which is also located in the 
viral RBD. The E484K substitution alone confers resistance to sev
eral monoclonal antibodies9·'°. Compared to the wild-type (WT) 
USA-WA 1/2020 st rain, the three mutant viruses showed similar 
plaque morphologies on Vero E6 cells (Supplementary Fig. 2). 

We tested a panel of human sera from 20 participants in the 
previously reported clinical triaJ '.1, drawn 2 or 4 weeks after immu
nization with two 30-µg doses of BNT162b2 spaced 3 weeks apart 
(Supplementary Fig. 3). All neutralization assays were done with the 
same 20serasamples, with the two experiments( asdescribed in the Fig. 1 
legend) done at different times. Each serwn was tested for neutraliza
tion of WT USA-WAl/2020 strain and the three mutant viruses by a 
50% plaque-reduction neutralization assay (PRNT50; Supplementary 
Tables 1 and 2). All sera showed equivalent neutralization titers 
between the WT and mutant viruses, with differences of four-fold or 
less (Fig. 1). Notably, ten out of the 20 sera had neutralization titers 
against mutant 669/70+NSOIY +D614G virus that were twice their 
titers against the WT virus (Fig. I b), whereas six out of the 20 sera 
had neutralization titers against mutant E484K+N501Y+D614G 
virus that were half their titers against the WT virus (Fig. le). The 
ratios of the neutralization GMTs of the sera against the N50 1 Y, 
M9/70+N501Y+D614G and E484K+N50lY+D614G viruses to 
their GMTs against the USA-WAI/2020 virus were l.46, l.41 and 
0.81, respectively (Supplementary Fig. 4). 

Consistent with other recent reports of the neutralization of 
SARS-CoV-2 variants or corresponding pseudoviruses by conva
lescent or post-immunization sera1w , the neutralization GMT of 
the serum panel against the virus with three mutations from the 
SA variant (E484K + NSOl Y + D614G) was slightly lower than the 
neutralization GMTs against the N501Y virus or the virus with 
three mutations from the UK variant (669/70+ NSOl Y +D614G). 
However, the magnitude of the differences in neutralization GMTs 
against any of the mutant viruses in this study was small (0.81- to 
l .41-fold), as compared to the greater than four-fold ctifferences in 

'Department of Biochemistry and Molecular Biology, University of Texas Medical Branch, Galveston, TX, USA. ' Departments of M icrobiology and 
Immunology, University of Texas Medical Branch, Galveston, TX, USA. 31nstitute for Human Infection and Immunity, University of Texas Medical 
Branch, Galveston, TX, USA. ' Pfizer, Pearl River, NY, USA. 51nstitute for Translat ional Sciences, University of Texas Medical Branch, Galveston, TX, 
USA. 6Sealy Institute for Vaccine Sciences, University of Texas Medical Branch, Galveston. TX, USA. 7Sealy Center for Structural Biology & Molecular 
Biophysics, University of Texas Medical Branch, Galveston, TX, USA. 8These authors contributed equally: Xuping Xie, Yang Liu, Jianying Liu. 
l1le·mail: philip.dormitzer(cilpfiier.com; peshi@utmb.edu 
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WT E484K+N501Y+D614G 

Fig. 1) PRNT50s of 20 BNT162b2-vaccinated human sera against WT and 
mutant SARS-CoV-2. a, WT (USA-WAl/2020) and mutant N501Y. b, WT 

and ll69/70+N501Y +D614G. c, WT and E484K+N501Y +D614G. Seven 
(triangles) and 13 (circles) sera were drawn 2 and 4 weeks after the second 

dose of vaccination, respectively. Sera with different PRNT 50s against WT 
and mutant viruses are connected by lines. Results in a were from one 
experiment; results in b and c were from another set of experiments. 
Each data point is the average of duplicate assay results. 

hemagglutination-inhibition titers that have been used to signal 
potential need for a strain change in influenza vaccines13. 

A limitation of the current study is that the engineered viruses 
do not include the full set of spike mutations found in the UK or 
SA variantslA. Nevertheless, preserved neutralization of NSOlY, 
M9/70 + NSO IY +D614G and E484K+NSOJY +D614G viruses by 
BNTl62b2 vaccine-elicited human sera is consistent with preserved 
neutralization of a panel of 15 pseudoviruses bearing spikes with 
other single mutations found in circulating SARS-CoV-2 strains" . 
The emergence of the common mutation NSOl Y from different geo
graphical regions, as well as the previously emerged globally domi
nant D614G mutation, suggest that these mutations might improve 
vira l fitness, as recently demonstrated for the increased viral trans
mission by the D614G mutation in animal models7•1s. The biological 

functions of NSO JY and the other mutations (such as t:..69/70 and 
E484K) remain to be defined for viral replication, pathogenesis and/ 
or transmission in animal models. A second limitation of the study 
is that no serological correlate of protection against COVID-19 has 
been defined. Therefore, predictions about vaccine efficacy based 
on neutralization titers require assumptions about the levels of neu
tralization and roles of humoral and cell-mediated immunity in 
vaccine-mediated protection. Clinical data are needed for firm con
clusions about vaccine effectiveness against variant viruses. 

The ongoing evolution of SARS-CoV-2 necessitates con tinuous 
monitoring of the significance of changes for vaccine efficacy. This 
surveillance shottld be accompanied by preparations for the possibility 
that future mutations might necessitate changes to vaccine strains. The 
serological criteria for strain changes of influenza vaccine have been 
well accepted'"· For COVID-19, such vaccine updates would be facil i
tated by the flexibility of messenger RNA-based vaccine technology. 

Online content 
Any methods, additional references, Nature Research report
ing summaries, source data, extended data, supplementary infor
mation, acknowledgements, peer review information; details of 
author contributions and competing interests; and statements of 
data and code availability are available at https://doi.org/10.1038/ 
s41591-02 1-01270-4. 
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Methods 
Construction of isogenic viruses. Three recombinant SARS-CoV-2 mutants 
(NSO l Y. 669/70-NSO IY + D614G and E484K+N501Y +D614G in spike protein) 
were prepared on the genetic background of an infectious cDNA done derived 
from clinical strain WAI (2019-nCoV/USA_WA l/2020)' by following the 
polymerase chain reaction-based mutagenesis protocol as reported previously . 
The full-length infectious cDNAs were in vitro ligated and used as templates to 
transcribe full-length viral RNA. Mutant vir uses (PO) were recovered on day 2 from 
Vero E6 cells after eleclroporation of the in vitro RNA transcripts. Pl viruses were 
harvested as stocks by passaging the PO virus once on Vero E6 cells. The titers of Pl 
viruses were determined by plaque assay on Vero E6 cells. The genome sequences 
of the P 1 viruses were validated by Sanger sequencing. The detailed protocol was 
recently reported ''. 

Serum specimens and neutralization assay. Serum samples were collected 
from BNT!62b2 vaccinees panicipating in the phase I portion of the ongoing 
phase 1/2/3 clinical trial (ClinicalTrials.gov identifier: NC!'OH68728). The 
protocol and informed consent were approved by institutional review boards 
for each of the investigation al centers participating in the study. The study was 
conducted in compliance with all International Council for Harmonisation 
Good Clinical Practice guidelines and the ethical principles of the Declaration 
of Helsinki. 

The immunization and scrum collection regimens arc illustrated schematically 
in Supplementary Fig. 3. A conventional (non-fluorescent} plaque-reduction 
neutralization assay was performed to quantify the serum-mediated virus 
suppression as previously reported" . Briefly. each serum was two-fold serially 
diluted in culture medium, with the first dilution of 1 :40 (dilution range of I :40 
to 1:1280). The diluted sera were incubated with 100 plaque· forming units of 
\VT or mutant viruses at 37•c for l h, after which the serwn- virus mixtures were 
inoculated onto Vero E6 cell monolayer in six-well plates. After I h of infection 
at 37•c. 2ml of2% Sea Plaque agar (Lonza) in DMEM containing 2% FBS and 
1% penicillin- streptomycin was added to the cells. After 2 d of incubation, 2 ml 
of2% SeaPlaque agar in DM.EM containing 2% FBS, 1% penicillin-streptomycin 
and 0.01% neutral red (Sigma-Aldrich) were added on top of the first layer. After 
another 16 b of incubation at 37 0C, plaque numbers were counted. The minima.I 
serum dilution that inhibits 50% of plaque counts is defined as the PRNT ,.. Each 
serum was tested in duplicates. The PRNT,. assay was performed at the Lliosafety 
Level-3 facility witl1 the approval from the Institutional Biosafety Committee at 
the University of Texas Medical Branch. 

Statistics. No statistkal analysis was performed in the study. 

Reporting Summary. Further information on research design is available in the 
Nature Research Reporting Summary linked to this article. 

NATURE MEDICINE I www.natu1e.com/naluremedicine 

Data availability 
Tbe data thal support the findings of this study are available from the 
corresponding authors upon reasonable request. 
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Reporting Summary 
Nature Research wishes to improve the reproducibility of the work that we publish. This form provides structure for consistency and transparency 
in reporting. For further information on Nature Research policies, see our Editorial Policies and the Editorial Policy Checklist. 

Statistics 
For all statistical analyses, confirm that the following items are present in the figure legend, table legend, main text, or Methods section. 

n/a Confirmed 

~ D The exact sample size (n) for each experimental group/condition, given as a discrete number and unit of measurement 

D ~ A statement on whether measurements were taken from distinct samples or whether the same sample was measured repeatedly 

!'VI D The statistical test(s) used AND whether they are one- or two-sided 
~ Only common tests should be described solely by name; describe mare complex techniques in the Methods section. 

~ D A description of all covariates tested 

~ D A description of any assumptions or corrections, such as tests of normality and adjustment for multiple comparisons 

D 
!'VI A full description of the statistical parameters including central tendency (e.g. means) or other basic estimates (e.g. regression coefficient) 
~ AND variation (e.g. standard deviation) or associated estimates of uncertainty (e.g. confidence intervals) 

For null hypothesis testing, the test statistic (e.g. F, t, r) with confidence intervals, effect sizes, degrees of freedom and P value noted 
Give P volues as exoct values whenever suitable. 

For Bayesian analysis, information on the choice of priors and Markov chain Monte Carlo settings 

For hierarchical and complex designs, identification of the appropriate level for tests and full reporting of outcomes 

Estimates of effect sizes (e.g. Cohen's d, Pearson's r), indicating how they were calculated 

Our web col/ecr1on on srat1socs far b1olag1sts cancams omc/es an many of the points above. 

Software and code 
Polley information about availability of computer code 

Data collection No code and software used for the data collection 

Data analysis Graphpad Prism 9 

For manuscripts utilizing custom algorithms or software that are ceotr al to the research but not yet descrtbed on oubl1shed literature, software must be made available to editors and 
reviewers. We strongly encourage code deposition In a community repository (e.g. G1tHub). See the Nature Research guidelmes for subm1m os code & software for rurther 10format1on. 

Data 
Policy information about avai labi lity of data 

All manuscripts must include a data availability statement. This statement should provide the following information, where applicable: 

- Accession codes, unique identifiers, or web links for publicly available datasets 
• A list of figures that have associated raw data 
- A description of any restrictions on data availability 

The data that support the fi ndings of this study are available from the corresponding authors upon reasonable request. 
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Field-specific reporting 
Please select the one below that is the best fit for your research. If you are not sure, read the appropriate sections before making your selection. 

rgj life sciences D Behavioural & social sciences D Ecological, evolutionary & environmental sciences 

For a reference copy of the document with all sections, see nature rom/documents/nr .. reporting·summarv .. flat pdf 

Life sciences study design 
All studies must disclose on these points even when the disclosure is negative. 

Sample size No sample size calculation was performed. Based on the availability, 20 samples were collected from BNT162b2 vaccinees participating in the 
phase 1 portion of the ongoing phase 1/2/3 clinical trial (ClinicalTrials.gov identifier: NCT04368728). Those 20 samples had been tested as 
neutralizing positive against WT SARS-CoV-2 using the method according to the reference (Walsh EE, Frenck RW, Jr., Falsey AR, et al. Safety 
and lmmunogenicity of Two RNA-Based Covid-19 Vaccine Candidates. N Engl J Med 2020.). 

Data exclusions No data was excluded in the study. 

Replication Each human serum sample was analyzed in duplication. The averaged results from the duplication were reported in this study. 

Randomization No randomlzation was performed. All samples were analyzed for the neutralizing activities against WT SARS-CoV-2 and variants in the same 
experimental settings. 

Blinding Patient information was blinded in the study. Those 20 samples had been tested as neutralizing positive against WT SARS-CoV-2 using the 
method according to the reference (Walsh EE, Frenck RW, Jr., Falsey AR, et al. Safety and lmmunogenicity ofTwo RNA-Based Covid-19 Vaccine 
Candidates. N Engl J Med 2020.). 

Reporting for specific materials, systems and methods 
We require information from authors about some types of materials, experimental systems and methods used In many studies. Here, indicate whether each material, 
system or method hsted is relevant to your study. If you are not sure tf a hst item applies to your research, read the appropriate section before selecting a response. 

Materials & experimental systems 

n/a Involved in the study 

~ 0 Antibodies 

0 ~ Eukaryotic cell lines 

~ 0 Palaeontology and archaeology 

~ 0 Animals and other organisms 

0 ~ Human research participants 

~ 0 Clinical data 

~ 0 Dual use research of concern 

Eukaryotic cel l lines 
Policy information about cel l lines 

Methods 

n/a Involved in the study 

~ 0 ChlP-seq 

~ 0 Flow cytometry 

~ 0 MRI-based neuroimaging 

Cell line source(s) Vero E6 cells (Arce• CRL-1586) were obtained from ATCC 

Authentication ATCC have comprehensively performed authentication on cell lines. 

Mycoplasma contamination All cell lines were tested negative for mycoplasma. 

Commonly misident ified lines not applicable 
(See !QAC register) 

Human research participants 
Policy information about studies inyolying human research oarticipants 

Population characteristics Only serum samples were used in this study. Please refer to the ClinicalTrials.gov identifier: NCT04368728 for the population 
characterlslstlcs. 
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Recruitment 

Ethics oversight 

Only serum samples were used in this study. Please refer to the ClinicafTrials.gov identifier: NCT04368728 for the patient 
recruitment requirment. 

The protocol and informed consent were approved by institutional revlew boards for each of the investigational centers 
participating in the study. The study was conducted in compliance with all International Council for Harmonisation (ICH) 
Good Clinical Practice (GCP) guidelines and the ethical principles of the Declaration of Helsinki. 

Note that fvll Information on the approval of the study protocol must also be provided in the manuscript. 
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Neutralizing Activity of BNT162b2-Elicited Serum

To the Editor: BNT162b2 is a nucleoside-modi-
fied RNA vaccine expressing the full-length pre-
fusion spike glycoprotein (S) of severe acute re-
spiratory syndrome coronavirus 2 (SARS-CoV-2). 
In a randomized, placebo-controlled clinical trial 
involving approximately 44,000 participants, im-
munization conferred 95% efficacy against coro-
navirus disease 2019 (Covid-19).1

New, highly transmissible SARS-CoV-2 variants 
that were first detected in the United Kingdom 
(B.1.1.7 lineage), South Africa (B.1.351 lineage), 
and Brazil (P.1 lineage) with mutations in the S gene 
are spreading globally. To analyze effects on neu-
tralization elicited by BNT162b2, we engineered 
S mutations from each of the three new lineages 
into USA-WA1/2020, a relatively early isolate of 
the virus from January 2020 (Fig. S1 in the Sup-
plementary Appendix, available with the full text 
of this letter at NEJM.org). We thereby produced 
three recombinant viruses representing each of 
these lineages and two additional ones in which 
we engineered subsets of mutations of the B.1.351 
lineage. Thus, the first recombinant virus had all 
the mutations found in the S gene in the B.1.1.7 
lineage (B.1.1.7-spike), the second had all the 
mutations found in the S gene in the P.1 lineage 
(P.1-spike), the third had all the mutations found 
in the S gene in the B.1.351 lineage (B.1.351-spike), 
the fourth had an N-terminal domain deletion 
found in the B.1.351 lineage and the globally 
dominant D614G substitution (B.1.351-Δ242-
244+D614G), and the fifth had the three muta-
tions from the B.1.351 lineage affecting amino 
acids in the receptor-binding site (K417N, E484K, 
and N501Y) and a D614G substitution (B.1.351-
RBD+D614G). The mutant amino acid residues 
in the B.1.351-RBD+D614G recombinant virus are 
also among those in the P.1 lineage virus, al-
though in the P.1 lineage virus, K417 is mutated 
to threonine rather than asparagine. All the mu-
tant viruses yielded infectious viral titers exceed-
ing 107 plaque-forming units per milliliter. The 
B.1.1.7-spike and B.1.351-spike viruses formed 

plaques that were smaller than those formed by 
the other viruses (Fig. S2).

We performed 50% plaque reduction neutral-
ization testing (PRNT50) using 20 serum samples 
that had been obtained from 15 participants in the 
pivotal trial1,2 2 or 4 weeks after the administra-
tion of the second dose of 30 μg of BNT162b2 
(which occurred 3 weeks after the first immuni-
zation) (Fig. S3). All the serum samples efficient-
ly neutralized USA-WA1/2020 and all the viruses 
with variant spikes. Almost all of them did so at 
titers higher than 1:40. Geometric mean neutral-
izing titers against USA-WA1/2020, B.1.1.7-spike, 
P.1-spike, B.1.351-spike, B.1.351-Δ242-244+D614G, 
and B.1.351-RBD+D614G viruses were 532, 663, 
437, 194, 485, and 331, respectively (Fig. 1 and 
Table S1). Thus, as compared with neutralization 
of USA-WA1/2020, neutralization of B.1.1.7-spike 
and P.1-spike viruses was roughly equivalent, and 
neutralization of B.1.351-spike virus was robust 
but lower. Our data are also consistent with 
lower neutralization titers against the virus with 
the full set of B.1.351-spike mutations than 
against virus with either subset of mutations. 
Our findings also suggest that mutations that 
result in amino acid substitutions K417N, E484K, 
and N501Y in the receptor-binding site have a 
greater effect on neutralization than the 242–244 
deletion affecting the N-terminal domain of the 
spike protein.

Limitations of the study include the potential 
for mutations to alter neutralization by affecting 
spike function rather than antigenicity. Therefore, 
each neutralization assay with a different target 
virus is unique, and comparisons between neu-
tralization titers from different assays should be 
interpreted with caution. Neutralizing activity 
against the B.1.351 lineage virus was robust at a 
geometric mean titer that was much higher than 
that obtained after one dose of BNT162b2, when 
strong efficacy was already observed in the 
C4591001 efficacy trial.1-3 T-cell immunity may 
also be involved in protection,4 and BNT162b2 

The New England Journal of Medicine 
  Copyright © 2021 Massachusetts Medical Society. All rights reserved. 
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immunization elicits CD8+ T-cell responses that 
recognize multiple variants.5 Ultimately, conclu-
sions about vaccine-mediated protection that are 
extrapolated from neutralization or T-cell data 
must be validated by real-world evidence collected 
in regions where the SARS-CoV-2 variants are 
circulating.
Yang Liu, Ph.D.
Jianying Liu, Ph.D.
Hongjie Xia, Ph.D.
Xianwen Zhang, B.S.
Camila R. Fontes-Garfias, Ph.D.
University of Texas Medical Branch
Galveston, TX

Kena A. Swanson, Ph.D.
Hui Cai, Ph.D.
Ritu Sarkar, M.A.
Wei Chen, M.S.
Mark Cutler, Ph.D.
David Cooper, Ph.D.
Pfizer Vaccine Research and Development
Pearl River, NY

Scott C. Weaver, Ph.D.
University of Texas Medical Branch 
Galveston, TX

Alexander Muik, Ph.D. 
Ugur Sahin, M.D.
BioNTech 
Mainz, Germany

Kathrin U. Jansen, Ph.D.
Pfizer Vaccine Research and Development 
Pearl River, NY

Xuping Xie, Ph.D.
University of Texas Medical Branch 
Galveston, TX 
xuxie@  utmb . edu

Philip R. Dormitzer, M.D., Ph.D.
Pfizer Vaccine Research and Development 
Pearl River, NY 
philip . dormitzer@  pfizer . com

Pei-Yong Shi, Ph.D.
University of Texas Medical Branch 
Galveston, TX 
peshi@  utmb . edu

Drs. Y. Liu and J. Liu contributed equally to this letter.

Figure 1. Serum Neutralization of Variant Strains of SARS-CoV-2 after the Second Dose of BNT162b2 Vaccine.

Shown are the results of 50% plaque reduction neutralization testing (PRNT50) with the use of 20 samples obtained 
from 15 trial participants 2 weeks (circles) or 4 weeks (triangles) after the administration of the second dose of the 
BNT162b2 vaccine. The mutant viruses were obtained by engineering the full set of mutations in the B.1.1.7, P.1., or 
B.1.351 lineage or subsets of the S gene mutations in the B.1.351 lineage (B.1.351-Δ242-244+D614G and B.1.351-
RBD+D614G) into USA-WA1/2020. Each data point represents the geometric mean PRNT50 obtained with a serum 
sample against the indicated virus, including data from repeat experiments, as detailed in Table S1 in the Supple-
mentary Appendix. The data for USA-WA1/2020 are from three experiments; for B.1.1.7-spike, B.1.351-Δ242-
244+D614G, and B.1.351-RBD-D614G viruses from one experiment each; and for P.1-spike and B.1.351-spike viruses 
from two experiments each. In each experiment, the neutralization titer was determined in duplicate assays, and the 
geometric mean was taken. The heights of bars and the numbers over the bars indicate geometric mean titers. The 
I bars indicate 95% confidence intervals. Statistical analysis was performed with the use of the Wilcoxon signed-
rank test. The statistical significance of the difference between geometric mean titers in the USA-WA1/2020 neutral-
ization assay and in each variant virus neutralization assay with the same serum samples are as follows: P = 0.02 for 
B.1.1.7-spike; P = 0.06 for P.1-spike; P<0.001 for B.1.351-spike; P = 0.99 for B.1.351-Δ242-244+D614G; and P = 0.005 for 
B.1.351-RBD+D614G. LOD denotes limit of detection.
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The New England Journal of Medicine 
  Copyright © 2021 Massachusetts Medical Society. All rights reserved. 
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16.1.7.2 Listing of Subjects Who Transferred to a Different Site – All Subjects ≥16 Years of Age 
Age Group 

(Years) Subject Transferred to Site Reason for Transfer 
  

16-55 C4591001 1013 10131005 1117 Subject moving to another site 
16-55 C4591001 1013 10131498 1015 Subject is moving 
16-55 C4591001 1013 10131518 1044 CTM request 
16-55 C4591001 1022 10221179 1015 Subject change of address 
16-55 C4591001 1055 10551061 1261 Subject moving to new site. 
16-55 C4591001 1055 10551071 1224 Subject request 
16-55 C4591001 1055 10551104 1269 Subject transfer to new site 
16-55 C4591001 1068 10681100 1146 Subject request 
16-55 C4591001 1080 10801135 1057 Subject transfer to new site. 
16-55 C4591001 1081 10811012 1110 subject transfer to new site 
16-55 C4591001 1081 10811023 1015 Subject request 
16-55 C4591001 1081 10811042 1091 Subject transfer to new site 
16-55 C4591001 1082 10821107 1156 Subject request 
16-55 C4591001 1090 10901291 1260 CTM requested subject transfer 
16-55 C4591001 1117 11171190 1114 subject moving to another site. 
16-55 C4591001 1126 11261082 1270 Study team request 
16-55 C4591001 1126 11261101 1270 Study team request 
16-55 C4591001 1126 11261196 1130 Study team request 
16-55 C4591001 1134 11341314 1156 Subject transfer based on request 
16-55 C4591001 1135 11351099 1126 CTM requested subject transfer 
16-55 C4591001 1135 11351100 1126 CTM requested subject transfer 
16-55 C4591001 1135 11351480 1133 Subject moved to another site based on subject's request 
16-55 C4591001 1140 11401176 1169 Subject change of address 
16-55 C4591001 1141 11411046 1009 Subject request 
16-55 C4591001 1162 11621304 1224 subject transfer to other site. 
16-55 C4591001 1170 11701364 1117 Subject transfers from site 1170 to site 1117 
16-55 C4591001 1170 11701365 1117 Subject transfers from site 1170 to site 1117 
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16.1.7.2 Listing of Subjects Who Transferred to a Different Site – All Subjects ≥16 Years of Age 
Age Group 

(Years) Subject Transferred to Site Reason for Transfer 
  

16-55 C4591001 1177 11771047 1152 Subject request 
16-55 C4591001 1204 12041107 1226 Subject 12041107 transferred to 1226 site. 
16-55 C4591001 1204 12041128 1091 Subject moving to another site 
16-55 C4591001 1204 12041129 1091 Subject moving to another site 
16-55 C4591001 1241 12412418 1226 Subject request 
>55 C4591001 1001 10011098 1223 Subject moving to another site 
>55 C4591001 1015 10151036 1260 Subject transferring to site 1260 
>55 C4591001 1015 10151037 1260 Subject transferring to site 1260 
>55 C4591001 1015 10151140 1083 Subject transfer to new site 
>55 C4591001 1015 10151141 1083 Subject transfer to new site 
>55 C4591001 1015 10151178 1260 CTM requested subject transfer 
>55 C4591001 1015 10151244 1013 Subject moving to another site 
>55 C4591001 1090 10901483 1027 subject transferring to new site 
>55 C4591001 1204 12041119 1091 Subject moving to another site 
>55 C4591001 1224 12241046 1168 Subject transfer to another site 
>55 C4591001 1235 12351111 1171 Subject request 
>55 C4591001 1260 12601113 1015 Subject transfer to new site 

  
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (23:24) Source Data: adsl Table Generation: 27MAR2021 (01:37)  
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: ./nda2_unblinded/C4591001_BLA/adsl_l003_site  
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Page 1 of 614

***Confidential***

Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 06-Jun-2020 00:47 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per
protocol amendment 5, STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response
- Protocol version

27 MAY 2020

2. Select appropriate response
- What cohort does the
subject belong to?

STAGE 1 SENTINEL COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Jun/11/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 22-Apr-2020 21:05 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Demography

1. Subject ID [10071050]

2. Birth Date: /1982

3. Sex: FEMALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that
apply):

ASIAN

6. Racial Designation:
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Visit: SCR Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jun/11/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: SCR Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 06-Jun-2020 00:48 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Study eligibility requires subjects to meet all inclusion criteria (YES) and Not meet exclusion
criteria (NO).

Inclusion Criteria

1.a Inclusion Number: 1

Criterion Description: Male or female participants between the ages of 18 and 55
years, inclusive, 65 and 85 years, inclusive, or 18 and 85 years,
inclusive, at randomization (dependent upon study stage)

Criterion met? YES

Criterion ID: (For Pfizer
use only)

IN01A00

1.b Inclusion Number: 2

Criterion Description: Participants who are willing and able to comply with all
scheduled visits, vaccination plan, laboratory tests, lifestyle
considerations, and other study procedures

Criterion met? YES

Criterion ID: (For Pfizer
use only)

IN02A00

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0129106



Page 6 of 614

***Confidential***

Header Text: c4591001

Visit: SCR Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 06-Jun-2020 00:48 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.c Inclusion Number: 3

Criterion Description: Healthy participants who are determined by medical history,
physical examination, and clinical judgment of the investigator
to be eligible for inclusion in the study

Criterion met? YES

Criterion ID: (For Pfizer
use only)

IN03A00

1.d Inclusion Number: 4

Criterion Description: Capable of giving personal signed informed consent, which
includes compliance with the requirements and restrictions
listed in the ICD and in this protocol

Criterion met? YES

Criterion ID: (For Pfizer
use only)

IN04A00

Exclusion Criteria

2.a Exclusion Number: 1

Criterion Description: Other medical or psychiatric condition incl. recent (within past
year) or active suicidal ideation/behavior/lab abnormality that
may increase the risk of study participation

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX01A00
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2.b Exclusion Number: 2

Criterion Description: Known infection with human immunodeficiency virus (HIV),
hepatitis C virus (HCV), or hepatitis B virus (HBV)

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX02A00

2.c Exclusion Number: 3

Criterion Description: History of severe adverse reaction associated with a vaccine
and/or severe allergic reaction (eg, anaphylaxis) to any
component of the study intervention(s)

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX03A00

2.d Exclusion Number: 4

Criterion Description: Receipt of medications intended to prevent COVID-19

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX04A00

2.e Exclusion Number: 5

Criterion Description: Stages 1 and 2 only: Previous clinical or microbiological
diagnosis of COVID-19

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX05A00
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2.f Exclusion Number: 6

Criterion Description: Sentinel participants in Stage 1 only: Individuals at high risk
for severe COVID-19 (full details in protocol)

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX06A01

2.g Exclusion Number: 7

Criterion Description: Sentinel participants in Stage 1 only: Individuals currently
working in occupations with high risk of exposure to
SARS-CoV-2 (eg, healthcare worker, emergency response
personnel)

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX07A00

2.h Exclusion Number: 8

Criterion Description: Immunocompromised individuals with known or suspected
immunodeficiency, as determined by history and/or
laboratory/physical examination

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX08A00
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2.i Exclusion Number: 9

Criterion Description: Individuals with a history of autoimmune disease or an active
autoimmune disease requiring therapeutic intervention

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX09A00

2.j Exclusion Number: 10

Criterion Description: Bleeding diathesis or condition associated with prolonged
bleeding that would, in the opinion of the investigator,
contraindicate intramuscular injection

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX10A00

2.k Exclusion Number: 11

Criterion Description: Women who are pregnant or breastfeeding

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX11A00

2.l Exclusion Number: 12

Criterion Description: Previous vaccination with any coronavirus vaccine

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX12A00
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2.m Exclusion Number: 13

Criterion Description: Subjects who receive immunosuppressive therapy, such as
cytotoxic agents or systemic corticosteroids

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX13A01

2.n Exclusion Number: 14

Criterion Description: Sentinel participants in Stage 1 only: Regular receipt of
inhaled/nebulized corticosteroids

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX22A01

2.o Exclusion Number: 15

Criterion Description: Receipt of blood/plasma products or immunoglobulin, from 60
days before study intervention administration or planned
receipt throughout the study

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX14A01
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2.p Exclusion Number: 16

Criterion Description: Participation in other studies involving study intervention
within 28 days prior to study entry and/or during study
participation

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX15A01

2.q Exclusion Number: 17

Criterion Description: Previous participation in other studies involving study
intervention containing lipid nanoparticles

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX16A01

2.r Exclusion Number: 18

Criterion Description: Sentinel participants in Stage 1 only: Positive serological test
for SARS-CoV-2 IgM and/or IgG antibodies at the screening
visit

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX17A01
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2.s Exclusion Number: 19

Criterion Description: Sentinel participants in Stage 1 only: Screening
hematology/blood chemistry lab >=Grade 1 abnormality.
Except Bilirubin, other stable Grade1 abnormalities may be
considered eligible by Investigator

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX18A01

2.t Exclusion Number: 20

Criterion Description: Sentinel participants in Stage 1 only: Positive test for HIV,
hepatitis B surface antigen (HBsAg), hepatitis B core
antibodies (HBc Abs), or hepatitis C virus antibodies (HCV
Abs) at screening visit

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX19A01

2.u Exclusion Number: 21

Criterion Description: Sentinel participants in Stage 1 only: SARS-CoV-2
NAAT-positive nasal swab within 24 hours before receipt of
study intervention

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX20A01
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2.v Exclusion Number: 22

Criterion Description: Investigator site staff or Pfizer employees directly involved in
the conduct of the study, site staff otherwise supervised by the
investigator, and their respective family members

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX21A01
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eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Jun/22/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Seasonal allergy]

Start Date: UNK/UNK/2016

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Uterine leiomyoma]

Start Date: Sep/UNK/2019

Ongoing: YES

1.c Line/MH Number: [3]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Anemia]

Start Date: Sep/UNK/2019

Ongoing: YES
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-
Defined I
dentifier

Category for M
edication

Concomitant
Medications
Pre-specified

Name of Medication
Dose

Descri
ption

Form Insta
nce

 1. 1  GENERAL CO
NCOMITANT
MEDICATION
S 

NO  Ethinyl estradiol 20 mic
rogram and norethindro
ne acetate 1 mg oral tabl
et 

1/20  Repeating
Pages

 2. 2  GENERAL CO
NCOMITANT
MEDICATION
S 

NO  Chlorpheniramine male
ate 

4  Repeating
Pages

 3. 3  GENERAL CO
NCOMITANT
MEDICATION
S 

NO  Ferrous fumarate-contai
ning product in oral dos
e form 

1  Repeating
Pages
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Concomitant Medications

1. What is the medication
identifier?

[1]

2. Category: GENERAL CONCOMITANT MEDICATIONS

3. Concomitant Medications
Pre-specified:

NO

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[Ethinyl estradiol 20 microgram and norethindrone acetate 1 mg
oral tablet]

5. Dose: [1/20]

6. Dose Unit: ug

7. Dose Frequency: QD

8. Route: ORAL

9. Start Date: UNK/UNK/2010
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Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Concomitant Medications

1. What is the medication
identifier?

[2]

2. Category: GENERAL CONCOMITANT MEDICATIONS

3. Concomitant Medications
Pre-specified:

NO

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[Chlorpheniramine maleate]

5. Dose: [4]

6. Dose Unit: mg

7. Dose Frequency: PRN

8. Route: ORAL

9. Start Date: UNK/UNK/201609
01
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Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Concomitant Medications

1. What is the medication
identifier?

[3]

2. Category: GENERAL CONCOMITANT MEDICATIONS

3. Concomitant Medications
Pre-specified:

NO

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[Ferrous fumarate-containing product in oral dose
form]

5. Dose: [1]

6. Dose Unit: Not Applicable Comments

7. Dose Frequency: QD

8. Route: ORAL

9. Start Date: Feb/UNK/2020
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Physical Examination

1. Exam Date: Jun/11/2020

Physical Examination Result

2.a Body System Examined: GENERAL APPEARANCE

Result: NORMAL

2.b Body System Examined: SKIN

Result: NORMAL

2.c Body System Examined: HEAD

Result: NORMAL

2.d Body System Examined: EYES

Result: NORMAL

2.e Body System Examined: EARS

Result: NORMAL

2.f Body System Examined: NOSE

Result: NORMAL

2.g Body System Examined: THROAT

Result: NORMAL
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.h Body System Examined: HEART

Result: NORMAL

2.i Body System Examined: LUNGS

Result: NORMAL

2.j Body System Examined: ABDOMEN

Result: NORMAL

2.k Body System Examined: MUSCULOSKELETAL

Result: NORMAL

2.l Body System Examined: EXTREMITIES

Result: NORMAL

2.m Body System Examined: NEUROLOGICAL

Result: NORMAL

2.n Body System Examined: LYMPH NODES

Result: NORMAL
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Jun/11/2020

2. Weight: [64.6]

3. Unit: kg

4. Height: [169.0]

5. Unit: cm

6. Body Mass Index: [22.6]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [37.3]

Unit: C

Temperature Location: ORAL CAVITY

Systolic: [117]

Diastolic: [89]

BP Position: SITTING

Pulse: [79]
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Jun/11/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BNBND2]

5.b Sample ID [BNBND3]

5.c Sample ID [BNY247]
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Form Version: 22-Apr-2020 21:04

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Date of

Collectio
n

Specim
en Type

Assay Code and Descriptio
n

Device Type Result
Form Insta

nce

 1. Jun/11/2
020 

BLOO
D 

SEVERE ACUTE RESP S
YNDROME CORONAVIR
US 2 

SARS-COV-2 DI
AGNOSTIC TES
T 

NEGA
TIVE 

Repeating
Pages
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. Actual Date of Collection: Jun/11/2020

2. Specimen Type: BLOOD

3. Assay Code and
Description:

SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2

4. Device Type: SARS-COV-2 DIAGNOSTIC TEST

5. Test Result: NEGATIVE

6. Comments/Findings
/Details:

[ ]
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BASELINE

Form Version: 19-Jun-2020 21:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Central Lab Sample Collection

1. Collection Date: Jun/11/2020

2. Specimen Type: BLOOD

Lab Test

3.a Lab Panel: CLINICAL CHEMISTRY

Lab Sub-Panel: BLOOD CHEMISTRY

Was the lab sub-panel
collected?:

YES

3.b Lab Panel: CLINICAL CHEMISTRY

Lab Sub-Panel: VIROLOGY

Was the lab sub-panel
collected?:

YES

3.c Lab Panel: HEMATOLOGY

Lab Sub-Panel: DIFFERENTIAL

Was the lab sub-panel
collected?:

YES
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Form Version: 19-Jun-2020 21:47 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Jun/11/2020

4. Laboratory Name and
Address (Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jun/22/2020

2. Erroneous Visit
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments
eCRF Audit Trail History

Physical Examination

1. Exam Date: Not Applicable

//

Comments

Physical Examination Result

2.a Body System Examined: GENERAL APPEARANCE

Result: Not Applicable Comments

2.b Body System Examined: SKIN

Result: Not Applicable Comments

2.c Body System Examined: HEAD

Result: Not Applicable Comments

2.d Body System Examined: EYES

Result: Not Applicable Comments

2.e Body System Examined: EARS

Result: Not Applicable Comments
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Form Version: 19-Jun-2020 21:49 Form Status: Data Complete, Locked, Frozen, Verified
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Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.f Body System Examined: NOSE

Result: Not Applicable Comments

2.g Body System Examined: THROAT

Result: Not Applicable Comments

2.h Body System Examined: HEART

Result: Not Applicable Comments

2.i Body System Examined: LUNGS

Result: Not Applicable Comments

2.j Body System Examined: ABDOMEN

Result: Not Applicable Comments

2.k Body System Examined: MUSCULOSKELETAL

Result: Not Applicable Comments

2.l Body System Examined: EXTREMITIES

Result: Not Applicable Comments
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Form Version: 19-Jun-2020 21:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.m Body System Examined: NEUROLOGICAL

Result: Not Applicable Comments

2.n Body System Examined: LYMPH NODES

Result: Not Applicable Comments
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Jun/22/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [37.0]

Unit: C

Temperature Location: ORAL CAVITY

Systolic: [119]

Diastolic: [72]

BP Position: SITTING

Pulse: [68]
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Jun/22/2020

4. Laboratory Name and
Address (Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0129134



Page 34 of 614

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_S Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB
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Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Jun/22/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BNBSW4]
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#
Date of
Collecti

on

Specimen
Type

Specimen C
ollection Lo

cation

Assay Code and Descr
iption

Device Type
Form Insta

nce

 1. Jun/22/
2020 

SWABBE
D MATER
IAL 

NASAL CA
VITY 

SEVERE ACUTE RES
P SYNDROME CORO
NAVIRUS 2 

SARS-COV-2
DIAGNOSTI
C TEST 

Repeating
Pages
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. Actual Date of Collection: Jun/22/2020

2. Specimen Type: SWABBED MATERIAL

3. Specimen Collection
Location:

NASAL CAVITY

4. Assay Code and
Description:

SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2

5. Device Type: SARS-COV-2 DIAGNOSTIC TEST

6. Trade Name: CEPHEID XPERT XPRESS SARS-COV-2 TEST

7. Test Result: NEGATIVE

8. Comments/Findings
/Details:

[ ]
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eCRF Audit Trail History

Disposition

1. Randomization Date : Jun/22/2020

2. Randomization Number: [2300]

3. Randomization Group: [Stage 1, Age 18 to 55, Medium dose level (30mcg), 21 Day
(BNT162b2 or PBO)]
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Stratification

1. Select appropriate response
- Randomization Stage

Stage 1

2. Select appropriate response
- Randomization Age
Group

Age 18 to 55

3. Select appropriate response
- Randomization Dose

Medium dose level (30mcg)

4. Select appropriate response
- Randomization Dose
Group

21 Day

5. Select appropriate response
- BNT Number

(BNT162b2 or PBO)
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Jun/22/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BNBSWC]

5.b Sample ID [BNBSWD]

5.c Sample ID [BNBSWF]

5.d Sample ID [BNBSWG]

5.e Sample ID [BNBSWH]

5.f Sample ID [BNY28N]

5.g Sample ID [BNY28P]
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5.h Sample ID [BNY28R]

5.i Sample ID [BNY28S]
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Jun/22/2020 11:17

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: RIGHT

7. Route: INTRAMUSCULAR

8. Actual Dose: [0.5]

9. Unit: mL

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Jun/24/2020

2. Erroneous Visit
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Form Comments
eCRF Audit Trail History

Physical Examination

1. Exam Date: Not Applicable

//

Comments

Physical Examination Result

2.a Body System Examined: GENERAL APPEARANCE

Result: Not Applicable Comments

2.b Body System Examined: SKIN

Result: Not Applicable Comments

2.c Body System Examined: HEAD

Result: Not Applicable Comments

2.d Body System Examined: EYES

Result: Not Applicable Comments

2.e Body System Examined: EARS

Result: Not Applicable Comments
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2.f Body System Examined: NOSE

Result: Not Applicable Comments

2.g Body System Examined: THROAT

Result: Not Applicable Comments

2.h Body System Examined: HEART

Result: Not Applicable Comments

2.i Body System Examined: LUNGS

Result: Not Applicable Comments

2.j Body System Examined: ABDOMEN

Result: Not Applicable Comments

2.k Body System Examined: MUSCULOSKELETAL

Result: Not Applicable Comments

2.l Body System Examined: EXTREMITIES

Result: Not Applicable Comments
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2.m Body System Examined: NEUROLOGICAL

Result: Not Applicable Comments

2.n Body System Examined: LYMPH NODES

Result: Not Applicable Comments
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eCRF Audit Trail History

Vital Signs

1. Date: Jun/24/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [36.5]

Unit: C

Temperature Location: ORAL CAVITY

Systolic: [110]

Diastolic: [83]

BP Position: SITTING

Pulse: [90]

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0129147



Page 47 of 614

***Confidential***

 

Header Text: c4591001

Visit: V2_DAY2_POSTVAX1_S Form: CENTRAL LAB SAMPLE COLLECTION

Form Version: 19-Jun-2020 21:47 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---
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eCRF Audit Trail History

Central Lab Sample Collection

1. Collection Date: Jun/24/2020

2. Specimen Type: BLOOD

Lab Test

3.a Lab Panel: CLINICAL CHEMISTRY

Lab Sub-Panel: BLOOD CHEMISTRY

Was the lab sub-panel
collected?:

YES

3.b Lab Panel: HEMATOLOGY

Lab Sub-Panel: DIFFERENTIAL

Was the lab sub-panel
collected?:

YES

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0129148



Page 48 of 614

***Confidential***

 

Header Text: c4591001

Visit: V3_WEEK1_POSTVAX1_S Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Jun/29/2020

2. Erroneous Visit
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Form Comments
eCRF Audit Trail History

Physical Examination

1. Exam Date: Not Applicable

//

Comments

Physical Examination Result

2.a Body System Examined: GENERAL APPEARANCE

Result: Not Applicable Comments

2.b Body System Examined: SKIN

Result: Not Applicable Comments

2.c Body System Examined: HEAD

Result: Not Applicable Comments

2.d Body System Examined: EYES

Result: Not Applicable Comments

2.e Body System Examined: EARS

Result: Not Applicable Comments
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2.f Body System Examined: NOSE

Result: Not Applicable Comments

2.g Body System Examined: THROAT

Result: Not Applicable Comments

2.h Body System Examined: HEART

Result: Not Applicable Comments

2.i Body System Examined: LUNGS

Result: Not Applicable Comments

2.j Body System Examined: ABDOMEN

Result: Not Applicable Comments

2.k Body System Examined: MUSCULOSKELETAL

Result: Not Applicable Comments

2.l Body System Examined: EXTREMITIES

Result: Not Applicable Comments

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0129151



Page 51 of 614

***Confidential***

Header Text: c4591001

Visit: V3_WEEK1_POSTVAX1_S Form: PHYSICAL EXAMINATION

Form Version: 19-Jun-2020 21:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.m Body System Examined: NEUROLOGICAL

Result: Not Applicable Comments

2.n Body System Examined: LYMPH NODES

Result: Not Applicable Comments
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Jun/29/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [37.0]

Unit: C

Temperature Location: ORAL CAVITY

Systolic: [134]

Diastolic: [71]

BP Position: SITTING

Pulse: [80]
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Central Lab Sample Collection

1. Collection Date: Jun/29/2020

2. Specimen Type: BLOOD

Lab Test

3.a Lab Panel: CLINICAL CHEMISTRY

Lab Sub-Panel: BLOOD CHEMISTRY

Was the lab sub-panel
collected?:

YES

3.b Lab Panel: HEMATOLOGY

Lab Sub-Panel: DIFFERENTIAL

Was the lab sub-panel
collected?:

YES
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Jun/29/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BNBT2P]

5.b Sample ID [BNBT2R]

5.c Sample ID [BNBT2S]

5.d Sample ID [BNBT2T]

5.e Sample ID [BNBT2V]

5.f Sample ID [BNY2FB]

5.g Sample ID [BNY2FC]
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5.h Sample ID [BNY2FD]

5.i Sample ID [BNY2FF]
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Jul/13/2020

2. Erroneous Visit

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0129157



Page 57 of 614

***Confidential***

 

Header Text: c4591001

Visit: V4_WEEK3_VAX2_S Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat
fever/pain given on the last
day the Subject Diary was
completed?

NO

2.a Symptom: FEVER

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO
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2.d Symptom: CHILLS

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.e Symptom: VOMITING

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.f Symptom: DIARRHEA

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

3. Injection Site Location: DELTOID MUSCLE

4. Injection Site Body Side: RIGHT

5.a Injection Site Reaction: REDNESS

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO

5.b Injection Site Reaction: SWELLING

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO
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Form Comments
eCRF Audit Trail History

Physical Examination

1. Exam Date: Not Applicable

//

Comments

Physical Examination Result

2.a Body System Examined: GENERAL APPEARANCE

Result: Not Applicable Comments

2.b Body System Examined: SKIN

Result: Not Applicable Comments

2.c Body System Examined: HEAD

Result: Not Applicable Comments

2.d Body System Examined: EYES

Result: Not Applicable Comments

2.e Body System Examined: EARS

Result: Not Applicable Comments
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2.f Body System Examined: NOSE

Result: Not Applicable Comments

2.g Body System Examined: THROAT

Result: Not Applicable Comments

2.h Body System Examined: HEART

Result: Not Applicable Comments

2.i Body System Examined: LUNGS

Result: Not Applicable Comments

2.j Body System Examined: ABDOMEN

Result: Not Applicable Comments

2.k Body System Examined: MUSCULOSKELETAL

Result: Not Applicable Comments

2.l Body System Examined: EXTREMITIES

Result: Not Applicable Comments

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0129162



Page 62 of 614

***Confidential***

Header Text: c4591001

Visit: V4_WEEK3_VAX2_S Form: PHYSICAL EXAMINATION

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.m Body System Examined: NEUROLOGICAL

Result: Not Applicable Comments

2.n Body System Examined: LYMPH NODES

Result: Not Applicable Comments
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eCRF Audit Trail History

Vital Signs

1. Date: Jul/13/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [36.9]

Unit: C

Temperature Location: ORAL CAVITY

Systolic: [119]

Diastolic: [77]

BP Position: SITTING

Pulse: [75]
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eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Jul/13/2020

4. Laboratory Name and
Address (Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Jul/13/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BNBTD8]
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#
Date of
Collecti

on

Specimen
Type

Specimen C
ollection Lo

cation

Assay Code and Descr
iption

Device Type
Form Insta

nce

 1. Jul/13/2
020 

SWABBE
D MATER
IAL 

NASAL CA
VITY 

SEVERE ACUTE RES
P SYNDROME CORO
NAVIRUS 2 

SARS-COV-2
DIAGNOSTI
C TEST 

Repeating
Pages

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0129167



Page 67 of 614

***Confidential***

Header Text: c4591001

Visit: V4_WEEK3_VAX2_S Form: MICROBIOLOGY SPECIMEN

Form Version: 22-Apr-2020 21:05 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. Actual Date of Collection: Jul/13/2020

2. Specimen Type: SWABBED MATERIAL

3. Specimen Collection
Location:

NASAL CAVITY

4. Assay Code and
Description:

SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2

5. Device Type: SARS-COV-2 DIAGNOSTIC TEST

6. Trade Name: CEPHEID XPERT XPRESS SARS-COV-2 TEST

7. Test Result: NEGATIVE

8. Comments/Findings
/Details:

[ ]
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eCRF Audit Trail History

Central Lab Sample Collection

1. Collection Date: Jul/13/2020

2. Specimen Type: BLOOD

Lab Test

3.a Lab Panel: CLINICAL CHEMISTRY

Lab Sub-Panel: BLOOD CHEMISTRY

Was the lab sub-panel
collected?:

YES

3.b Lab Panel: HEMATOLOGY

Lab Sub-Panel: DIFFERENTIAL

Was the lab sub-panel
collected?:

YES
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Jul/13/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BNBTFG]

5.b Sample ID [BNBTFH]

5.c Sample ID [BNBTFJ]

5.d Sample ID [BNBTFK]

5.e Sample ID [BNBTFL]

5.f Sample ID [BNY2PG]

5.g Sample ID [BNY2PH]
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5.h Sample ID [BNY2PJ]

5.i Sample ID [BNY2PK]
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eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Jul/13/2020 15:08

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: RIGHT

7. Route: INTRAMUSCULAR

8. Actual Dose: [0.5]

9. Unit: mL

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Jul/16/2020

2. Erroneous Visit
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eCRF Audit Trail History

Physical Examination

1. Exam Date: Jul/16/2020

Physical Examination Result

2.a Body System Examined: GENERAL APPEARANCE

Result: NOT DONE

2.b Body System Examined: SKIN

Result: NOT DONE

2.c Body System Examined: HEAD

Result: NOT DONE

2.d Body System Examined: EYES

Result: NOT DONE

2.e Body System Examined: EARS

Result: NOT DONE

2.f Body System Examined: NOSE

Result: NOT DONE

2.g Body System Examined: THROAT

Result: NOT DONE
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2.h Body System Examined: HEART

Result: NOT DONE

2.i Body System Examined: LUNGS

Result: NOT DONE

2.j Body System Examined: ABDOMEN

Result: NOT DONE

2.k Body System Examined: MUSCULOSKELETAL

Result: NOT DONE

2.l Body System Examined: EXTREMITIES

Result: NOT DONE

2.m Body System Examined: NEUROLOGICAL

Result: NOT DONE

2.n Body System Examined: LYMPH NODES

Result: ABNORMAL

If abnormal findings, specify: (If clinically significant,
record on the Medical History or Adverse Event CRF as
appropriate).
[has 1x2 cm non-tender, mobile node in right axillae]

Are there clinically significant findings?
YES
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eCRF Audit Trail History

Vital Signs

1. Date: Jul/16/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [36.9]

Unit: C

Temperature Location: ORAL CAVITY

Systolic: [124]

Diastolic: [81]

BP Position: SITTING

Pulse: [70]
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eCRF Audit Trail History

Central Lab Sample Collection

1. Collection Date: Jul/16/2020

2. Specimen Type: BLOOD

Lab Test

3.a Lab Panel: CLINICAL CHEMISTRY

Lab Sub-Panel: BLOOD CHEMISTRY

Was the lab sub-panel
collected?:

YES

3.b Lab Panel: HEMATOLOGY

Lab Sub-Panel: DIFFERENTIAL

Was the lab sub-panel
collected?:

YES
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Jul/16/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP74PH]

5.b Sample ID [BP74PJ]

5.c Sample ID [BP74PK]

5.d Sample ID [BP74PL]

5.e Sample ID [BP74PM]

5.f Sample ID [BNY2VL]

5.g Sample ID [BNY2VM]

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0129178



Page 78 of 614

***Confidential***

Header Text: c4591001

Visit: V5_WEEK1_POSTVAX2_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.h Sample ID [BNY2VN]

5.i Sample ID [BNY2VP]
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Jul/27/2020

2. Erroneous Visit
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eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat
fever/pain given on the last
day the Subject Diary was
completed?

NO

2.a Symptom: FEVER

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO
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2.d Symptom: CHILLS

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.e Symptom: VOMITING

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.f Symptom: DIARRHEA

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO
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3. Injection Site Location: DELTOID MUSCLE

4. Injection Site Body Side: RIGHT

5.a Injection Site Reaction: REDNESS

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO

5.b Injection Site Reaction: SWELLING

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO
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Header Text: c4591001

Visit: V6_WEEK2_POSTVAX2_S Form: PHYSICAL EXAMINATION

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Physical Examination

1. Exam Date: Jul/27/2020

Physical Examination Result

2.a Body System Examined: GENERAL APPEARANCE

Result: NOT DONE

2.b Body System Examined: SKIN

Result: NOT DONE

2.c Body System Examined: HEAD

Result: NOT DONE

2.d Body System Examined: EYES

Result: NOT DONE

2.e Body System Examined: EARS

Result: NOT DONE

2.f Body System Examined: NOSE

Result: NOT DONE

2.g Body System Examined: THROAT

Result: NOT DONE
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Header Text: c4591001

Visit: V6_WEEK2_POSTVAX2_S Form: PHYSICAL EXAMINATION

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.h Body System Examined: HEART

Result: NOT DONE

2.i Body System Examined: LUNGS

Result: NOT DONE

2.j Body System Examined: ABDOMEN

Result: NOT DONE

2.k Body System Examined: MUSCULOSKELETAL

Result: NOT DONE

2.l Body System Examined: EXTREMITIES

Result: NOT DONE

2.m Body System Examined: NEUROLOGICAL

Result: NOT DONE

2.n Body System Examined: LYMPH NODES

Result: NORMAL

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0129185



Page 85 of 614

***Confidential***

 

Header Text: c4591001

Visit: V6_WEEK2_POSTVAX2_S Form: VITAL SIGNS

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Jul/27/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [36.5]

Unit: C

Temperature Location: ORAL CAVITY

Systolic: [137]

Diastolic: [83]

BP Position: SITTING

Pulse: [78]
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Visit: V6_WEEK2_POSTVAX2_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Jul/27/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP74YL]

5.b Sample ID [BP74YM]

5.c Sample ID [BP74YN]

5.d Sample ID [BP74YP]

5.e Sample ID [BP74YR]

5.f Sample ID [BNY31Y]

5.g Sample ID [BNY31Z]
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Header Text: c4591001

Visit: V6_WEEK2_POSTVAX2_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.h Sample ID [BNY320]

5.i Sample ID [BNY321]

5.j Sample ID [BNY322]

5.k Sample ID [BNY323]

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0129188



Page 88 of 614

***Confidential***

 

Header Text: c4591001

Visit: V7_MONTH1_S Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/10/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V7_MONTH1_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Aug/10/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BM811Z]

5.b Sample ID [BM8120]

5.c Sample ID [BM8121]

5.d Sample ID [BM8122]

5.e Sample ID [BM8123]

5.f Sample ID [BPG03B]

5.g Sample ID [BPG03C]

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0129190



Page 90 of 614

***Confidential***

Header Text: c4591001

Visit: V7_MONTH1_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.h Sample ID [BPG03D]

5.i Sample ID [BPG03F]
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Header Text: c4591001

Visit: V8_MONTH6_S Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/4/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V8_MONTH6_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Jan/4/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR3YDD]

5.b Sample ID [BMNR6L]

5.c Sample ID [BMNR6S]
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Header Text: c4591001

Visit: V9_MONTH12_S Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V9_MONTH12_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: V10_MONTH24_S Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V10_MONTH24_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19

Form Version: 20-Feb-2021 02:17 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom
Started:

//

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]

Health Care Utilization

3. Has the subject been
hospitalized due to potential
COVID-19 illness?
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained
for Potential COVID-19
Illness?

3. Toxicity Grade:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Unplanned - New Unscheduled
Visit

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned - New Unscheduled
Visit

Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Unplanned Assessments

1. Assessments
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 22-Apr-2020 21:05 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Aug/10/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB
- New Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB
- New Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT
SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Category
AE Ide
ntifier

Adverse Event Start Date
Is the Adverse Eve

nt Still Ongoing
Form Instan

ce

 1. ADVERS
E EVENT 

1  Right axillary lymp
h node enlargement
 

Jul/15/2020
UNK:UNK 

NO
End Date Time:

Jul/27/2020 UN
K:UNK

 

Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[Right axillary lymph node enlargement]

4. Start Date Time: Jul/15/2020 UNK:UNK

5. Is the adverse event still
ongoing?

NO

End Date Time:
Jul/27/2020 UNK:UNK

6. Toxicity Grade: 1
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

NO
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Header Text: c4591001

Visit: Logs Form: MEDICATION ERROR

Form Version: 22-Apr-2020 21:04

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Categ

ory
Medicatio
n Error

Start
Date

Is the medication erro
r Still Ongoing

Study Medication
Errors Action

Form Instan
ce

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: MEDICATION ERROR

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with
Study Treatment:

6. Was a Concomitant
Medication given?

7. Was a Non-Drug Treatment
given?

8. Did the Medication Error
cause the subject to be
discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defin
ed Identifier

Category for
Medication

Concomitant Medica
tions Pre-specified

Name of M
edication

Start
Date

Form Instan
ce

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS -
PROHIBITED

Form Version: 22-Apr-2020 21:03

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defi
ned Identifier

Category for
Medication

Concomitant Medic
ations Pre-specified

Name of
Medicatio

n

Dose Des
cription

Form Instan
ce

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS -
PROHIBITED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?09
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Header Text: c4591001

Visit: Logs Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Categ

ory
Treatment Ide

ntifier
Con Non-Drug Treatments

Pre-specified
Treatm

ent
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment
Identifier?

[ ]

3. Concomitant Non-drug
Treatment Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Header Text: c4591001 

Visit: Logs 

Form Version: 22-Apr-2020 21:03 

Site No: 1007 

Subject No: 10071050 

Generated By: pfe.levissc 

Form: TRANSFUSIONS 

Site Name: (1007) Cincinnati Children's Hospital Medical 
Center 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:12 
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Header Text: c4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Header Text: c4591001

Visit:
UNPLANNED_BOOSTER_CONTACT
- Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital
Medical Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit:
UNPLANNED_BOOSTER_CONTACT
- Unscheduled

Form: BOOSTER DOSE TRIGGER FORM

Form Version: 20-Feb-2021 02:20 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital
Medical Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Booster Dose Trigger Form

1. Select appropriate response
- Will the participant return
for consent/eligibility
assessment for the booster
dose visit?
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and
Address (Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vaccination

1. Was there a temporary
delay of vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/28/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response
- Is participant willing to
return for Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible and NOT confirmed to have received only placebo at
Vaccination 1/2
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eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Jan/4/2021

2. Primary Reason for
Unblinding:

ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Withdrawal Of Consent

1. Withdrawal of Consent
Date :

//
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Death Details

1. Date of Collection /
Notification of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Aug/10/2020
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Center
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eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Robert
Frenck 

Approved Mar-07-2021 21:07:19 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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6 Jun-22-2020 11:49:04 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)
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Eastern Time (US & Canada)
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Header Text: c4591001

Visit: V3_WEEK1_POSTVAX1_S Form: PHYSICAL EXAMINATION - Comments

Form Version: 19-Jun-2020 21:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

2.n Jun-29-2020 13:26:30 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Visit: V4_WEEK3_VAX2_S Form: PHYSICAL EXAMINATION - Comments

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Jul-13-2020 14:24:31 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Visit: V4_WEEK3_VAX2_S Form: PHYSICAL EXAMINATION - Comments

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

1 Jul-13-2020 14:24:31 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Visit: V4_WEEK3_VAX2_S Form: PHYSICAL EXAMINATION - Comments

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

2.a Jul-13-2020 14:24:31 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Visit: V4_WEEK3_VAX2_S Form: PHYSICAL EXAMINATION - Comments

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

2.b Jul-13-2020 14:24:31 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Visit: V4_WEEK3_VAX2_S Form: PHYSICAL EXAMINATION - Comments

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

2.c Jul-13-2020 14:24:31 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Visit: V4_WEEK3_VAX2_S Form: PHYSICAL EXAMINATION - Comments

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

2.d Jul-13-2020 14:24:31 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Visit: V4_WEEK3_VAX2_S Form: PHYSICAL EXAMINATION - Comments

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

2.e Jul-13-2020 14:24:31 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Visit: V4_WEEK3_VAX2_S Form: PHYSICAL EXAMINATION - Comments

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

2.f Jul-13-2020 14:24:31 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Visit: V4_WEEK3_VAX2_S Form: PHYSICAL EXAMINATION - Comments

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

2.g Jul-13-2020 14:24:31 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Visit: V4_WEEK3_VAX2_S Form: PHYSICAL EXAMINATION - Comments

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

2.h Jul-13-2020 14:24:31 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Visit: V4_WEEK3_VAX2_S Form: PHYSICAL EXAMINATION - Comments

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

2.i Jul-13-2020 14:24:31 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0129301



Page 201 of 614

***Confidential***

Header Text: c4591001

Visit: V4_WEEK3_VAX2_S Form: PHYSICAL EXAMINATION - Comments

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

2.j Jul-13-2020 14:24:31 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Visit: V4_WEEK3_VAX2_S Form: PHYSICAL EXAMINATION - Comments

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

2.k Jul-13-2020 14:24:31 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Visit: V4_WEEK3_VAX2_S Form: PHYSICAL EXAMINATION - Comments

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

2.l Jul-13-2020 14:24:31 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Visit: V4_WEEK3_VAX2_S Form: PHYSICAL EXAMINATION - Comments

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

2.m Jul-13-2020 14:24:31 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Visit: V4_WEEK3_VAX2_S Form: PHYSICAL EXAMINATION - Comments

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

2.n Jul-13-2020 14:24:31 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Robert
Frenck 

Approved Mar-07-2021 21:07:19 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Laura Pace  N/A Feb-16-2021 16:06:27 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert
Frenck 

Approved Jan-11-2021 15:47:30 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Laura Pace  N/A Jan-04-2021 10:20:41 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert
Frenck 

Approved Aug-12-2020 14:52:55 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail
History

Form Version: 06-Jun-2020 00:47 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Jun-11-2020
15:06:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
27 MAY 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Jun-11-2020
15:06:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
STAGE 1 SENTINEL
COHORTS

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Jun-11-2020
15:07:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
OBTAINED

Date Written Consent
Obtained

Jun/11/2020

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0129311



Page 211 of 614

***Confidential***

 

Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:05 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject ID

Date Location User Value Reason

Jun-11-2020
15:06:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10071050

Item copied
from previous
form

2. Birth Date:

Date Location User Value Reason

Jun-22-2020
11:37:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
/1982

Changed
Information

Jun-11-2020
15:06:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1982

Screening Log
Entry

3. Sex:

Date Location User Value Reason

Jun-11-2020
15:07:28
(UTC-05:00)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FEMALE

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:05 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time (US
& Canada)

4. Ethnicity:

Date Location User Value Reason

Jun-11-2020
15:07:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT HISPANIC OR L
ATINO(A) OR OF SP
ANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Jun-11-2020
15:07:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ASIAN

Initial Entry

09
01

77
e1
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ae

40
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Header Text: c4591001

Visit: SCR Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Jun-11-2020
15:07:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jun/11/2020

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:
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Header Text: c4591001

Visit: SCR Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 06-Jun-2020 00:48 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Incl
usio
n N
umb
er:

1

Crit
erio
n De
scri
ptio
n:

Male or female
participants bet
ween the ages of
18 and 55 years,
inclusive, 65 an
d 85 years, inclu
sive, or 18 and 8
5 years, inclusiv
e, at randomizati
on (dependent u
pon study stage)

Crit
erio
n m
et?:

YES

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:
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Header Text: c4591001

Visit: SCR Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 06-Jun-2020 00:48 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Crit
erio
n ID
: (F
or P
fizer
use
only
):

IN01A00

1.a Inclusion Number:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

1.a Criterion Description:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Male or female partici
pants between the ages
of 18 and 55 years, inc
lusive, 65 and 85 years
, inclusive, or 18 and 8
5 years, inclusive, at ra
ndomization (depende
nt upon study stage)

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al
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Header Text: c4591001

Visit: SCR Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 06-Jun-2020 00:48 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.a Criterion met?

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.a Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
IN01A00

Initial Entry

1.b

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Incl
usio
n Nu
mbe
r:

2

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al
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Header Text: c4591001

Visit: SCR Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 06-Jun-2020 00:48 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Crit
erio
n De
scrip
tion:

Participants wh
o are willing an
d able to compl
y with all sched
uled visits, vacc
ination plan, lab
oratory tests, lif
estyle considera
tions, and other
study procedure
s

Crit
erio
n me
t?:

YES

Crit
erio
n ID
: (Fo
r Pfi
zer u
se on
ly):

IN02A00

09
01

77
e1

96
ae

40
2a

\F
in

al
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Header Text: c4591001

Visit: SCR Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 06-Jun-2020 00:48 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.b Inclusion Number:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
2

Initial Entry

1.b Criterion Description:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Participants who are w
illing and able to comp
ly with all scheduled vi
sits, vaccination plan, l
aboratory tests, lifestyl
e considerations, and o
ther study procedures

Initial Entry

1.b Criterion met?

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.b Criterion ID: (For Pfizer use only)09
01

77
e1

96
ae

40
2a

\F
in
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Header Text: c4591001

Visit: SCR Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 06-Jun-2020 00:48 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
IN02A00

Initial Entry

1.c

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Incl
usio
n Nu
mbe
r:

3

Crit
erio
n De
scrip
tion:

Healthy particip
ants who are det
ermined by med
ical history, phy
sical examinatio
n, and clinical j
udgment of the i
nvestigator to b
e eligible for inc
lusion in the stu
dy

Crit
erio
n me
t?:

YES

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
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\F

in
al
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Header Text: c4591001

Visit: SCR Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 06-Jun-2020 00:48 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Crit
erio
n ID
: (Fo
r Pfi
zer
use
only
):

IN03A00

09
01

77
e1

96
ae

40
2a

\F
in
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in
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n:
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Header Text: c4591001

Visit: SCR Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 06-Jun-2020 00:48 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.c Inclusion Number:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
3

Initial Entry

1.c Criterion Description:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Healthy participants w
ho are determined by
medical history, physic
al examination, and cli
nical judgment of the i
nvestigator to be eligib
le for inclusion in the s
tudy

Initial Entry

1.c Criterion met?

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
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 O
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Header Text: c4591001

Visit: SCR Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 06-Jun-2020 00:48 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.c Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
IN03A00

Initial Entry

1.d

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Incl
usio
n Nu
mbe
r:

4

Crit
erio
n De
scrip
tion:

Capable of givi
ng personal sign
ed informed con
sent, which incl
udes complianc
e with the requi
rements and rest
rictions listed in
the ICD and in t
his protocol

Crit
erio
n me
t?:

YES

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
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Header Text: c4591001

Visit: SCR Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 06-Jun-2020 00:48 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Crit
erio
n ID
: (Fo
r Pfi
zer u
se on
ly):

IN04A00

09
01

77
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96
ae

40
2a

\F
in
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in
al

 O
n:
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Header Text: c4591001

Visit: SCR Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 06-Jun-2020 00:48 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.d Inclusion Number:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
4

Initial Entry

1.d Criterion Description:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Capable of giving pers
onal signed informed c
onsent, which includes
compliance with the re
quirements and restrict
ions listed in the ICD a
nd in this protocol

Initial Entry

1.d Criterion met?

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.d Criterion ID: (For Pfizer use only)09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
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Header Text: c4591001

Visit: SCR Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 06-Jun-2020 00:48 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
IN04A00

Initial Entry

2.a

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Excl
usio
n N
umb
er:

1

Crit
erio
n De
scri
ptio
n:

Other medical o
r psychiatric co
ndition incl. rec
ent (within past
year) or active s
uicidal ideation/
behavior/lab ab
normality that
may increase th
e risk of study p
articipation

Crit
erio
n m
et?:

NO

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
\F
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al

 O
n:
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Header Text: c4591001

Visit: SCR Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 06-Jun-2020 00:48 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Crit
erio
n ID
: (Fo
r Pfi
zer
use
only
):

EX01A00

2.a Exclusion Number:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

2.a Criterion Description:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Other medical or psyc
hiatric condition incl. r
ecent (within past year
) or active suicidal idea
tion/behavior/lab abno
rmality that may increa
se the risk of study par
ticipation

Initial Entry

09
01

77
e1

96
ae

40
2a
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Header Text: c4591001

Visit: SCR Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 06-Jun-2020 00:48 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.a Criterion met?

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.a Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX01A00

Initial Entry

2.b

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclu
sion
Num
ber:

2

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:
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Header Text: c4591001

Visit: SCR Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 06-Jun-2020 00:48 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Crite
rion
Descr
iption
:

Known infecti
on with human
immunodeficie
ncy virus (HIV
), hepatitis C vi
rus (HCV), or
hepatitis B viru
s (HBV)

Crite
rion
met?:

NO

Crite
rion I
D: (F
or Pfi
zer us
e only
):

EX02A00

09
01

77
e1

96
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40
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\F

in
al

 O
n:
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Header Text: c4591001

Visit: SCR Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 06-Jun-2020 00:48 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.b Exclusion Number:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
2

Initial Entry

2.b Criterion Description:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Known infection with
human immunodeficie
ncy virus (HIV), hepati
tis C virus (HCV), or h
epatitis B virus (HBV)

Initial Entry

2.b Criterion met?

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.b Criterion ID: (For Pfizer use only)

Date Location User Value Reason09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:
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Header Text: c4591001

Visit: SCR Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 06-Jun-2020 00:48 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX02A00

Initial Entry

2.c

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Excl
usio
n Nu
mbe
r:

3

Crit
erio
n De
scrip
tion:

History of sever
e adverse reacti
on associated w
ith a vaccine an
d/or severe aller
gic reaction (eg,
anaphylaxis) to
any component
of the study inte
rvention(s)

Crit
erio
n me
t?:

NO

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Crit
erio
n ID
: (Fo
r Pfi
zer u
se on
ly):

EX03A00

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
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 0
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.c Exclusion Number:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
3

Initial Entry

2.c Criterion Description:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
History of severe adve
rse reaction associated
with a vaccine and/or s
evere allergic reaction
(eg, anaphylaxis) to an
y component of the stu
dy intervention(s)

Initial Entry

2.c Criterion met?

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.c Criterion ID: (For Pfizer use only)09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
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Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX03A00

Initial Entry

2.d

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclusio
n Numb
er:

4

Criterio
n Descri
ption:

Receipt of
medications
intended to
prevent CO
VID-19

Criterio
n met?:

NO

Criterio
n ID: (F
or Pfize
r use onl
y):

EX04A00

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.d Exclusion Number:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
4

Initial Entry

2.d Criterion Description:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Receipt of medications
intended to prevent C
OVID-19

Initial Entry

2.d Criterion met?

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.d Criterion ID: (For Pfizer use only)

Date Location User Value Reason

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX04A00

Initial Entry

2.e

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclus
ion Nu
mber:

5

Criteri
on Des
criptio
n:

Stages 1 and
2 only: Previo
us clinical or
microbiologic
al diagnosis o
f COVID-19

Criteri
on met
?:

NO

Criteri
on ID:
(For P
fizer u
se only
):

EX05A00

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
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al
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.e Exclusion Number:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
5

Initial Entry

2.e Criterion Description:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Stages 1 and 2 only: Pr
evious clinical or micr
obiological diagnosis o
f COVID-19

Initial Entry

2.e Criterion met?

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.e Criterion ID: (For Pfizer use only)

Date Location User Value Reason

09
01

77
e1

96
ae

40
2a

\F
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al
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX05A00

Initial Entry

2.f

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclu
sion
Num
ber:

6

Crite
rion
Descr
iption
:

Sentinel partici
pants in Stage
1 only: Individ
uals at high ris
k for severe C
OVID-19 (full
details in proto
col)

Crite
rion
met?:

NO

Crite
rion I
D: (F
or Pfi
zer us
e only
):

EX06A01

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
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al
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.f Exclusion Number:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
6

Initial Entry

2.f Criterion Description:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sentinel participants in
Stage 1 only: Individu
als at high risk for seve
re COVID-19 (full det
ails in protocol)

Initial Entry

2.f Criterion met?

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.f Criterion ID: (For Pfizer use only)

Date Location User Value Reason09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
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 O
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX06A01

Initial Entry

2.g

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Excl
usio
n N
umb
er:

7

Crit
erio
n De
scri
ptio
n:

Sentinel particip
ants in Stage 1 o
nly: Individuals
currently workin
g in occupations
with high risk of
exposure to SA
RS-CoV-2 (eg, h
ealthcare worker
, emergency res
ponse personnel
)

Crit
erio
n m
et?:

NO

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
\F
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al

 O
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Form Version: 06-Jun-2020 00:48 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Crit
erio
n ID
: (F
or P
fizer
use
only
):

EX07A00

09
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Form Version: 06-Jun-2020 00:48 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.g Exclusion Number:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
7

Initial Entry

2.g Criterion Description:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sentinel participants in
Stage 1 only: Individu
als currently working i
n occupations with hig
h risk of exposure to S
ARS-CoV-2 (eg, healt
hcare worker, emergen
cy response personnel)

Initial Entry

2.g Criterion met?

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
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 O
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.g Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX07A00

Initial Entry

2.h

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Excl
usio
n Nu
mbe
r:

8

Crite
rion
Desc
ripti
on:

Immunocompro
mised individua
ls with known o
r suspected im
munodeficiency
, as determined
by history and/
or laboratory/ph
ysical examinat
ion

Crite
rion
met?
:

NO

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
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al
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in
al

 O
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Crite
rion
ID: (
For
Pfize
r use
only)
:

EX08A00
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.h Exclusion Number:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
8

Initial Entry

2.h Criterion Description:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Immunocompromised
individuals with know
n or suspected immuno
deficiency, as determin
ed by history and/or la
boratory/physical exa
mination

Initial Entry

2.h Criterion met?

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.h Criterion ID: (For Pfizer use only)09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
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 O
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX08A00

Initial Entry

2.i

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclu
sion
Num
ber:

9

Crite
rion
Descr
iption
:

Individuals wit
h a history of a
utoimmune dis
ease or an activ
e autoimmune
disease requiri
ng therapeutic
intervention

Crite
rion
met?:

NO

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Crite
rion I
D: (F
or Pfi
zer u
se onl
y):

EX09A00
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.i Exclusion Number:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
9

Initial Entry

2.i Criterion Description:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Individuals with a hist
ory of autoimmune dis
ease or an active autoi
mmune disease requiri
ng therapeutic interven
tion

Initial Entry

2.i Criterion met?

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.i Criterion ID: (For Pfizer use only)

Date Location User Value Reason

09
01

77
e1

96
ae

40
2a

\F
in

al
\F
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center
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Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX09A00

Initial Entry

2.j

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Excl
usio
n Nu
mbe
r:

10

Crit
erio
n De
scrip
tion:

Bleeding diathe
sis or condition
associated with
prolonged bleed
ing that would,
in the opinion o
f the investigato
r, contraindicate
intramuscular in
jection

Crit
erio
n me
t?:

NO

Initial Entry

09
01

77
e1
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40
2a
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Crit
erio
n ID
: (Fo
r Pfi
zer u
se on
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.j Exclusion Number:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
10

Initial Entry

2.j Criterion Description:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Bleeding diathesis or c
ondition associated wit
h prolonged bleeding t
hat would, in the opini
on of the investigator,
contraindicate intramu
scular injection

Initial Entry

2.j Criterion met?

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.j Criterion ID: (For Pfizer use only)09
01

77
e1
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40
2a
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX10A00

Initial Entry

09
01
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2a
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

2.k

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclusio
n Numbe
r:

11

Criterion
Descripti
on:

Women w
ho are preg
nant or bre
astfeeding

Criterion
met?:

NO

Criterion
ID: (For
Pfizer us
e only):

EX11A00

Initial Entry

09
01
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2a
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.k Exclusion Number:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
11

Initial Entry

2.k Criterion Description:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Women who are pregn
ant or breastfeeding

Initial Entry

2.k Criterion met?

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.k Criterion ID: (For Pfizer use only)

Date Location User Value Reason

09
01

77
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Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX11A00

Initial Entry

2.l

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclusio
n Numb
er:

12

Criterio
n Descri
ption:

Previous va
ccination w
ith any coro
navirus vac
cine

Criterio
n met?:

NO

Criterio
n ID: (F
or Pfizer
use only
):

EX12A00

Initial Entry

09
01

77
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96
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40
2a
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.l Exclusion Number:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
12

Initial Entry

2.l Criterion Description:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Previous vaccination
with any coronavirus
vaccine

Initial Entry

2.l Criterion met?

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.l Criterion ID: (For Pfizer use only)

Date Location User Value Reason

09
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX12A00

Initial Entry

2.m

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclu
sion
Num
ber:

13

Crite
rion
Descr
iption
:

Subjects who
receive immu
nosuppressive
therapy, such
as cytotoxic a
gents or syste
mic corticoste
roids

Crite
rion
met?:

NO

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
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in
al
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Crite
rion I
D: (F
or Pfi
zer us
e only
):
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.m Exclusion Number:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
13

Initial Entry

2.m Criterion Description:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Subjects who receive i
mmunosuppressive th
erapy, such as cytotoxi
c agents or systemic c
orticosteroids

Initial Entry

2.m Criterion met?

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.m Criterion ID: (For Pfizer use only)

Date Location User Value Reason09
01
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX13A01

Initial Entry

2.n

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclus
ion N
umber
:

14

Criter
ion De
scripti
on:

Sentinel parti
cipants in Sta
ge 1 only: Re
gular receipt
of inhaled/ne
bulized cortic
osteroids

Criter
ion m
et?:

NO

Criter
ion ID
: (For
Pfizer
use on
ly):

EX22A01

Initial Entry

09
01

77
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40
2a

\F
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.n Exclusion Number:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
14

Initial Entry

2.n Criterion Description:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sentinel participants i
n Stage 1 only: Regula
r receipt of inhaled/ne
bulized corticosteroids

Initial Entry

2.n Criterion met?

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.n Criterion ID: (For Pfizer use only)

Date Location User Value Reason

09
01

77
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40
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX22A01

Initial Entry

2.o

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Excl
usio
n Nu
mbe
r:

15

Crit
erio
n De
scrip
tion:

Receipt of bloo
d/plasma produ
cts or immunog
lobulin, from 6
0 days before st
udy interventio
n administratio
n or planned re
ceipt throughou
t the study

Crit
erio
n me
t?:

NO

Initial Entry

09
01

77
e1

96
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40
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Crit
erio
n ID
: (Fo
r Pfi
zer u
se on
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.o Exclusion Number:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
15

Initial Entry

2.o Criterion Description:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Receipt of blood/plas
ma products or immun
oglobulin, from 60 da
ys before study interve
ntion administration or
planned receipt throug
hout the study

Initial Entry

2.o Criterion met?

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.o Criterion ID: (For Pfizer use only)09
01

77
e1
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40
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX14A01

Initial Entry

2.p

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Excl
usion
Num
ber:

16

Crite
rion
Desc
ripti
on:

Participation in
other studies in
volving study i
ntervention wit
hin 28 days pri
or to study entr
y and/or during
study participa
tion

Crite
rion
met?
:

NO

Initial Entry

09
01

77
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40
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Crite
rion
ID: (
For
Pfize
r use
only)
:
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.p Exclusion Number:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
16

Initial Entry

2.p Criterion Description:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Participation in other s
tudies involving study
intervention within 28
days prior to study ent
ry and/or during study
participation

Initial Entry

2.p Criterion met?

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.p Criterion ID: (For Pfizer use only)
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Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX15A01

Initial Entry

2.q

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclu
sion N
umbe
r:

17

Criter
ion D
escrip
tion:

Previous parti
cipation in oth
er studies inv
olving study i
ntervention co
ntaining lipid
nanoparticles

Criter
ion m
et?:

NO

Criter
ion ID
: (For
Pfizer
use on
ly):
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2.q Exclusion Number:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
17

Initial Entry

2.q Criterion Description:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Previous participation
in other studies involv
ing study intervention
containing lipid nanop
articles

Initial Entry

2.q Criterion met?

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX16A01

Initial Entry

2.r

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Excl
usion
Num
ber:

18

Crite
rion
Desc
ripti
on:

Sentinel partici
pants in Stage
1 only: Positiv
e serological te
st for SARS-C
oV-2 IgM and/
or IgG antibodi
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ing visit
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2.r Exclusion Number:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
18

Initial Entry

2.r Criterion Description:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sentinel participants i
n Stage 1 only: Positiv
e serological test for S
ARS-CoV-2 IgM and/
or IgG antibodies at th
e screening visit

Initial Entry

2.r Criterion met?

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX17A01

Initial Entry

2.s

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exc
lusi
on
Nu
mbe
r:

19

Crit
erio
n D
escr
ipti
on:

Sentinel particip
ants in Stage 1 o
nly: Screening h
ematology/bloo
d chemistry lab
>=Grade 1 abno
rmality. Except
Bilirubin, other
stable Grade1 a
bnormalities ma
y be considered
eligible by Inves
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Initial Entry
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2.s Exclusion Number:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
19

Initial Entry

2.s Criterion Description:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sentinel participants i
n Stage 1 only: Screen
ing hematology/blood
chemistry lab >=Grad
e 1 abnormality. Exce
pt Bilirubin, other stab
le Grade1 abnormaliti
es may be considered
eligible by Investigato
r

Initial Entry

2.s Criterion met?

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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& Canada)

2.s Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX18A01

Initial Entry

2.t

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Excl
usio
n N
um
ber:

20

Initial Entry
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Crit
erio
n D
escr
ipti
on:

Sentinel particip
ants in Stage 1 o
nly: Positive tes
t for HIV, hepati
tis B surface ant
igen (HBsAg), h
epatitis B core a
ntibodies (HBc
Abs), or hepatiti
s C virus antibo
dies (HCV Abs)
at screening visi
t

Crit
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Subject No: 10071050 Subject Initials: ---
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2.t Exclusion Number:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
20

Initial Entry

2.t Criterion Description:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sentinel participants i
n Stage 1 only: Positiv
e test for HIV, hepatiti
s B surface antigen (H
BsAg), hepatitis B cor
e antibodies (HBc Abs
), or hepatitis C virus a
ntibodies (HCV Abs)
at screening visit

Initial Entry

2.t Criterion met?

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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2.t Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX19A01

Initial Entry
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Back to Form

2.u

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Excl
usion
Num
ber:

21

Crite
rion
Desc
ripti
on:

Sentinel partici
pants in Stage
1 only: SARS-
CoV-2 NAAT-
positive nasal s
wab within 24
hours before re
ceipt of study i
ntervention

Crite
rion
met?
:

NO

Crite
rion
ID: (
For
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r use
only)
:

EX20A01
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2.u Exclusion Number:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
21

Initial Entry

2.u Criterion Description:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sentinel participants i
n Stage 1 only: SARS-
CoV-2 NAAT-positive
nasal swab within 24 h
ours before receipt of
study intervention

Initial Entry

2.u Criterion met?

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.u Criterion ID: (For Pfizer use only)
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Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX20A01

Initial Entry

2.v

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Excl
usio
n N
umb
er:

22

Crit
erio
n De
scri
ptio
n:

Investigator site
staff or Pfizer e
mployees direct
ly involved in t
he conduct of th
e study, site staf
f otherwise sup
ervised by the i
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their respective
family members
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2.v Exclusion Number:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
22

Initial Entry

2.v Criterion Description:

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Investigator site staff o
r Pfizer employees dir
ectly involved in the c
onduct of the study, sit
e staff otherwise super
vised by the investigat
or, and their respective
family members

Initial Entry

2.v Criterion met?

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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2.v Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jun-22-2020
11:38:28
(UTC-05:00)
Eastern Time (US
& Canada)
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Data Entry:
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Jun-22-2020
11:37:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jun/22/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Jun-22-2020
11:37:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Jun-22-2020
11:37:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: SCR Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Jun-22-2020
11:42:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

1

Medical His
tory Term:

Seasonal
allergy

Start Date: UNK/U
NK/201
6

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Jun-22-2020
11:42:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Jun-22-2020
11:42:56
(UTC-05:00)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Seasonal allergy

Initial Entry
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Visit: SCR Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time (US
& Canada)

1.a Start Date:

Date Location User Value Reason

Jun-22-2020
11:42:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/2016

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Jun-22-2020
11:42:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.b

Date Location User Value Reason

Jun-22-2020
11:56:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Line/MH
Number:

2

Medical H
istory Ter
m:

Uterine l
eiomyo
ma

Changed
Information
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Header Text: c4591001

Visit: SCR Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Start Date
:

Sep/UN
K/2019

Ongoing: YES

Jun-22-2020
11:44:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

2

Medical H
istory Ter
m:

Uterine l
eiomyo
ma

Start Date
:

Dec/UN
K/2019

Ongoing: YES

Initial Entry

09
01

77
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Visit: SCR Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.b Line/MH Number:

Date Location User Value Reason

Jun-22-2020
11:44:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Jun-22-2020
11:44:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Uterine leiomyoma

Initial Entry

1.b Start Date:

Date Location User Value Reason

Jun-22-2020
11:56:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sep/UNK/2019

Changed
Information

Jun-22-2020
11:44:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Dec/UNK/2019

Initial Entry
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Visit: SCR Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.b Ongoing:

Date Location User Value Reason

Jun-22-2020
11:44:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.c

Date Location User Value Reason

Jun-22-2020
11:45:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

3

Medical His
tory Term:

Anemia

Start Date: Sep/UN
K/2019

Ongoing: YES

Initial Entry
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Visit: SCR Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.c Line/MH Number:

Date Location User Value Reason

Jun-22-2020
11:45:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Jun-22-2020
11:45:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Anemia

Initial Entry

1.c Start Date:

Date Location User Value Reason

Jun-22-2020
11:45:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sep/UNK/2019

Initial Entry

1.c Ongoing:

Date Location User Value Reason
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Header Text: c4591001

Visit: SCR Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jun-22-2020
11:45:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

09
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Header Text: c4591001

Visit: SCR Form: CONCOMITANT MEDICATIONS - BASELINE -
Audit Trail

Form Version: 22-Apr-2020 21:04 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Jun-22-2020
11:47:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created
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Header Text: c4591001

Visit: SCR Form: CONCOMITANT MEDICATIONS - BASELINE -
Audit Trail

Form Version: 22-Apr-2020 21:04 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Jun-22-2020
11:48:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created
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Header Text: c4591001

Visit: SCR Form: CONCOMITANT MEDICATIONS - BASELINE -
Audit Trail

Form Version: 22-Apr-2020 21:04 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Jun-22-2020
11:48:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created
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Visit: SCR Form: CONCOMITANT MEDICATIONS - BASELINE -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Jun-22-2020
11:47:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

2. Category:

Date Location User Value Reason

Jun-22-2020
11:47:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
GENERAL CONCOM
ITANT MEDICATION
S

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Jun-22-2020
11:47:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NO

Initial Entry

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic09
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40
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Header Text: c4591001

Visit: SCR Form: CONCOMITANT MEDICATIONS - BASELINE -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

name is unknown, enter the full trade or proprietary name. Include clarifying information in
the Medication text (e.g., Ingredient(s), route, use, formulation).

Date Location User Value Reason

Jun-22-2020
11:47:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Ethinyl estradiol 20 mi
crogram and norethind
rone acetate 1 mg oral
tablet

Initial Entry

5. Dose:

Date Location User Value Reason

Jun-22-2020
11:47:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1/20

Initial Entry

6. Dose Unit:

Date Location User Value Reason

Jun-22-2020
11:47:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ug

Initial Entry

7. Dose Frequency:

Date Location User Value Reason09
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Header Text: c4591001

Visit: SCR Form: CONCOMITANT MEDICATIONS - BASELINE -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jun-22-2020
11:47:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
QD

Initial Entry

8. Route:

Date Location User Value Reason

Jun-22-2020
11:47:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL

Initial Entry

9. Start Date:

Date Location User Value Reason

Jun-22-2020
11:47:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/2010

Initial Entry
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Header Text: c4591001

Visit: SCR Form: CONCOMITANT MEDICATIONS - BASELINE -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Jun-22-2020
11:48:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

2. Category:

Date Location User Value Reason

Jun-22-2020
11:48:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
GENERAL CONCOM
ITANT MEDICATION
S

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Jun-22-2020
11:48:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NO

Initial Entry

4. Medication:
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Header Text: c4591001

Visit: SCR Form: CONCOMITANT MEDICATIONS - BASELINE -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Provide the complete generic drug name (including salt form, where applicable). Where generic
name is unknown, enter the full trade or proprietary name. Include clarifying information in
the Medication text (e.g., Ingredient(s), route, use, formulation).

Date Location User Value Reason

Jun-22-2020
11:48:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Chlorpheniramine mal
eate

Initial Entry

5. Dose:

Date Location User Value Reason

Jun-22-2020
11:48:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
4

Initial Entry

6. Dose Unit:

Date Location User Value Reason

Jun-22-2020
11:48:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
mg

Initial Entry

7. Dose Frequency:

Date Location User Value Reason
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Visit: SCR Form: CONCOMITANT MEDICATIONS - BASELINE -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jun-22-2020
11:48:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
PRN

Initial Entry

8. Route:

Date Location User Value Reason

Jun-22-2020
11:48:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL

Initial Entry

9. Start Date:

Date Location User Value Reason

Jun-22-2020
11:48:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/2016

Initial Entry

09
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96
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40
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Header Text: c4591001

Visit: SCR Form: CONCOMITANT MEDICATIONS - BASELINE -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Jun-22-2020
11:48:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

2. Category:

Date Location User Value Reason

Jun-22-2020
11:48:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
GENERAL CONCOM
ITANT MEDICATION
S

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Jun-22-2020
11:48:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NO

Initial Entry

4. Medication:

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0129403



Page 303 of 614

***Confidential***

Header Text: c4591001

Visit: SCR Form: CONCOMITANT MEDICATIONS - BASELINE -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified
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Provide the complete generic drug name (including salt form, where applicable). Where generic
name is unknown, enter the full trade or proprietary name. Include clarifying information in
the Medication text (e.g., Ingredient(s), route, use, formulation).

Date Location User Value Reason

Jun-22-2020
11:48:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Ferrous fumarate-cont
aining product in oral
dose form

Initial Entry

5. Dose:

Date Location User Value Reason

Jun-22-2020
11:48:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

6. Dose Unit:

Date Location User Value Reason

Jun-22-2020
11:49:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

7. Dose Frequency:

Date Location User Value Reason
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Jun-22-2020
11:48:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
QD

Initial Entry

8. Route:

Date Location User Value Reason

Jun-22-2020
11:48:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL

Initial Entry

9. Start Date:

Date Location User Value Reason

Jun-22-2020
11:48:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/UNK/2020

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Exam Date:

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jun/11/2020

Initial Entry

2.a

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Sys
tem Exa
mined:

GENERA
L APPEA
RANCE

Result: NORMAL

Initial Entry

2.a Body System Examined:

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
GENERAL APPEAR
ANCE

Initial Entry

2.a Result:09
01
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e1

96
ae

40
2a
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Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NORMAL

Initial Entry

2.b

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body System
Examined:

SKIN

Result: NOR
MAL

Initial Entry
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2.b Body System Examined:

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
SKIN

Initial Entry

2.b Result:

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NORMAL

Initial Entry

2.c

Date Location User Value Reason

Jun-22-2020
11:42:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body System
Examined:

HEA
D

Result: NOR
MAL

Initial Entry

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body System E
xamined:

HE
AD

Result:

Initial Entry
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& Canada)

2.c Body System Examined:

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
HEAD

Initial Entry

2.c Result:

Date Location User Value Reason

Jun-22-2020
11:42:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NORMAL

Initial Entry

2.d

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body System
Examined:

EYES

Result: NOR
MAL

Initial Entry
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2.d Body System Examined:

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EYES

Initial Entry

2.d Result:

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NORMAL

Initial Entry

2.e

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body System
Examined:

EARS

Result: NOR
MAL

Initial Entry
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2.e Body System Examined:

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EARS

Initial Entry

2.e Result:

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NORMAL

Initial Entry

2.f

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body System
Examined:

NOSE

Result: NOR
MAL

Initial Entry
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Visit: SCR Form: PHYSICAL EXAMINATION - eCRF Audit Trail
History

Form Version: 19-Jun-2020 21:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.f Body System Examined:

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOSE

Initial Entry

2.f Result:

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NORMAL

Initial Entry

2.g

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body System
Examined:

THRO
AT

Result: NOR
MAL

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.g Body System Examined:

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
THROAT

Initial Entry

2.g Result:

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NORMAL

Initial Entry

2.h

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body System
Examined:

HEAR
T

Result: NOR
MAL

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.h Body System Examined:

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
HEART

Initial Entry

2.h Result:

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NORMAL

Initial Entry

2.i

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body System
Examined:

LUN
GS

Result: NOR
MAL

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.i Body System Examined:

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LUNGS

Initial Entry

2.i Result:

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NORMAL

Initial Entry

2.j

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body System
Examined:

ABDO
MEN

Result: NORM
AL

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.j Body System Examined:

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ABDOMEN

Initial Entry

2.j Result:

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NORMAL

Initial Entry

2.k

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syst
em Exami
ned:

MUSCUL
OSKELE
TAL

Result: NORMA
L

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.k Body System Examined:

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
MUSCULOSKELETA
L

Initial Entry

2.k Result:

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NORMAL

Initial Entry

2.l

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examine
d:

EXTRE
MITIES

Result: NORM
AL

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.l Body System Examined:

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EXTREMITIES

Initial Entry

2.l Result:

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NORMAL

Initial Entry

2.m

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examine
d:

NEURO
LOGICA
L

Result: NORMA
L

Initial Entry
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Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.m Body System Examined:

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEUROLOGICAL

Initial Entry

2.m Result:

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NORMAL

Initial Entry

2.n

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examine
d:

LYMPH
NODES

Result: NORM
AL

Initial Entry
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Visit: SCR Form: PHYSICAL EXAMINATION - eCRF Audit Trail
History

Form Version: 19-Jun-2020 21:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.n Body System Examined:

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LYMPH NODES

Initial Entry

2.n Result:

Date Location User Value Reason

Jun-22-2020
11:42:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NORMAL

Initial Entry

09
01

77
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Header Text: c4591001

Visit: SCR Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 19-Jun-2020 21:48 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Jun-22-2020
11:40:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jun/11/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Jun-22-2020
11:40:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
64.6

Initial Entry

3. Unit:

Date Location User Value Reason

Jun-22-2020
11:40:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
kg

Initial Entry

4. Height:09
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History
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jun-22-2020
11:40:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
169.0

Initial Entry

5. Unit:

Date Location User Value Reason

Jun-22-2020
11:40:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Jun-22-2020
11:40:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
22.6

Initial Entry

7.a

Date Location User Value Reason

Jun-22-2020
11:40:54
(UTC-05:00)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Ide 1

Initial Entry
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Visit: SCR Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 19-Jun-2020 21:48 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time (US
& Canada)

ntifier::

Temperatur
e:

37.3

Temperatur
e Unit:

C

Temperatur
e Location::

ORAL
CAVIT
Y

Systolic:: 117

Diastolic:: 89

BP Position
:

SITTIN
G

Pulse:: 79

7.a Record Identifier:

Date Location User Value Reason

Jun-22-2020
11:40:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Jun-22-2020
11:40:54
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
37.3

Initial Entry
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History

Form Version: 19-Jun-2020 21:48 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

& Canada)

7.a Unit:

Date Location User Value Reason

Jun-22-2020
11:40:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
C

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Jun-22-2020
11:40:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL CAVITY

Initial Entry

7.a Systolic:

Date Location User Value Reason

Jun-22-2020
11:40:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
117

Initial Entry

7.a Diastolic:
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History

Form Version: 19-Jun-2020 21:48 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jun-22-2020
11:40:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
89

Initial Entry

7.a BP Position:

Date Location User Value Reason

Jun-22-2020
11:40:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
SITTING

Initial Entry

7.a Pulse:

Date Location User Value Reason

Jun-22-2020
11:40:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
79

Initial Entry
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Jun-11-2020
15:08:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jun-11-2020
15:08:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jun-12-2020
12:49:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Jun-11-2020
15:08:11

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09
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COVID-19 INFECTION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Jun-11-2020
15:08:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Jun/11/2020

Initial Entry

5.a

Date Location User Value Reason

Jun-12-2020
12:49:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNBND
2

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jun-12-2020
12:49:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNBND2

Initial Entry
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COVID-19 INFECTION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jun-12-2020
12:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNBND
3

Initial Entry

5.b Sample ID

Date Location User Value Reason

Jun-12-2020
12:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNBND3

Initial Entry

5.c

Date Location User Value Reason

Jun-12-2020
12:50:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNY24
7

Initial Entry
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Visit: SCR Form: ELECTRONIC SAMPLE TRACKING - PRIOR
COVID-19 INFECTION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c Sample ID

Date Location User Value Reason

Jun-12-2020
12:50:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNY247

Initial Entry

09
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2a
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Header Text: c4591001

Visit: SCR Form: MICROBIOLOGY SPECIMEN - Audit Trail

Form Version: 22-Apr-2020 21:04 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Jun-11-2020
15:08:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created
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Visit: SCR Form: MICROBIOLOGY SPECIMEN - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Jun-11-2020
15:08:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jun/11/2020

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Jun-11-2020
15:08:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
BLOOD

Initial Entry

3. Assay Code and Description:

Date Location User Value Reason

Jun-11-2020
15:08:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SEVERE ACUTE RES
P SYNDROME CORO
NAVIRUS 2

Initial Entry

4. Device Type:

Date Location User Value Reason09
01

77
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2a

\F
in

al
\F

in
al
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Visit: SCR Form: MICROBIOLOGY SPECIMEN - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jun-11-2020
15:08:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SARS-COV-2 DIAGN
OSTIC TEST

Initial Entry

5. Test Result:

Date Location User Value Reason

Jun-11-2020
15:08:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: SCR Form: CENTRAL LAB SAMPLE COLLECTION -
BASELINE - eCRF Audit Trail History

Form Version: 19-Jun-2020 21:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Collection Date:

Date Location User Value Reason

Jun-22-2020
11:39:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jun/11/2020

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Jun-22-2020
11:39:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

3.a

Date Location User Value Reason

Jun-22-2020
11:39:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Category
for Lab T
est:

CLINICA
L CHEMI
STRY

Subcatego
ry for La
b Test:

BLOOD
CHEMIS
TRY

Initial Entry

09
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BASELINE - eCRF Audit Trail History

Form Version: 19-Jun-2020 21:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Lab Sub-
Panel Col
lected:

YES

3.a Lab Panel:

Date Location User Value Reason

Jun-22-2020
11:39:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
CLINICAL CHEMIST
RY

Initial Entry

3.a Lab Sub-Panel:

Date Location User Value Reason

Jun-22-2020
11:39:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
BLOOD CHEMISTR
Y

Initial Entry

3.a Was the lab sub-panel collected?:

Date Location User Value Reason

Jun-22-2020
11:39:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Visit: SCR Form: CENTRAL LAB SAMPLE COLLECTION -
BASELINE - eCRF Audit Trail History

Form Version: 19-Jun-2020 21:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

3.b

Date Location User Value Reason

Jun-22-2020
11:39:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Category
for Lab T
est:

CLINICA
L CHEMI
STRY

Subcatego
ry for La
b Test:

VIROLO
GY

Lab Sub-
Panel Col
lected:

YES

Initial Entry

09
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

3.b Lab Panel:

Date Location User Value Reason

Jun-22-2020
11:39:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
CLINICAL CHEMIST
RY

Initial Entry

3.b Lab Sub-Panel:

Date Location User Value Reason

Jun-22-2020
11:39:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
VIROLOGY

Initial Entry

3.b Was the lab sub-panel collected?:

Date Location User Value Reason

Jun-22-2020
11:39:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

3.c

Date Location User Value Reason
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Jun-22-2020
11:39:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Category fo
r Lab Test:

HEMAT
OLOGY

Subcategor
y for Lab T
est:

DIFFER
ENTIA
L

Lab Sub-Pa
nel Collecte
d:

YES

Initial Entry
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3.c Lab Panel:

Date Location User Value Reason

Jun-22-2020
11:39:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
HEMATOLOGY

Initial Entry

3.c Lab Sub-Panel:

Date Location User Value Reason

Jun-22-2020
11:39:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
DIFFERENTIAL

Initial Entry

3.c Was the lab sub-panel collected?:

Date Location User Value Reason

Jun-22-2020
11:39:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Back to Form

1. Lab Panel:

Date Location User Value Reason

Jun-22-2020
11:39:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Jun-22-2020
11:39:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Jun-22-2020
11:39:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jun/11/2020

Initial Entry
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Date Location User Value Reason

Jun-22-2020
11:39:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Jun-22-2020
11:39:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Jun-22-2020
11:39:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

113

Test:: Choriogon
adotropin
Beta_PX11
3

Result:: NEGATIV
E
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Not Done
::

6.a Sponsor ID:

Date Location User Value Reason

Jun-22-2020
11:39:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Jun-22-2020
11:39:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Choriogonadotropin B
eta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Jun-22-2020
11:39:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEGATIVE

Initial Entry
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Back to Form

1. Date of Visit

Date Location User Value Reason

Jun-22-2020
11:49:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jun/22/2020

Initial Entry
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Back to Form

1. Exam Date:

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.a

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry

2.a Body System Examined:

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry
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2.a Result:

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.b

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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2.b Body System Examined:

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.b Result:

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.c

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.c Body System Examined:

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.c Result:

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.d

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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2.d Body System Examined:

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.d Result:

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.e

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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2.e Body System Examined:

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.e Result:

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.f

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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2.f Body System Examined:

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.f Result:

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.g

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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2.g Body System Examined:

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.g Result:

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.h

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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2.h Body System Examined:

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.h Result:

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.i

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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2.i Body System Examined:

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.i Result:

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.j

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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2.j Body System Examined:

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.j Result:

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.k

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_S Form: PHYSICAL EXAMINATION - eCRF Audit Trail
History

Form Version: 19-Jun-2020 21:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.k Body System Examined:

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.k Result:

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.l

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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Visit: V1_DAY1_VAX1_S Form: PHYSICAL EXAMINATION - eCRF Audit Trail
History

Form Version: 19-Jun-2020 21:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.l Body System Examined:

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.l Result:

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.m

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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Visit: V1_DAY1_VAX1_S Form: PHYSICAL EXAMINATION - eCRF Audit Trail
History

Form Version: 19-Jun-2020 21:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.m Body System Examined:

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.m Result:

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.n

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_S Form: PHYSICAL EXAMINATION - eCRF Audit Trail
History

Form Version: 19-Jun-2020 21:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.n Body System Examined:

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.n Result:

Date Location User Value Reason

Jun-22-2020
11:50:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_S Form: VITAL SIGNS - eCRF Audit Trail History

Form Version: 19-Jun-2020 21:48 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Jun-22-2020
11:50:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto
Query

Jun-22-2020
11:50:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Jun/22/2020

Transcription
Error

Jun-22-2020
11:50:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Vital signs Date
15/Jun/2020 is
not same as
Date of Visit
22/Jun/2020.
Please review
and update as
appropriate or
clarify.

Jun-22-2020
11:50:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Jun/15/2020

Initial Entry
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Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jun-22-2020
11:50:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Ide
ntifier::

1

Temperatur
e:

37.0

Temperatur
e Unit:

C

Temperatur
e Location::

ORAL
CAVIT
Y

Systolic:: 119

Diastolic:: 72

BP Position
:

SITTIN
G

Pulse:: 68

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Jun-22-2020
11:50:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Jun-22-2020
11:50:40

ACV0PFEINFP6000  Laura
Pace

Data Entry:
37.0

Initial Entry09
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.lpace)

2.a Unit:

Date Location User Value Reason

Jun-22-2020
11:50:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
C

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Jun-22-2020
11:50:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL CAVITY

Initial Entry

2.a Systolic:

Date Location User Value Reason

Jun-22-2020
11:50:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
119

Initial Entry

2.a Diastolic:09
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Visit: V1_DAY1_VAX1_S Form: VITAL SIGNS - eCRF Audit Trail History

Form Version: 19-Jun-2020 21:48 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jun-22-2020
11:50:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
72

Initial Entry

2.a BP Position:

Date Location User Value Reason

Jun-22-2020
11:50:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
SITTING

Initial Entry

2.a Pulse:

Date Location User Value Reason

Jun-22-2020
11:50:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
68

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0129461



Page 361 of 614

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_S Form: LAB URINALYSIS - PREGNANCY TEST -
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Form Version: 19-Jun-2020 21:47 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Jun-22-2020
11:51:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Jun-22-2020
11:51:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Jun-22-2020
11:51:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jun/22/2020

Initial Entry

4. Laboratory Name and Address (Derived)09
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Form Version: 19-Jun-2020 21:47 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jun-22-2020
11:51:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Jun-22-2020
11:51:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Jun-22-2020
11:51:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

113

Test:: Choriogon
adotropin
Beta_PX11
3

Result:: NEGATIV
E

Initial Entry
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Not Done
::

6.a Sponsor ID:

Date Location User Value Reason

Jun-22-2020
11:51:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Jun-22-2020
11:51:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Choriogonadotropin B
eta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Jun-22-2020
11:51:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEGATIVE

Initial Entry
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SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Jun-22-2020
11:52:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jun-22-2020
11:52:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jun-22-2020
19:10:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Jun-22-2020
11:52:04

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Jun-22-2020
11:52:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Jun/22/2020

Initial Entry

5.a

Date Location User Value Reason

Jun-22-2020
19:10:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample I
D:

BNBSW
4

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jun-22-2020
19:10:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNBSW4

Initial Entry
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Visit: V1_DAY1_VAX1_S Form: MICROBIOLOGY SPECIMEN - Audit Trail

Form Version: 22-Apr-2020 21:05 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Jun-22-2020
11:52:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created
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Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Jun-22-2020
11:52:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jun/22/2020

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Jun-22-2020
11:52:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SWABBED MATERIA
L

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Jun-22-2020
11:52:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL CAVITY

Initial Entry

4. Assay Code and Description:

Date Location User Value Reason09
01

77
e1
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ae

40
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jun-22-2020
11:52:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SEVERE ACUTE RES
P SYNDROME CORO
NAVIRUS 2

Initial Entry

5. Device Type:

Date Location User Value Reason

Jun-22-2020
11:52:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SARS-COV-2 DIAGN
OSTIC TEST

Initial Entry

6. Trade Name:

Date Location User Value Reason

Jun-22-2020
11:52:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
CEPHEID XPERT XP
RESS SARS-COV-2 T
EST

Initial Entry

7. Test Result:

Date Location User Value Reason

Jun-22-2020
11:52:25
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_S Form: MICROBIOLOGY SPECIMEN - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:05 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

& Canada)
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Header Text: c4591001

Visit: V1_DAY1_VAX1_S Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Randomization Date :

Date Location User Value Reason

Jun-22-2020
11:53:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jun/22/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Jun-22-2020
11:53:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
2300

Initial Entry

3. Randomization Group:

Date Location User Value Reason

Jun-22-2020
11:53:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Stage 1, Age 18 to 55,
Medium dose level (30
mcg), 21 Day (BNT16
2b2 or PBO)

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_S Form: STRATIFICATION - eCRF Audit Trail History

Form Version: 12-Jun-2020 21:47 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Randomization Stage

Date Location User Value Reason

Jun-22-2020
11:53:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Stage 1

Initial Entry

2. Select appropriate response - Randomization Age Group

Date Location User Value Reason

Jun-22-2020
11:53:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Age 18 to 55

Initial Entry

3. Select appropriate response - Randomization Dose

Date Location User Value Reason

Jun-22-2020
11:53:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Medium dose level (30
mcg)

Initial Entry

4. Select appropriate response - Randomization Dose Group

Date Location User Value Reason09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_S Form: STRATIFICATION - eCRF Audit Trail History

Form Version: 12-Jun-2020 21:47 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jun-22-2020
11:53:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
21 Day

Initial Entry

5. Select appropriate response - BNT Number

Date Location User Value Reason

Jun-22-2020
11:53:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
(BNT162b2 or PBO)

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Jun-22-2020
11:51:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jun-22-2020
11:51:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jun-22-2020
19:13:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Jun-22-2020
11:51:33

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09
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77
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Header Text: c4591001

Visit: V1_DAY1_VAX1_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Jun-22-2020
11:51:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Jun/22/2020

Initial Entry

5.a

Date Location User Value Reason

Jun-22-2020
19:13:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample I
D:

BNBSW
C

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jun-22-2020
19:13:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNBSWC

Initial Entry

5.b09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jun-22-2020
19:13:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample I
D:

BNBSW
D

Initial Entry

5.b Sample ID

Date Location User Value Reason

Jun-22-2020
19:13:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNBSWD

Initial Entry

5.c

Date Location User Value Reason

Jun-22-2020
19:13:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample I
D:

BNBSW
F

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c Sample ID

Date Location User Value Reason

Jun-22-2020
19:13:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNBSWF

Initial Entry

5.d

Date Location User Value Reason

Jun-22-2020
19:13:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample I
D:

BNBSW
G

Initial Entry

5.d Sample ID

Date Location User Value Reason

Jun-22-2020
19:13:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNBSWG

Initial Entry

5.e

Date Location User Value Reason
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Header Text: c4591001

Visit: V1_DAY1_VAX1_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jun-22-2020
19:13:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample I
D:

BNBSW
H

Initial Entry

5.e Sample ID

Date Location User Value Reason

Jun-22-2020
19:13:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNBSWH

Initial Entry

5.f

Date Location User Value Reason

Jun-22-2020
19:13:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNY28
N

Initial Entry
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Visit: V1_DAY1_VAX1_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.f Sample ID

Date Location User Value Reason

Jun-22-2020
19:13:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNY28N

Initial Entry

5.g

Date Location User Value Reason

Jun-22-2020
19:13:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNY28
P

Initial Entry

5.g Sample ID

Date Location User Value Reason

Jun-22-2020
19:13:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNY28P

Initial Entry

5.h

Date Location User Value Reason
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Header Text: c4591001

Visit: V1_DAY1_VAX1_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jun-22-2020
19:14:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNY28
R

Initial Entry

5.h Sample ID

Date Location User Value Reason

Jun-22-2020
19:14:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNY28R

Initial Entry

5.i

Date Location User Value Reason

Jun-22-2020
19:14:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNY28
S

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.i Sample ID

Date Location User Value Reason

Jun-22-2020
19:14:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNY28S

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_S Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Jun-22-2020
15:25:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Jun-22-2020
15:25:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Jun-22-2020
15:25:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_S Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jun-22-2020
15:25:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jun/22/2020 11:17

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Jun-22-2020
15:25:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Jun-22-2020
15:25:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RIGHT

Initial Entry

7. Route:

Date Location User Value Reason

Jun-22-2020
15:25:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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Visit: V1_DAY1_VAX1_S Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

8. Actual Dose:

Date Location User Value Reason

Jun-22-2020
15:25:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
0.5

Initial Entry

9. Unit:

Date Location User Value Reason

Jun-22-2020
15:25:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
mL

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Jun-22-2020
15:25:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason
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Header Text: c4591001

Visit: V1_DAY1_VAX1_S Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jun-22-2020
15:25:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V2_DAY2_POSTVAX1_S Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Jun-24-2020
13:49:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)
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Jun/24/2020

Initial Entry
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Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Exam Date:

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.a

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry

2.a Body System Examined:

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry
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Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.a Result:

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.b

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.b Body System Examined:

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.b Result:

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.c

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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History

Form Version: 19-Jun-2020 21:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.c Body System Examined:

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.c Result:

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.d

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.d Body System Examined:

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.d Result:

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.e

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.e Body System Examined:

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.e Result:

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.f

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.f Body System Examined:

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.f Result:

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.g

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.g Body System Examined:

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.g Result:

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.h

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.h Body System Examined:

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.h Result:

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.i

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.i Body System Examined:

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.i Result:

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.j

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.j Body System Examined:

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.j Result:

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.k

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.k Body System Examined:

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.k Result:

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.l

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.l Body System Examined:

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.l Result:

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.m

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.m Body System Examined:

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.m Result:

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.n

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
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:
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plicable

Result: Not Ap
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.n Body System Examined:

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.n Result:

Date Location User Value Reason

Jun-24-2020
13:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry
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Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Jun-24-2020
13:50:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jun/24/2020

Initial Entry

2.a

Date Location User Value Reason

Jun-24-2020
13:50:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Ide
ntifier::

1

Temperatur
e:

36.5

Temperatur
e Unit:

C

Temperatur
e Location::

ORAL
CAVIT
Y

Systolic:: 110

Diastolic:: 83

BP Position
:

SITTIN
G

Pulse:: 90

Initial Entry

2.a Record Identifier:

09
01

77
e1

96
ae

40
2a

\F
in

al
\F
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al
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Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jun-24-2020
13:50:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Jun-24-2020
13:50:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
36.5

Initial Entry

2.a Unit:

Date Location User Value Reason

Jun-24-2020
13:50:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
C

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Jun-24-2020
13:50:53
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL CAVITY

Initial Entry

09
01

77
e1

96
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40
2a

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0129503



Page 403 of 614

***Confidential***

Header Text: c4591001

Visit: V2_DAY2_POSTVAX1_S Form: VITAL SIGNS - eCRF Audit Trail History

Form Version: 19-Jun-2020 21:48 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

& Canada)

2.a Systolic:

Date Location User Value Reason

Jun-24-2020
13:50:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
110

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Jun-24-2020
13:50:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
83

Initial Entry

2.a BP Position:

Date Location User Value Reason

Jun-24-2020
13:50:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
SITTING

Initial Entry

2.a Pulse:

Date Location User Value Reason09
01

77
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Center
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jun-24-2020
13:50:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
90

Initial Entry

09
01

77
e1

96
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40
2a

\F
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Collection Date:

Date Location User Value Reason

Jun-24-2020
13:50:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jun/24/2020

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Jun-24-2020
13:50:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

3.a

Date Location User Value Reason

Jun-24-2020
13:50:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Category
for Lab T
est:

CLINICA
L CHEMI
STRY

Subcatego
ry for La
b Test:

BLOOD
CHEMIS
TRY

Initial Entry

09
01

77
e1

96
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40
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Lab Sub-
Panel Col
lected:

YES

3.a Lab Panel:

Date Location User Value Reason

Jun-24-2020
13:50:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
CLINICAL CHEMIST
RY

Initial Entry

3.a Lab Sub-Panel:

Date Location User Value Reason

Jun-24-2020
13:50:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
BLOOD CHEMISTR
Y

Initial Entry

3.a Was the lab sub-panel collected?:

Date Location User Value Reason

Jun-24-2020
13:50:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

09
01

77
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96
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40
2a

\F
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

3.b

Date Location User Value Reason

Jun-24-2020
13:50:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Category fo
r Lab Test:

HEMAT
OLOGY

Subcategor
y for Lab T
est:

DIFFER
ENTIA
L

Lab Sub-Pa
nel Collecte
d:

YES

Initial Entry

09
01
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Visit: V2_DAY2_POSTVAX1_S Form: CENTRAL LAB SAMPLE COLLECTION -
eCRF Audit Trail History

Form Version: 19-Jun-2020 21:47 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

3.b Lab Panel:

Date Location User Value Reason

Jun-24-2020
13:50:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
HEMATOLOGY

Initial Entry

3.b Lab Sub-Panel:

Date Location User Value Reason

Jun-24-2020
13:50:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
DIFFERENTIAL

Initial Entry

3.b Was the lab sub-panel collected?:

Date Location User Value Reason

Jun-24-2020
13:50:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

09
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Jun-29-2020
13:26:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jun/29/2020

Initial Entry

09
01

77
e1

96
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40
2a
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Form Version: 19-Jun-2020 21:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Exam Date:

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.a

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry

2.a Body System Examined:

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

09
01

77
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40
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\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0129511



Page 411 of 614

***Confidential***

Header Text: c4591001

Visit: V3_WEEK1_POSTVAX1_S Form: PHYSICAL EXAMINATION - eCRF Audit Trail
History

Form Version: 19-Jun-2020 21:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.a Result:

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.b

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry

09
01

77
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96
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40
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.b Body System Examined:

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.b Result:

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.c

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.c Body System Examined:

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.c Result:

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.d

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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77
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History

Form Version: 19-Jun-2020 21:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.d Body System Examined:

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.d Result:

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.e

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry

09
01

77
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.e Body System Examined:

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.e Result:

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.f

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0129516



Page 416 of 614

***Confidential***

Header Text: c4591001

Visit: V3_WEEK1_POSTVAX1_S Form: PHYSICAL EXAMINATION - eCRF Audit Trail
History

Form Version: 19-Jun-2020 21:49 Form Status: Data Complete, Locked, Frozen, Verified
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Center
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.f Body System Examined:

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.f Result:

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.g

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.g Body System Examined:

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.g Result:

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.h

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.h Body System Examined:

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.h Result:

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.i

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.i Body System Examined:

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.i Result:

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.j

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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Visit: V3_WEEK1_POSTVAX1_S Form: PHYSICAL EXAMINATION - eCRF Audit Trail
History

Form Version: 19-Jun-2020 21:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.j Body System Examined:

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.j Result:

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.k

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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Visit: V3_WEEK1_POSTVAX1_S Form: PHYSICAL EXAMINATION - eCRF Audit Trail
History

Form Version: 19-Jun-2020 21:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.k Body System Examined:

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.k Result:

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.l

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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Visit: V3_WEEK1_POSTVAX1_S Form: PHYSICAL EXAMINATION - eCRF Audit Trail
History

Form Version: 19-Jun-2020 21:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.l Body System Examined:

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.l Result:

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.m

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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Visit: V3_WEEK1_POSTVAX1_S Form: PHYSICAL EXAMINATION - eCRF Audit Trail
History

Form Version: 19-Jun-2020 21:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.m Body System Examined:

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.m Result:

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.n

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry

09
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Visit: V3_WEEK1_POSTVAX1_S Form: PHYSICAL EXAMINATION - eCRF Audit Trail
History

Form Version: 19-Jun-2020 21:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.n Body System Examined:

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.n Result:

Date Location User Value Reason

Jun-29-2020
13:26:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

09
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Visit: V3_WEEK1_POSTVAX1_S Form: VITAL SIGNS - eCRF Audit Trail History

Form Version: 19-Jun-2020 21:48 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Jun-29-2020
13:27:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jun/29/2020

Initial Entry

2.a

Date Location User Value Reason

Jun-29-2020
13:27:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Ide
ntifier::

1

Temperatur
e:

37.0

Temperatur
e Unit:

C

Temperatur
e Location::

ORAL
CAVIT
Y

Systolic:: 134

Diastolic:: 71

BP Position
:

SITTIN
G

Pulse:: 80

Initial Entry

2.a Record Identifier:

09
01

77
e1

96
ae

40
2a
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jun-29-2020
13:27:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Jun-29-2020
13:27:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
37.0

Initial Entry

2.a Unit:

Date Location User Value Reason

Jun-29-2020
13:27:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
C

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Jun-29-2020
13:27:41
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL CAVITY

Initial Entry
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

& Canada)

2.a Systolic:

Date Location User Value Reason

Jun-29-2020
13:27:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
134

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Jun-29-2020
13:27:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
71

Initial Entry

2.a BP Position:

Date Location User Value Reason

Jun-29-2020
13:27:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
SITTING

Initial Entry

2.a Pulse:

Date Location User Value Reason09
01

77
e1

96
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40
2a
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jun-29-2020
13:27:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
80

Initial Entry

09
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2a
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Collection Date:

Date Location User Value Reason

Jun-29-2020
13:26:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jun/29/2020

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Jun-29-2020
13:26:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

3.a

Date Location User Value Reason

Jun-29-2020
13:26:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Category
for Lab T
est:

CLINICA
L CHEMI
STRY

Subcatego
ry for La
b Test:

BLOOD
CHEMIS
TRY

Initial Entry

09
01

77
e1

96
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40
2a
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Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Lab Sub-
Panel Col
lected:

YES

3.a Lab Panel:

Date Location User Value Reason

Jun-29-2020
13:26:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
CLINICAL CHEMIST
RY

Initial Entry

3.a Lab Sub-Panel:

Date Location User Value Reason

Jun-29-2020
13:26:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
BLOOD CHEMISTR
Y

Initial Entry

3.a Was the lab sub-panel collected?:

Date Location User Value Reason

Jun-29-2020
13:26:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

3.b

Date Location User Value Reason

Jun-29-2020
13:26:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Category fo
r Lab Test:

HEMAT
OLOGY

Subcategor
y for Lab T
est:

DIFFER
ENTIA
L

Lab Sub-Pa
nel Collecte
d:

YES

Initial Entry
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

3.b Lab Panel:

Date Location User Value Reason

Jun-29-2020
13:26:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
HEMATOLOGY

Initial Entry

3.b Lab Sub-Panel:

Date Location User Value Reason

Jun-29-2020
13:26:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
DIFFERENTIAL

Initial Entry

3.b Was the lab sub-panel collected?:

Date Location User Value Reason

Jun-29-2020
13:26:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Jun-29-2020
13:26:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jun-29-2020
13:26:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jun-29-2020
14:45:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Jun-29-2020
13:26:57

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09

01
77
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2a
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Jun-29-2020
13:26:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Jun/29/2020

Initial Entry

5.a

Date Location User Value Reason

Jun-29-2020
14:45:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNBT2
P

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jun-29-2020
14:45:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNBT2P

Initial Entry

5.b09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:
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Header Text: c4591001

Visit: V3_WEEK1_POSTVAX1_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jun-29-2020
14:45:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNBT2
R

Initial Entry

5.b Sample ID

Date Location User Value Reason

Jun-29-2020
14:45:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNBT2R

Initial Entry

5.c

Date Location User Value Reason

Jun-29-2020
14:45:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNBT2
S

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:
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Header Text: c4591001

Visit: V3_WEEK1_POSTVAX1_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c Sample ID

Date Location User Value Reason

Jun-29-2020
14:45:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNBT2S

Initial Entry

5.d

Date Location User Value Reason

Jun-29-2020
14:45:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNBT2
T

Initial Entry

5.d Sample ID

Date Location User Value Reason

Jun-29-2020
14:45:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNBT2T

Initial Entry

5.e

Date Location User Value Reason

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:
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***Confidential***

Header Text: c4591001

Visit: V3_WEEK1_POSTVAX1_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jun-29-2020
14:45:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNBT2
V

Initial Entry

5.e Sample ID

Date Location User Value Reason

Jun-29-2020
14:45:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNBT2V

Initial Entry

5.f

Date Location User Value Reason

Jun-29-2020
14:46:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNY2F
B

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:
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***Confidential***

Header Text: c4591001

Visit: V3_WEEK1_POSTVAX1_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.f Sample ID

Date Location User Value Reason

Jun-29-2020
14:46:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNY2FB

Initial Entry

5.g

Date Location User Value Reason

Jun-29-2020
14:46:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNY2F
C

Initial Entry

5.g Sample ID

Date Location User Value Reason

Jun-29-2020
14:46:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNY2FC

Initial Entry

5.h

Date Location User Value Reason

09
01

77
e1

96
ae

40
2a

\F
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al
\F
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***Confidential***

Header Text: c4591001

Visit: V3_WEEK1_POSTVAX1_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jun-29-2020
14:46:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNY2F
D

Initial Entry

5.h Sample ID

Date Location User Value Reason

Jun-29-2020
14:46:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNY2FD

Initial Entry

5.i

Date Location User Value Reason

Jun-29-2020
14:46:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNY2F
F

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:
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***Confidential***

Header Text: c4591001

Visit: V3_WEEK1_POSTVAX1_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.i Sample ID

Date Location User Value Reason

Jun-29-2020
14:46:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNY2FF

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
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al
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Header Text: c4591001

Visit: V4_WEEK3_VAX2_S Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Jul-13-2020
14:21:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jul/13/2020

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:
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***Confidential***

 

Header Text: c4591001

Visit: V4_WEEK3_VAX2_S Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: F

E
V
E
R

Were fever or sys
temic symptoms
present on the las
t day the Subject
Diary was compl
eted?:

N
O

Initial Entry

2.a Symptom:

Date Location User Value Reason09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:
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***Confidential***

Header Text: c4591001

Visit: V4_WEEK3_VAX2_S Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FEVER

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: FA

TI
G
U
E

Were fever or sys
temic symptoms
present on the la
st day the Subjec
t Diary was com
pleted?:

N
O

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:
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***Confidential***

Header Text: c4591001

Visit: V4_WEEK3_VAX2_S Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.b Symptom:

Date Location User Value Reason

Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: HE

AD
AC
HE

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al
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***Confidential***

Header Text: c4591001

Visit: V4_WEEK3_VAX2_S Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Were fever or sy
stemic symptom
s present on the l
ast day the Subj
ect Diary was co
mpleted?:

NO

2.c Symptom:

Date Location User Value Reason

Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Jul-13-2020
14:23:47

ACV0PFEINFP6000  Laura
Pace

Data Entry:
Symptom:: C

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al
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n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0129546



Page 446 of 614

***Confidential***

Header Text: c4591001

Visit: V4_WEEK3_VAX2_S Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.lpace) HI
L
LS

Were fever or sys
temic symptoms
present on the las
t day the Subject
Diary was compl
eted?:

N
O

2.d Symptom:

Date Location User Value Reason

Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.e

Date Location User Value Reason

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0129547



Page 447 of 614

***Confidential***

Header Text: c4591001

Visit: V4_WEEK3_VAX2_S Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: VO

MI
TI
NG

Were fever or sy
stemic symptom
s present on the
last day the Subj
ect Diary was co
mpleted?:

NO

Initial Entry

2.e Symptom:

Date Location User Value Reason

Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
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Header Text: c4591001

Visit: V4_WEEK3_VAX2_S Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.f

Date Location User Value Reason

Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: DI

AR
RH
EA

Were fever or sy
stemic symptom
s present on the l
ast day the Subj
ect Diary was co
mpleted?:

NO

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
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\F

in
al
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Header Text: c4591001

Visit: V4_WEEK3_VAX2_S Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.f Symptom:

Date Location User Value Reason

Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: NEW

OR W
ORSE
NED
MUSC
LE PA
IN

Initial Entry

09
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Header Text: c4591001

Visit: V4_WEEK3_VAX2_S Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Were fever o
r systemic sy
mptoms pres
ent on the las
t day the Sub
ject Diary wa
s completed?
:

NO

2.g Symptom:

Date Location User Value Reason

Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR WORSENE
D MUSCLE PAIN

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Jul-13-2020
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& Canada)

ACV0PFEINFP6000  Laura
Pace
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Data Entry:
Symptom:: NEW

OR W
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PAIN

Were fever or
systemic sym
ptoms presen
t on the last d
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t Diary was c
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NO
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2.h Symptom:

Date Location User Value Reason

Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR WORSENE
D JOINT PAIN

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry
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Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RIGHT

Initial Entry

5.a

Date Location User Value Reason

Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site Re
action::

RE
D
NE
SS

Were injection si
te reactions pres
ent on the last da
y the Subject Dia
ry was complete
d?:

N
O

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
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5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site R
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5.b Injection Site Reaction:

Date Location User Value Reason

Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)
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Data Entry:
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Were injection
site reactions p
resent on the l
ast day the Su
bject Diary wa
s completed?:

NO

5.c Injection Site Reaction:

Date Location User Value Reason

Jul-13-2020
14:23:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
PAIN AT INJECTION
SITE

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Jul-13-2020
14:23:47
(UTC-05:00)
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& Canada)
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Data Entry:
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Back to Form

1. Exam Date:
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(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.a

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry

2.a Body System Examined:

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)
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2.a Result:

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.b

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry
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2.b Body System Examined:

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.b Result:

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.c

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
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:
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Result: Not Ap
plicable

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0129560



Page 460 of 614

***Confidential***

Header Text: c4591001

Visit: V4_WEEK3_VAX2_S Form: PHYSICAL EXAMINATION - eCRF Audit Trail
History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.c Body System Examined:

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.c Result:

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.d

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:
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Result: Not Ap
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2.d Body System Examined:

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.d Result:

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.e

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
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:
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plicable

Result: Not Ap
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2.e Body System Examined:

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.e Result:

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.f

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
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Data Entry:
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:
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Result: Not Ap
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2.f Body System Examined:

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.f Result:

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.g

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:
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plicable

Result: Not Ap
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2.g Body System Examined:

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.g Result:

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.h

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
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:
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plicable

Result: Not Ap
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2.h Body System Examined:

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.h Result:

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.i

Date Location User Value Reason

Jul-13-2020
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(UTC-05:00)
Eastern Time (US
& Canada)
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2.i Body System Examined:

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.i Result:

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.j

Date Location User Value Reason

Jul-13-2020
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& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry

09
01

77
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40
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Visit: V4_WEEK3_VAX2_S Form: PHYSICAL EXAMINATION - eCRF Audit Trail
History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.j Body System Examined:

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.j Result:

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.k

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry

09
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History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.k Body System Examined:

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.k Result:

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.l

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry

09
01

77
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History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.l Body System Examined:

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.l Result:

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.m

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry

09
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History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.m Body System Examined:

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.m Result:

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.n

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examined
:

Not Ap
plicable

Result: Not Ap
plicable

Initial Entry

09
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History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.n Body System Examined:

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2.n Result:

Date Location User Value Reason

Jul-13-2020
14:24:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

09
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Visit: V4_WEEK3_VAX2_S Form: VITAL SIGNS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Jul-13-2020
14:25:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jul/13/2020

Initial Entry

2.a

Date Location User Value Reason

Jul-13-2020
14:25:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Ide
ntifier::

1

Temperatur
e:

36.9

Temperatur
e Unit:

C

Temperatur
e Location::

ORAL
CAVIT
Y

Systolic:: 119

Diastolic:: 77

BP Position
:

SITTIN
G

Pulse:: 75

Initial Entry

2.a Record Identifier:
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jul-13-2020
14:25:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Jul-13-2020
14:25:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
36.9

Initial Entry

2.a Unit:

Date Location User Value Reason

Jul-13-2020
14:25:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
C

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Jul-13-2020
14:25:42
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL CAVITY

Initial Entry
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

& Canada)

2.a Systolic:

Date Location User Value Reason

Jul-13-2020
14:25:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
119

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Jul-13-2020
14:25:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
77

Initial Entry

2.a BP Position:

Date Location User Value Reason

Jul-13-2020
14:25:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
SITTING

Initial Entry

2.a Pulse:

Date Location User Value Reason09
01

77
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jul-13-2020
14:25:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
75

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Jul-13-2020
14:25:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Jul-13-2020
14:25:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Jul-13-2020
14:25:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jul/13/2020

Initial Entry

4. Laboratory Name and Address (Derived)09
01

77
e1

96
ae

40
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Date Location User Value Reason

Jul-13-2020
14:25:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Jul-13-2020
14:25:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Jul-13-2020
14:25:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

113

Test:: Choriogon
adotropin
Beta_PX11
3

Result:: NEGATIV
E

Initial Entry
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77
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Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Not Done
::

6.a Sponsor ID:

Date Location User Value Reason

Jul-13-2020
14:25:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Jul-13-2020
14:25:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Choriogonadotropin B
eta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Jul-13-2020
14:25:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEGATIVE

Initial Entry
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Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Jul-13-2020
14:22:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jul-13-2020
14:22:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jul-13-2020
17:47:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Jul-13-2020
14:22:21

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09
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77
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Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Jul-13-2020
14:22:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Jul/13/2020

Initial Entry

5.a

Date Location User Value Reason

Jul-13-2020
17:47:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNBTD
8

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jul-13-2020
17:47:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNBTD8

Initial Entry
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Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Jul-13-2020
14:22:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created
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Form Version: 22-Apr-2020 21:05 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Jul-13-2020
14:22:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jul/13/2020

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Jul-13-2020
14:22:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SWABBED MATERIA
L

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Jul-13-2020
14:22:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL CAVITY

Initial Entry

4. Assay Code and Description:

Date Location User Value Reason09
01

77
e1

96
ae

40
2a

\F
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al
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n:
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Header Text: c4591001

Visit: V4_WEEK3_VAX2_S Form: MICROBIOLOGY SPECIMEN - eCRF Audit
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Form Version: 22-Apr-2020 21:05 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jul-13-2020
14:22:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SEVERE ACUTE RES
P SYNDROME CORO
NAVIRUS 2

Initial Entry

5. Device Type:

Date Location User Value Reason

Jul-13-2020
14:22:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SARS-COV-2 DIAGN
OSTIC TEST

Initial Entry

6. Trade Name:

Date Location User Value Reason

Jul-13-2020
14:22:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
CEPHEID XPERT XP
RESS SARS-COV-2 T
EST

Initial Entry

7. Test Result:

Date Location User Value Reason

Jul-13-2020
14:22:50
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEGATIVE

Initial Entry
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\F
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Form Version: 22-Apr-2020 21:05 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

& Canada)

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0129585



Page 485 of 614

***Confidential***

 

Header Text: c4591001

Visit: V4_WEEK3_VAX2_S Form: CENTRAL LAB SAMPLE COLLECTION -
eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Collection Date:

Date Location User Value Reason

Jul-13-2020
14:26:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jul/13/2020

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Jul-13-2020
14:26:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

3.a

Date Location User Value Reason

Jul-13-2020
14:26:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Category
for Lab T
est:

CLINICA
L CHEMI
STRY

Subcatego
ry for La
b Test:

BLOOD
CHEMIS
TRY

Initial Entry

09
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Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Lab Sub-
Panel Col
lected:

YES

3.a Lab Panel:

Date Location User Value Reason

Jul-13-2020
14:26:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
CLINICAL CHEMIST
RY

Initial Entry

3.a Lab Sub-Panel:

Date Location User Value Reason

Jul-13-2020
14:26:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
BLOOD CHEMISTR
Y

Initial Entry

3.a Was the lab sub-panel collected?:

Date Location User Value Reason

Jul-13-2020
14:26:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

09
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Visit: V4_WEEK3_VAX2_S Form: CENTRAL LAB SAMPLE COLLECTION -
eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

3.b

Date Location User Value Reason

Jul-13-2020
14:26:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Category fo
r Lab Test:

HEMAT
OLOGY

Subcategor
y for Lab T
est:

DIFFER
ENTIA
L

Lab Sub-Pa
nel Collecte
d:

YES

Initial Entry
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Visit: V4_WEEK3_VAX2_S Form: CENTRAL LAB SAMPLE COLLECTION -
eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

3.b Lab Panel:

Date Location User Value Reason

Jul-13-2020
14:26:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
HEMATOLOGY

Initial Entry

3.b Lab Sub-Panel:

Date Location User Value Reason

Jul-13-2020
14:26:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
DIFFERENTIAL

Initial Entry

3.b Was the lab sub-panel collected?:

Date Location User Value Reason

Jul-13-2020
14:26:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V4_WEEK3_VAX2_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Jul-13-2020
14:22:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jul-13-2020
14:22:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jul-13-2020
18:00:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Jul-13-2020
14:22:06

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09

01
77
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96
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40

2a
\F
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Jul-13-2020
14:22:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Jul/13/2020

Initial Entry

5.a

Date Location User Value Reason

Jul-13-2020
18:00:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNBTF
G

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jul-13-2020
18:00:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNBTFG

Initial Entry

5.b09
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Visit: V4_WEEK3_VAX2_S Form: ELECTRONIC SAMPLE TRACKING -
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jul-13-2020
18:00:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNBTF
H

Initial Entry

5.b Sample ID

Date Location User Value Reason

Jul-13-2020
18:00:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNBTFH

Initial Entry

5.c

Date Location User Value Reason

Jul-13-2020
18:01:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNBTF
J

Initial Entry
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\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0129592



Page 492 of 614

***Confidential***

Header Text: c4591001

Visit: V4_WEEK3_VAX2_S Form: ELECTRONIC SAMPLE TRACKING -
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c Sample ID

Date Location User Value Reason

Jul-13-2020
18:01:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNBTFJ

Initial Entry

5.d

Date Location User Value Reason

Jul-13-2020
18:01:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNBTF
K

Initial Entry

5.d Sample ID

Date Location User Value Reason

Jul-13-2020
18:01:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNBTFK

Initial Entry

5.e

Date Location User Value Reason
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
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Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jul-13-2020
18:01:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNBTF
L

Initial Entry

5.e Sample ID

Date Location User Value Reason

Jul-13-2020
18:01:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNBTFL

Initial Entry

5.f

Date Location User Value Reason

Jul-13-2020
18:01:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNY2P
G

Initial Entry
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.f Sample ID

Date Location User Value Reason

Jul-13-2020
18:01:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNY2PG

Initial Entry

5.g

Date Location User Value Reason

Jul-13-2020
18:01:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNY2P
H

Initial Entry

5.g Sample ID

Date Location User Value Reason

Jul-13-2020
18:01:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNY2PH

Initial Entry

5.h

Date Location User Value Reason
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Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jul-13-2020
18:01:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNY2P
J

Initial Entry

5.h Sample ID

Date Location User Value Reason

Jul-13-2020
18:01:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNY2PJ

Initial Entry

5.i

Date Location User Value Reason

Jul-13-2020
18:01:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNY2P
K

Initial Entry
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.i Sample ID

Date Location User Value Reason

Jul-13-2020
18:01:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNY2PK

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0129597



Page 497 of 614

***Confidential***

 

Header Text: c4591001
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Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Jul-13-2020
15:40:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Jul-13-2020
15:40:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Jul-13-2020
15:40:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
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al
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jul-13-2020
15:40:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jul/13/2020 15:08

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Jul-13-2020
15:40:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Jul-13-2020
15:40:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RIGHT

Initial Entry

7. Route:

Date Location User Value Reason

Jul-13-2020
15:40:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0129599



Page 499 of 614

***Confidential***

Header Text: c4591001

Visit: V4_WEEK3_VAX2_S Form: VACCINATION - eCRF Audit Trail History
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

8. Actual Dose:

Date Location User Value Reason

Jul-13-2020
15:40:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
0.5

Initial Entry

9. Unit:

Date Location User Value Reason

Jul-13-2020
15:40:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
mL

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Jul-13-2020
15:40:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jul-13-2020
15:40:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Jul-17-2020
12:41:00
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  V Swetha
(pfe.swethv01)

Query 1: Closed Response
satisfies query

Jul-17-2020
11:49:08
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answere
d

confirmed date
is correct;
Sponsor
correspondence
uploaded for
guidance of out
of window Visit
5 scheduled for
16JUL2020;
subject was not
available for
visit

Jul-17-2020
10:02:10
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Pankaj Bhoir
(pfe.bhoirp02)

Query 1: Opened PDQ: Date of
visit at this visit
is out of
window (-3
days) from Date
of visit (13/Jul
/2020) at
V4WK3VX2
visit. Please
reconcile and
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

update
accordingly,
else confirm
date is correct as
is.

Jul-16-2020
14:25:17
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Jul/16/2020

Initial Entry
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Exam Date:

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jul/16/2020

Initial Entry

2.a

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Sys
tem Exa
mined:

GENERA
L APPEA
RANCE

Result: NOT DON
E

Initial Entry

2.a Body System Examined:

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
GENERAL APPEAR
ANCE

Initial Entry
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Center
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.a Result:

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT DONE

Initial Entry

2.b

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body System
Examined:

SKIN

Result: NOT
DONE

Initial Entry
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.b Body System Examined:

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
SKIN

Initial Entry

2.b Result:

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT DONE

Initial Entry

2.c

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body System
Examined:

HEAD

Result: NOT
DONE

Initial Entry
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Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.c Body System Examined:

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
HEAD

Initial Entry

2.c Result:

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT DONE

Initial Entry

2.d

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body System
Examined:

EYES

Result: NOT
DONE

Initial Entry
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Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.d Body System Examined:

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EYES

Initial Entry

2.d Result:

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT DONE

Initial Entry

2.e

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body System
Examined:

EARS

Result: NOT
DONE

Initial Entry
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History
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Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.e Body System Examined:

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EARS

Initial Entry

2.e Result:

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT DONE

Initial Entry

2.f

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body System
Examined:

NOSE

Result: NOT
DONE

Initial Entry
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Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.f Body System Examined:

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOSE

Initial Entry

2.f Result:

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT DONE

Initial Entry

2.g

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body System
Examined:

THRO
AT

Result: NOT
DONE

Initial Entry
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History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.g Body System Examined:

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
THROAT

Initial Entry

2.g Result:

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT DONE

Initial Entry

2.h

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body System
Examined:

HEAR
T

Result: NOT
DONE

Initial Entry
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Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.h Body System Examined:

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
HEART

Initial Entry

2.h Result:

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT DONE

Initial Entry

2.i

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body System
Examined:

LUNG
S

Result: NOT
DONE

Initial Entry
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History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.i Body System Examined:

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LUNGS

Initial Entry

2.i Result:

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT DONE

Initial Entry

2.j

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body System
Examined:

ABDO
MEN

Result: NOT
DONE

Initial Entry
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History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.j Body System Examined:

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ABDOMEN

Initial Entry

2.j Result:

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT DONE

Initial Entry

2.k

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syst
em Exami
ned:

MUSCUL
OSKELE
TAL

Result: NOT DO
NE

Initial Entry
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Visit: V5_WEEK1_POSTVAX2_S Form: PHYSICAL EXAMINATION - eCRF Audit Trail
History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.k Body System Examined:

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
MUSCULOSKELETA
L

Initial Entry

2.k Result:

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT DONE

Initial Entry

2.l

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examine
d:

EXTRE
MITIES

Result: NOT D
ONE

Initial Entry
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Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.l Body System Examined:

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EXTREMITIES

Initial Entry

2.l Result:

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT DONE

Initial Entry

2.m

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examine
d:

NEURO
LOGIC
AL

Result: NOT DO
NE

Initial Entry
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2.m Body System Examined:

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEUROLOGICAL

Initial Entry

2.m Result:

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT DONE

Initial Entry

2.n

Date Location User Value Reason

Aug-06-2020
08:22:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Bod
y S
yste
m E
xa
min
ed:

LYMPH NODE
S

Changed
Information

09
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Res
ult:

ABNORMAL
If abnormal fin
dings, specify:
(If clinically si
gnificant, reco
rd on the Medi
cal History or
Adverse Event
CRF as appro
priate).

has 1x2 cm n
on-tender, m
obile node in
right axillae

Are there clini
cally significa
nt findings?

YES

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Bod
y S
yste
m E
xa
min
ed:

LYMPH NODE
S

Initial Entry

09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Res
ult:

ABNORMAL
If abnormal fin
dings, specify:
(If clinically si
gnificant, reco
rd on the Medi
cal History or
Adverse Event
CRF as appro
priate).

has 1x2 cm n
on-tender, m
obile node in
right axillae

Are there clini
cally significa
nt findings?

NO
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2.n Body System Examined:

Date Location User Value Reason

Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LYMPH NODES

Initial Entry

2.n Result:

Date Location User Value Reason

Aug-06-2020
09:32:53
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ahmed
Hassan
(pfe.hassaa38)

Query 1: Closed Response
satisfies query

Aug-06-2020
08:22:04
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answere
d

Changed
Information

Aug-06-2020
08:22:04
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
ABNORMAL

If abnormal findi
ngs, specify: (If
clinically signifi
cant, record on t
he Medical Hist
ory or Adverse E
vent CRF as app

Changed
Information
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ropriate).

has 1x2 cm no
n-tender, mobil
e node in right
axillae

Are there clinica
lly significant fi
ndings?

YES

Jul-30-2020
04:09:07
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ahmed
Hassan
(pfe.hassaa38)

Query 1: Reissued
:Opened

Please can you
confirm if PI
has received
MM input? If
so, please
update as
appropriate.
Thanks

Jul-23-2020
10:59:39
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Susan Parker
(pfe.sparker)

Query 1: Answere
d

Acknowledged.
Query will
remain open
until resolution.

Jul-23-2020
06:04:40
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ahmed
Hassan
(pfe.hassaa38)

Query 1: Reissued
:Opened

Sure - please
leave the query
as open until
resolution.
Thank you
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Jul-22-2020
16:37:09
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Susan Parker
(pfe.sparker)

Query 1: Answere
d

PI has requested
Medical
Monitor input.
Thank you.

Jul-21-2020
11:53:49
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ahmed
Hassan
(pfe.hassaa38)

Query 1: Reissued
:Opened

It is correct that
the abnormal
result is listed in
the AE log as
we now have
oversight it is
related to study
IP. However, as
a result, this
needs to be
expressed as a
clinically
significant
finding as per
8.8.4 (eCRF)
Please update as
appropriate.
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Back to Form

2.n Result:

Date Location User Value Reason

Jul-20-2020
14:59:28
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Susan Parker
(pfe.sparker)

Query 1: Answere
d

The finding
was
determined not
to be clinically
significant.
Please advise
how to
otherwise
capture this
finding if the
AE is removed.
Thank you.

Jul-20-2020
06:49:12
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ahmed
Hassan
(pfe.hassaa38)

Query 1: Reissued
:Opened

As per section
8.8.4 of eCRF
completion
requirements,
if an abnormal
result is
clinically
significant, it
should be listed
in the AE log.
If the result is
not, please
remove from
the AE log.
Please review09

01
77
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and update as
appropriate.

Jul-17-2020
15:24:07
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answere
d

per PI:The
adenopathy is
not clinically
significant. She
has no pain
with it & there
is no alteration
in function of
the arm. But it
is there & she
noticed &
brought to my
attention. So,
to me, that is
an adverse
event that is
not clinically
significant.

Jul-17-2020
06:31:59
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ahmed
Hassan
(pfe.hassaa38)

Query 1: Opened Are there
clinically
significant
findings listed
as 'No',
however, this
event is listed
as an AE.
Please can you
review and
update as
appropriate
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Jul-16-2020
14:29:00
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
ABNORMAL

If abnormal findi
ngs, specify: (If c
linically significa
nt, record on the
Medical History
or Adverse Event
CRF as appropri
ate).

has 1x2 cm non
-tender, mobile
node in right ax
illae

Are there clinical
ly significant fin
dings?

NO

Initial Entry
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01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0129625



Page 525 of 614

***Confidential***

 

Header Text: c4591001

Visit: V5_WEEK1_POSTVAX2_S Form: VITAL SIGNS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---
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Back to Form

1. Date:

Date Location User Value Reason

Jul-16-2020
14:27:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jul/16/2020

Initial Entry

2.a

Date Location User Value Reason

Jul-16-2020
14:27:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Ide
ntifier::

1

Temperatur
e:

36.9

Temperatur
e Unit:

C

Temperatur
e Location::

ORAL
CAVIT
Y

Systolic:: 124

Diastolic:: 81

BP Position
:

SITTIN
G

Pulse:: 70

Initial Entry

2.a Record Identifier:
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Date Location User Value Reason

Jul-16-2020
14:27:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Jul-16-2020
14:27:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
36.9

Initial Entry

2.a Unit:

Date Location User Value Reason

Jul-16-2020
14:27:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
C

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Jul-16-2020
14:27:07
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL CAVITY

Initial Entry
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& Canada)

2.a Systolic:

Date Location User Value Reason

Jul-16-2020
14:27:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
124

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Jul-16-2020
14:27:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
81

Initial Entry

2.a BP Position:

Date Location User Value Reason

Jul-16-2020
14:27:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
SITTING

Initial Entry

2.a Pulse:

Date Location User Value Reason09
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Jul-16-2020
14:27:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
70

Initial Entry
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Back to Form

1. Collection Date:

Date Location User Value Reason

Jul-16-2020
14:25:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jul/16/2020

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Jul-16-2020
14:25:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

3.a

Date Location User Value Reason

Jul-16-2020
14:25:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Category
for Lab T
est:

CLINICA
L CHEMI
STRY

Subcatego
ry for La
b Test:

BLOOD
CHEMIS
TRY

Initial Entry
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Lab Sub-
Panel Col
lected:

YES

3.a Lab Panel:

Date Location User Value Reason

Jul-16-2020
14:25:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
CLINICAL CHEMIST
RY

Initial Entry

3.a Lab Sub-Panel:

Date Location User Value Reason

Jul-16-2020
14:25:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
BLOOD CHEMISTR
Y

Initial Entry

3.a Was the lab sub-panel collected?:

Date Location User Value Reason

Jul-16-2020
14:25:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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3.b

Date Location User Value Reason

Jul-16-2020
14:25:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Category fo
r Lab Test:

HEMAT
OLOGY

Subcategor
y for Lab T
est:

DIFFER
ENTIA
L

Lab Sub-Pa
nel Collecte
d:

YES

Initial Entry
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3.b Lab Panel:

Date Location User Value Reason

Jul-16-2020
14:25:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
HEMATOLOGY

Initial Entry

3.b Lab Sub-Panel:

Date Location User Value Reason

Jul-16-2020
14:25:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
DIFFERENTIAL

Initial Entry

3.b Was the lab sub-panel collected?:

Date Location User Value Reason

Jul-16-2020
14:25:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

09
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e1
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40
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\F
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Header Text: c4591001

Visit: V5_WEEK1_POSTVAX2_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Jul-16-2020
14:22:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jul-16-2020
14:22:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jul-16-2020
14:22:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Jul-16-2020
14:22:25

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09

01
77

e1
96

ae
40

2a
\F

in
al

\F
in

al
 O

n:
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IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Jul-16-2020
14:22:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
YES

Date of Collection:

Jul/16/2020

Initial Entry

5.a

Date Location User Value Reason

Jul-16-2020
14:22:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BP74P
H

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jul-16-2020
14:22:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BP74PH

Initial Entry

5.b09
01
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e1
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2a
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Date Location User Value Reason

Jul-16-2020
14:22:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BP74PJ

Initial Entry

5.b Sample ID

Date Location User Value Reason

Jul-16-2020
14:22:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BP74PJ

Initial Entry

5.c

Date Location User Value Reason

Jul-16-2020
14:22:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BP74P
K

Initial Entry
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5.c Sample ID

Date Location User Value Reason

Jul-16-2020
14:22:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BP74PK

Initial Entry

5.d

Date Location User Value Reason

Jul-16-2020
14:22:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BP74PL

Initial Entry

5.d Sample ID

Date Location User Value Reason

Jul-16-2020
14:22:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BP74PL

Initial Entry

5.e

Date Location User Value Reason
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jul-16-2020
14:22:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BP74P
M

Initial Entry

5.e Sample ID

Date Location User Value Reason

Jul-16-2020
14:22:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BP74PM

Initial Entry

5.f

Date Location User Value Reason

Jul-16-2020
14:22:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNY2V
L

Initial Entry
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Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.f Sample ID

Date Location User Value Reason

Jul-16-2020
14:22:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNY2VL

Initial Entry

5.g

Date Location User Value Reason

Jul-16-2020
14:23:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample I
D:

BNY2V
M

Initial Entry

5.g Sample ID

Date Location User Value Reason

Jul-16-2020
14:23:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNY2VM

Initial Entry

5.h

Date Location User Value Reason
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Visit: V5_WEEK1_POSTVAX2_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jul-16-2020
14:23:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample I
D:

BNY2V
N

Initial Entry

5.h Sample ID

Date Location User Value Reason

Jul-16-2020
14:23:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNY2VN

Initial Entry

5.i

Date Location User Value Reason

Jul-16-2020
14:23:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNY2V
P

Initial Entry

09
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Visit: V5_WEEK1_POSTVAX2_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.i Sample ID

Date Location User Value Reason

Jul-16-2020
14:23:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNY2VP

Initial Entry

09
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Header Text: c4591001

Visit: V6_WEEK2_POSTVAX2_S Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Jul-27-2020
13:49:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jul/27/2020

Initial Entry

09
01

77
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96
ae

40
2a

\F
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al
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Header Text: c4591001

Visit: V6_WEEK2_POSTVAX2_S Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: F

E
V
E
R

Were fever or sys
temic symptoms
present on the las
t day the Subject
Diary was compl
eted?:

N
O

Initial Entry

2.a Symptom:

Date Location User Value Reason09
01

77
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96
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40
2a
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al
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Header Text: c4591001

Visit: V6_WEEK2_POSTVAX2_S Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FEVER

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: FA

TI
G
U
E

Were fever or sys
temic symptoms
present on the la
st day the Subjec
t Diary was com
pleted?:

N
O

Initial Entry

09
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Visit: V6_WEEK2_POSTVAX2_S Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
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Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.b Symptom:

Date Location User Value Reason

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: HE

AD
AC
HE

Initial Entry
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Visit: V6_WEEK2_POSTVAX2_S Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Were fever or sy
stemic symptom
s present on the l
ast day the Subj
ect Diary was co
mpleted?:

NO

2.c Symptom:

Date Location User Value Reason

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Jul-27-2020
13:52:27

ACV0PFEINFP6000  Laura
Pace

Data Entry:
Symptom:: C

Initial Entry

09
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Visit: V6_WEEK2_POSTVAX2_S Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.lpace) HI
L
LS

Were fever or sys
temic symptoms
present on the las
t day the Subject
Diary was compl
eted?:

N
O

2.d Symptom:

Date Location User Value Reason

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.e

Date Location User Value Reason

09
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SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: VO

MI
TI
NG

Were fever or sy
stemic symptom
s present on the
last day the Subj
ect Diary was co
mpleted?:

NO

Initial Entry

2.e Symptom:

Date Location User Value Reason

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

09
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40
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SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.f

Date Location User Value Reason

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: DI

AR
RH
EA

Were fever or sy
stemic symptom
s present on the l
ast day the Subj
ect Diary was co
mpleted?:

NO

Initial Entry
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Header Text: c4591001

Visit: V6_WEEK2_POSTVAX2_S Form: VACCINATION SYMPTOMS DIARY -
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.f Symptom:

Date Location User Value Reason

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: NEW

OR W
ORSE
NED
MUSC
LE PA
IN

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Were fever o
r systemic sy
mptoms pres
ent on the las
t day the Sub
ject Diary wa
s completed?
:

NO

2.g Symptom:

Date Location User Value Reason

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR WORSENE
D MUSCLE PAIN

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.h

Date Location User Value Reason

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0129651



Page 551 of 614

***Confidential***

Header Text: c4591001

Visit: V6_WEEK2_POSTVAX2_S Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: NEW

OR W
ORSE
NED J
OINT
PAIN

Were fever or
systemic sym
ptoms presen
t on the last d
ay the Subjec
t Diary was c
ompleted?:

NO

Initial Entry

09
01
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.h Symptom:

Date Location User Value Reason

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR WORSENE
D JOINT PAIN

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RIGHT

Initial Entry

5.a

Date Location User Value Reason

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site Re
action::

RE
D
NE
SS

Were injection si
te reactions pres
ent on the last da
y the Subject Dia
ry was complete
d?:

N
O

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
REDNESS

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site R
eaction::

SW
EL
LI
NG

Were injection s
ite reactions pre
sent on the last
day the Subject
Diary was comp
leted?:

NO

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.b Injection Site Reaction:

Date Location User Value Reason

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site
Reaction::

PAIN
AT I
NJE
CTIO
N SI
TE

Initial Entry

09
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Were injection
site reactions p
resent on the l
ast day the Su
bject Diary wa
s completed?:

NO

5.c Injection Site Reaction:

Date Location User Value Reason

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
PAIN AT INJECTION
SITE

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Jul-27-2020
13:52:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Exam Date:

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jul/27/2020

Initial Entry

2.a

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Sys
tem Exa
mined:

GENERA
L APPEA
RANCE

Result: NOT DON
E

Initial Entry

2.a Body System Examined:

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
GENERAL APPEAR
ANCE

Initial Entry

09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.a Result:

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT DONE

Initial Entry

2.b

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body System
Examined:

SKIN

Result: NOT
DONE

Initial Entry

09
01
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.b Body System Examined:

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
SKIN

Initial Entry

2.b Result:

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT DONE

Initial Entry

2.c

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body System
Examined:

HEAD

Result: NOT
DONE

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.c Body System Examined:

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
HEAD

Initial Entry

2.c Result:

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT DONE

Initial Entry

2.d

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body System
Examined:

EYES

Result: NOT
DONE

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0129661



Page 561 of 614

***Confidential***

Header Text: c4591001

Visit: V6_WEEK2_POSTVAX2_S Form: PHYSICAL EXAMINATION - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.d Body System Examined:

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EYES

Initial Entry

2.d Result:

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT DONE

Initial Entry

2.e

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body System
Examined:

EARS

Result: NOT
DONE

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.e Body System Examined:

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EARS

Initial Entry

2.e Result:

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT DONE

Initial Entry

2.f

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body System
Examined:

NOSE

Result: NOT
DONE

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.f Body System Examined:

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOSE

Initial Entry

2.f Result:

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT DONE

Initial Entry

2.g

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body System
Examined:

THRO
AT

Result: NOT
DONE

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.g Body System Examined:

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
THROAT

Initial Entry

2.g Result:

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT DONE

Initial Entry

2.h

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body System
Examined:

HEAR
T

Result: NOT
DONE

Initial Entry
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.h Body System Examined:

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
HEART

Initial Entry

2.h Result:

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT DONE

Initial Entry

2.i

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body System
Examined:

LUNG
S

Result: NOT
DONE

Initial Entry
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Header Text: c4591001

Visit: V6_WEEK2_POSTVAX2_S Form: PHYSICAL EXAMINATION - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.i Body System Examined:

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LUNGS

Initial Entry

2.i Result:

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT DONE

Initial Entry

2.j

Date Location User Value Reason

Jul-27-2020
13:55:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body System
Examined:

ABDO
MEN

Result: NOT
DONE

Initial Entry

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body System
Examined:

ABDO
MEN

Result:

Initial Entry
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e1
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Header Text: c4591001

Visit: V6_WEEK2_POSTVAX2_S Form: PHYSICAL EXAMINATION - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

& Canada)

2.j Body System Examined:

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ABDOMEN

Initial Entry

2.j Result:

Date Location User Value Reason

Jul-27-2020
13:55:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT DONE

Initial Entry

2.k

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syst
em Exami
ned:

MUSCUL
OSKELE
TAL

Result: NOT DO
NE

Initial Entry
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Header Text: c4591001

Visit: V6_WEEK2_POSTVAX2_S Form: PHYSICAL EXAMINATION - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.k Body System Examined:

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
MUSCULOSKELETA
L

Initial Entry

2.k Result:

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT DONE

Initial Entry

2.l

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examine
d:

EXTRE
MITIES

Result: NOT D
ONE

Initial Entry
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Header Text: c4591001

Visit: V6_WEEK2_POSTVAX2_S Form: PHYSICAL EXAMINATION - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.l Body System Examined:

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EXTREMITIES

Initial Entry

2.l Result:

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT DONE

Initial Entry

2.m

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examine
d:

NEURO
LOGIC
AL

Result: NOT DO
NE

Initial Entry
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Header Text: c4591001

Visit: V6_WEEK2_POSTVAX2_S Form: PHYSICAL EXAMINATION - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.m Body System Examined:

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEUROLOGICAL

Initial Entry

2.m Result:

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT DONE

Initial Entry

2.n

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Body Syste
m Examine
d:

LYMPH
NODES

Result: NORM
AL

Initial Entry
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Header Text: c4591001

Visit: V6_WEEK2_POSTVAX2_S Form: PHYSICAL EXAMINATION - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.n Body System Examined:

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LYMPH NODES

Initial Entry

2.n Result:

Date Location User Value Reason

Jul-27-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NORMAL

Initial Entry
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Header Text: c4591001

Visit: V6_WEEK2_POSTVAX2_S Form: VITAL SIGNS - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Jul-27-2020
13:50:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jul/27/2020

Initial Entry

2.a

Date Location User Value Reason

Jul-27-2020
13:50:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Ide
ntifier::

1

Temperatur
e:

36.5

Temperatur
e Unit:

C

Temperatur
e Location::

ORAL
CAVIT
Y

Systolic:: 137

Diastolic:: 83

BP Position
:

SITTIN
G

Pulse:: 78

Initial Entry

2.a Record Identifier:
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Header Text: c4591001

Visit: V6_WEEK2_POSTVAX2_S Form: VITAL SIGNS - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jul-27-2020
13:50:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Jul-27-2020
13:50:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
36.5

Initial Entry

2.a Unit:

Date Location User Value Reason

Jul-27-2020
13:50:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
C

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Jul-27-2020
13:50:14
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V6_WEEK2_POSTVAX2_S Form: VITAL SIGNS - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

& Canada)

2.a Systolic:

Date Location User Value Reason

Jul-27-2020
13:50:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
137

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Jul-27-2020
13:50:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
83

Initial Entry

2.a BP Position:

Date Location User Value Reason

Jul-27-2020
13:50:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
SITTING

Initial Entry

2.a Pulse:

Date Location User Value Reason09
01

77
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Header Text: c4591001

Visit: V6_WEEK2_POSTVAX2_S Form: VITAL SIGNS - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jul-27-2020
13:50:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
78

Initial Entry

09
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77
e1

96
ae

40
2a
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Header Text: c4591001

Visit: V6_WEEK2_POSTVAX2_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Jul-27-2020
13:50:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jul-27-2020
13:50:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jul-27-2020
14:11:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Jul-27-2020
13:50:45

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09

01
77

e1
96

ae
40

2a
\F
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Visit: V6_WEEK2_POSTVAX2_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Jul-27-2020
13:50:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Jul/27/2020

Initial Entry

5.a

Date Location User Value Reason

Jul-27-2020
14:11:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BP74Y
L

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jul-27-2020
14:11:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BP74YL

Initial Entry
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IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jul-27-2020
14:11:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BP74Y
M

Initial Entry

5.b Sample ID

Date Location User Value Reason

Jul-27-2020
14:11:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BP74YM

Initial Entry

5.c

Date Location User Value Reason

Jul-27-2020
14:11:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BP74Y
N

Initial Entry
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c Sample ID

Date Location User Value Reason

Jul-27-2020
14:11:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BP74YN

Initial Entry

5.d

Date Location User Value Reason

Jul-27-2020
14:11:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BP74Y
P

Initial Entry

5.d Sample ID

Date Location User Value Reason

Jul-27-2020
14:11:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BP74YP

Initial Entry

5.e

Date Location User Value Reason
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IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jul-27-2020
14:11:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BP74Y
R

Initial Entry

5.e Sample ID

Date Location User Value Reason

Jul-27-2020
14:11:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BP74YR

Initial Entry

5.f

Date Location User Value Reason

Jul-27-2020
14:12:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNY31
Y

Initial Entry

09
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Page 581 of 614

***Confidential***

Header Text: c4591001

Visit: V6_WEEK2_POSTVAX2_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.f Sample ID

Date Location User Value Reason

Jul-27-2020
14:12:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNY31Y

Initial Entry

5.g

Date Location User Value Reason

Jul-27-2020
14:12:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNY31
Z

Initial Entry

5.g Sample ID

Date Location User Value Reason

Jul-27-2020
14:12:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNY31Z

Initial Entry

5.h

Date Location User Value Reason

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:
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Page 582 of 614

***Confidential***

Header Text: c4591001

Visit: V6_WEEK2_POSTVAX2_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jul-27-2020
14:12:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNY32
0

Initial Entry

5.h Sample ID

Date Location User Value Reason

Jul-27-2020
14:12:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNY320

Initial Entry

5.i

Date Location User Value Reason

Jul-27-2020
14:12:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNY32
1

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
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in
al

 O
n:
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Page 583 of 614

***Confidential***

Header Text: c4591001

Visit: V6_WEEK2_POSTVAX2_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.i Sample ID

Date Location User Value Reason

Jul-27-2020
14:12:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNY321

Initial Entry

5.j

Date Location User Value Reason

Jul-27-2020
14:12:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNY32
2

Initial Entry

5.j Sample ID

Date Location User Value Reason

Jul-27-2020
14:12:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNY322

Initial Entry

5.k

Date Location User Value Reason

09
01

77
e1

96
ae

40
2a

\F
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al
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Page 584 of 614

***Confidential***

Header Text: c4591001

Visit: V6_WEEK2_POSTVAX2_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jul-27-2020
14:13:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BNY32
3

Initial Entry

5.k Sample ID

Date Location User Value Reason

Jul-27-2020
14:13:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNY323

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in
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Page 585 of 614

***Confidential***

 

Header Text: c4591001

Visit: V7_MONTH1_S Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-10-2020
13:25:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/10/2020

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:
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FDA-CBER-2021-5683-0129686
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***Confidential***

 

Header Text: c4591001

Visit: V7_MONTH1_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-10-2020
13:26:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-10-2020
13:26:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-10-2020
17:31:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Aug-10-2020
13:26:02

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09

01
77

e1
96

ae
40

2a
\F

in
al

\F
in

al
 O

n:
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Page 587 of 614

***Confidential***

Header Text: c4591001

Visit: V7_MONTH1_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Aug-10-2020
13:26:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Aug/10/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-10-2020
17:31:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BM811
Z

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-10-2020
17:31:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BM811Z

Initial Entry

5.b09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
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Page 588 of 614

***Confidential***

Header Text: c4591001

Visit: V7_MONTH1_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-10-2020
17:31:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BM812
0

Initial Entry

5.b Sample ID

Date Location User Value Reason

Aug-10-2020
17:31:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BM8120

Initial Entry

5.c

Date Location User Value Reason

Aug-10-2020
17:31:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BM812
1

Initial Entry

09
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77
e1

96
ae

40
2a

\F
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 O
n:
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Page 589 of 614

***Confidential***

Header Text: c4591001

Visit: V7_MONTH1_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c Sample ID

Date Location User Value Reason

Aug-10-2020
17:31:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BM8121

Initial Entry

5.d

Date Location User Value Reason

Aug-10-2020
17:31:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BM812
2

Initial Entry

5.d Sample ID

Date Location User Value Reason

Aug-10-2020
17:31:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BM8122

Initial Entry

5.e

Date Location User Value Reason

09
01

77
e1

96
ae

40
2a

\F
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al
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 O
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Page 590 of 614

***Confidential***

Header Text: c4591001

Visit: V7_MONTH1_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-10-2020
17:31:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BM812
3

Initial Entry

5.e Sample ID

Date Location User Value Reason

Aug-10-2020
17:31:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BM8123

Initial Entry

5.f

Date Location User Value Reason

Aug-10-2020
17:32:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BPG03
B

Initial Entry

09
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e1
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ae

40
2a
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\F

in
al

 O
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FDA-CBER-2021-5683-0129691



Page 591 of 614

***Confidential***

Header Text: c4591001

Visit: V7_MONTH1_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.f Sample ID

Date Location User Value Reason

Aug-10-2020
17:32:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPG03B

Initial Entry

5.g

Date Location User Value Reason

Aug-10-2020
17:32:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BPG03
C

Initial Entry

5.g Sample ID

Date Location User Value Reason

Aug-10-2020
17:32:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPG03C

Initial Entry

5.h

Date Location User Value Reason

09
01

77
e1

96
ae

40
2a
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Page 592 of 614

***Confidential***

Header Text: c4591001

Visit: V7_MONTH1_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-10-2020
17:32:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BPG03
D

Initial Entry

5.h Sample ID

Date Location User Value Reason

Aug-10-2020
17:32:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPG03D

Initial Entry

5.i

Date Location User Value Reason

Aug-10-2020
17:32:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BPG03
F

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
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al
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 O
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FDA-CBER-2021-5683-0129693



Page 593 of 614

***Confidential***

Header Text: c4591001

Visit: V7_MONTH1_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.i Sample ID

Date Location User Value Reason

Aug-10-2020
17:32:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPG03F

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
\F
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al

 O
n:
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FDA-CBER-2021-5683-0129694



Page 594 of 614

***Confidential***

 

Header Text: c4591001

Visit: V8_MONTH6_S Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-04-2021
10:20:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jan/4/2021

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:
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A
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FDA-CBER-2021-5683-0129695



Page 595 of 614

***Confidential***

 

Header Text: c4591001

Visit: V8_MONTH6_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-04-2021
10:20:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-04-2021
10:20:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-04-2021
12:44:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Jan-04-2021
10:20:53

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09

01
77

e1
96

ae
40

2a
\F

in
al

\F
in

al
 O

n:
 0
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Page 596 of 614

***Confidential***

Header Text: c4591001

Visit: V8_MONTH6_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Jan-04-2021
10:20:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Jan/4/2021

Initial Entry

5.a

Date Location User Value Reason

Jan-04-2021
12:44:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BR3YD
D

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jan-04-2021
12:44:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BR3YDD

Initial Entry

5.b09
01

77
e1

96
ae

40
2a

\F
in

al
\F
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al

 O
n:

 0
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FDA-CBER-2021-5683-0129697



Page 597 of 614

***Confidential***

Header Text: c4591001

Visit: V8_MONTH6_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jan-04-2021
12:44:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample I
D:

BMNR6
L

Initial Entry

5.b Sample ID

Date Location User Value Reason

Jan-04-2021
12:44:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BMNR6L

Initial Entry

5.c

Date Location User Value Reason

Jan-04-2021
12:44:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BMNR6
S

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V8_MONTH6_S Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c Sample ID

Date Location User Value Reason

Jan-04-2021
12:44:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BMNR6S

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:05 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Aug-10-2020
13:26:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/10/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Aug-10-2020
13:26:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Aug-10-2020
13:26:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Jul-16-2020
14:34:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created
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Page 601 of 614

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category:

Date Location User Value Reason

Jul-16-2020
14:34:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Jul-16-2020
14:34:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Jul-22-2020
12:37:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 2: Closed Response
satisfies query

Jul-22-2020
09:48:58

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered Changed
Information09
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Jul-22-2020
09:48:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Susan Parker
(pfe.sparker)

Data Entry:
Right axillary lymp
h node enlargemen
t

Changed
Information

Jul-21-2020
11:40:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 2: Opened Please consider
updating the
event term
“Right axilla
lump” to a
more specific
term as “Right
axillary lymph
node
enlargement”

Jul-20-2020
06:34:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Ahmed
Hassan
(pfe.hassaa38)

Query 1: Closed Response
satisfies query

Jul-17-2020
15:16:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered This is a mild,
benign
adenopathy in
the right
axillae.

Jul-17-2020
06:30:38

ACV0PFEINFP6000  Ahmed
Hassan

Query 1: Opened Please can you
provide a
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Page 603 of 614

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.hassaa38) diagnosis, if
available, for
this AE? If not,
please can you
confirm if the
mass is benign
or malignant, if
known.

Jul-16-2020
14:34:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Right axilla lump

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Jul-16-2020
14:34:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jul/15/2020 UNK:UN
K

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Jul-27-2020
13:53:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date Time:

Jul/27/2020 UNK:

New
Information
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Page 604 of 614

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

UNK

Jul-16-2020
14:34:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Jul-16-2020
14:34:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Jul-16-2020
14:34:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Page 605 of 614

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Jul-16-2020
14:34:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Jul-20-2020
06:49:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Ahmed
Hassan
(pfe.hassaa38)

Query 1: Closed Response
satisfies
query

Jul-17-2020
15:19:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered per PI:I called
related
because it is
in the same
arm as the
vaccine and
the area
where the
shot was
given has
lymph node
drainage into
the axillae.09

01
77
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Page 606 of 614

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jul-17-2020
06:32:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Ahmed
Hassan
(pfe.hassaa38)

Query 1: Opened Please can
you confirm
in the PI's
judgment
why this AE
is felt to be
related to IP?

Jul-16-2020
14:34:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Jul-16-2020
14:34:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Jul-16-2020
14:34:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Page 607 of 614

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Jul-16-2020
14:34:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Jul-27-2020
13:53:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RECOVERED/RESOL
VED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Jul-16-2020
14:34:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-22-2021
20:01:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Dec/28/2020

Changed
Information

Feb-16-2021
16:06:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jan/5/2021

Initial Entry
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Page 609 of 614

***Confidential***

 

Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION -
eCRF Audit Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Feb-16-2021
19:33:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Feb-16-2021
16:06:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate The response
indicates
participant was
unblinded,
however the
TREATMENT
UNBLINDED
date is missing
in the DISP
visit. Please
complete this
date.

Feb-16-2021
16:06:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Participant is willing
to return for Vaccina
tion 3

Participant is:

eligible and NOT
confirmed to hav
e received only pl

Initial Entry
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Page 610 of 614

***Confidential***

Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION -
eCRF Audit Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

acebo at Vaccinat
ion 1/2
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***Confidential***

 

Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Feb-16-2021
19:33:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jan/4/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Feb-16-2021
19:33:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ASSESS ELIGIBILIT
Y FOR ADDITIONA
L VACCINATION

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject Status

Date Location User Value Reason

Aug-10-2020
13:26:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Jun-22-2020
11:53:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDO
MIZED

Initial Entry

Jun-22-2020
11:37:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Aug-10-2020
13:26:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/10/2020

Initial Entry

Jun-22-2020 ACV0PFEINFP6000  auto calc Data Entry: Initial Entry09
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Page 613 of 614

***Confidential***

Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

11:53:05
(UTC-05:00)
Eastern Time (US
& Canada)

(autocalc) Jun/22/2020

Jun-22-2020
11:37:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Jun/22/2020

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071050 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Casebook Signature

Date Location User Value Reason

Aug-12-2020
14:23:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Click Here to Enable

Initial Entry

09
01

77
e1

96
ae

40
2a

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0129715
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eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5,
STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response -
Protocol version

30 JUN 2020

2. Select appropriate response - What
cohort does the subject belong to?

STAGE 3 COHORTS
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eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Jul/30/2020
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eCRF Audit Trail History

Demography

1. Subject ID [10071097]

2. Birth Date: /1971

3. Sex: FEMALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): WHITE

6. Racial Designation:

09
01

77
e1

96
ae

40
2e

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

(b) (6)

FDA-CBER-2021-5683-0129718



Page 4 of 249

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jul/30/2020

2. Erroneous Visit
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Study eligibility requires subjects to meet all inclusion criteria (YES) and Not meet exclusion criteria (NO).

Inclusion Criteria

1.a Inclusion Number: 1

Criterion Description: Male or female participants between the ages of 18 and 55 years, inclusive, 65
and 85 years, inclusive, or 18 and 85 years, inclusive, at randomization
(dependent upon study stage)

Criterion met? YES

Criterion ID: (For Pfizer use
only)

IN01A00

1.b Inclusion Number: 2

Criterion Description: Participants who are willing and able to comply with all scheduled visits,
vaccination plan, laboratory tests, lifestyle considerations, and other study
procedures

Criterion met? YES

Criterion ID: (For Pfizer use
only)

IN02A00

1.c Inclusion Number: 3

Criterion Description: Healthy participants who are determined by medical history, physical
examination, and clinical judgment of the investigator to be eligible for
inclusion in the study

Criterion met? YES

Criterion ID: (For Pfizer use
only)

IN03A00

1.d Inclusion Number: 4

Criterion Description: Capable of giving personal signed informed consent, which includes compliance
with the requirements and restrictions listed in the ICD and in this protocol

Criterion met? YES

Criterion ID: (For Pfizer use
only)

IN04A00
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2.a Exclusion Number: 1

Criterion Description: Other medical or psychiatric condition incl. recent (within past year) or active
suicidal ideation/behavior/lab abnormality that may increase the risk of study
participation

Criterion met? NO

Criterion ID: (For Pfizer use
only)

EX01A00

2.b Exclusion Number: 2

Criterion Description: Known infection with human immunodeficiency virus (HIV), hepatitis C virus
(HCV), or hepatitis B virus (HBV)

Criterion met? NO

Criterion ID: (For Pfizer use
only)

EX02A00

2.c Exclusion Number: 3

Criterion Description: History of severe adverse reaction associated with a vaccine and/or severe
allergic reaction (eg, anaphylaxis) to any component of the study intervention(s)

Criterion met? NO

Criterion ID: (For Pfizer use
only)

EX03A00

2.d Exclusion Number: 4

Criterion Description: Receipt of medications intended to prevent COVID-19

Criterion met? NO

Criterion ID: (For Pfizer use
only)

EX04A00

2.e Exclusion Number: 8

Criterion Description: Immunocompromised individuals with known or suspected immunodeficiency,
as determined by history and/or laboratory/physical examination

Criterion met? NO

Criterion ID: (For Pfizer use
only)

EX08A00
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2 f Exclusion Number: 10

Criterion Description: Bleeding diathesis or condition associated with prolonged bleeding that would,
in the opinion of the investigator, contraindicate intramuscular injection

Criterion met? NO

Criterion ID: (For Pfizer use
only)

EX10A00

2.g Exclusion Number: 11

Criterion Description: Women who are pregnant or breastfeeding

Criterion met? NO

Criterion ID: (For Pfizer use
only)

EX11A00

2 h Exclusion Number: 12

Criterion Description: Previous vaccination with any coronavirus vaccine

Criterion met? NO

Criterion ID: (For Pfizer use
only)

EX12A00

2.i Exclusion Number: 13

Criterion Description: Subjects who receive immunosuppressive therapy, such as cytotoxic agents or
systemic corticosteroids

Criterion met? NO

Criterion ID: (For Pfizer use
only)

EX13A01

2.j Exclusion Number: 15

Criterion Description: Receipt of blood/plasma products or immunoglobulin, from 60 days before
study intervention administration or planned receipt throughout the study

Criterion met? NO

Criterion ID: (For Pfizer use
only)

EX14A01
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2 k Exclusion Number: 16

Criterion Description: Participation in other studies involving study intervention within 28 days prior
to study entry and/or during study participation

Criterion met? NO

Criterion ID: (For Pfizer use
only)

EX15A01

2.l Exclusion Number: 17

Criterion Description: Previous participation in other studies involving study intervention containing
lipid nanoparticles

Criterion met? NO

Criterion ID: (For Pfizer use
only)

EX16A01

2 m Exclusion Number: 22

Criterion Description: Investigator site staff or Pfizer employees directly involved in the conduct of the
study, site staff otherwise supervised by the investigator, and their respective
family members

Criterion met? NO

Criterion ID: (For Pfizer use
only)

EX21A01
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eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation/Death

Jul/30/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Depression]

Start Date: UNK/UNK/1999

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Seasonal allergy]

Start Date: UNK/UNK/1985

Ongoing: YES

1.c Line/MH Number: [3]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Insomnia]

Start Date: Feb/UNK/2020

Ongoing: YES

1.d Line/MH Number: [4]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Allergy to antibiotic erythromycin]

Start Date: UNK/UNK/2001

Ongoing: YES
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1.e Line/MH Number: [5]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[LASIK eye surgery]

Start Date: UNK/UNK/2006

Ongoing: NO

End Date:
UNK/UNK/2006

1.f Line/MH Number: [6]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Migraine]

Start Date: UNK/UNK/2002

Ongoing: YES
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eCRF Audit Trail History

Vital Signs

1. Date: Jul/30/2020

2. Weight: [100.5]

3. Unit: kg

4. Height: [172.0]

5. Unit: cm

6. Body Mass Index: [34.0]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [37.0]

Unit: C

Temperature Location: ORAL CAVITY
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eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Jul/30/2020

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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eCRF Audit Trail History

Disposition

1. Randomization Date : Jul/30/2020

2. Randomization Number: [40427]

3. Randomization Group: [ ]
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Jul/30/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BM898K]

5.b Sample ID [BM898L]

5.c Sample ID [BM898M]

5.d Sample ID [BPFZV2]

5.e Sample ID [BPFZV3]
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Jul/30/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BM898H]
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eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Jul/30/2020 11:42

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

YES - REACTOGENICITY E-DIARY COLLECTED FOR THIS SUBJECT
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/20/2020

2. Erroneous Visit
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eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat
fever/pain given on the last day the
Subject Diary was completed?

NO

2.a Symptom: FEVER

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

2.d Symptom: CHILLS

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

2.e Symptom: VOMITING

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO
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2.f Symptom: DIARRHEA

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

2 h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

3. Injection Site Location: DELTOID MUSCLE

4. Injection Site Body Side: LEFT

5.a Injection Site Reaction: REDNESS

Were injection site reactions
present on the last day the
Subject Diary was completed?

NO

5.b Injection Site Reaction: SWELLING

Were injection site reactions
present on the last day the
Subject Diary was completed?

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site reactions
present on the last day the
Subject Diary was completed?

NO
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Aug/20/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [37.0]

Unit: C

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Aug/20/2020

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/20/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP757N]
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/20/2020 09:54

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/17/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat
fever/pain given on the last day the
Subject Diary was completed?

YES

Ongoing?
NO

Stop Date:
Aug/26/2020

2.a Symptom: FEVER

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

2.d Symptom: CHILLS

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

2.e Symptom: VOMITING

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.f Symptom: DIARRHEA

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

YES

Ongoing?
NO

Stop Date:
Sep/1/2020

2 h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

3. Injection Site Location: DELTOID MUSCLE

4. Injection Site Body Side: LEFT

5.a Injection Site Reaction: REDNESS

Were injection site reactions
present on the last day the
Subject Diary was completed?

NO

5.b Injection Site Reaction: SWELLING

Were injection site reactions
present on the last day the
Subject Diary was completed?

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site reactions
present on the last day the
Subject Diary was completed?

NO
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Sep/17/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPYTRF]

5.b Sample ID [BPG0HH]

5.c Sample ID [BPG0HJ]
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Header Text: c4591001

Visit: V4_MONTH6_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/22/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Feb/22/2021

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR0ZW4]

5.b Sample ID [BNWN3D]

5.c Sample ID [BNWN3G]
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Header Text: c4591001

Visit: V5_MONTH12_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V5_MONTH12_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: V6_MONTH24_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V6_MONTH24_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/28/2020

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: Oct/28/2020

2. Date of First Symptom Started: Oct/22/2020

3. Symptoms Ongoing? NO

Date of Last Symptom Resolved:
Oct/27/2020

Symptoms

4.a Symptoms: FEVER

Was symptom present? NO

4.b Symptoms: NEW OR INCREASED COUGH

Was symptom present? YES

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH

Was symptom present? NO

4.d Symptoms: CHILLS

Was symptom present? YES

4.e Symptoms: NEW OR INCREASED MUSCLE PAIN

Was symptom present? NO

4.f Symptoms: NEW LOSS OF TASTE OR SMELL

Was symptom present? NO

4.g Symptoms: NEW OR INCREASED SORE THROAT

Was symptom present? NO

4 h Symptoms: DIARRHEA

Was symptom present? YES
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

4.i Symptoms: VOMITING

Was symptom present? YES

Symptoms - Other

5.a Symptoms - Other Text: [headache]

5.b Symptoms - Other Text: [fatigue]

5.c Symptoms - Other Text: [loss of appetite]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Date of Collect

ion
Specimen T

ype
Specimen Collection Lo

cation
Assay Code and Descri

ption
Device Type Form Instance

 1. Not Applicable
 

Not Applica
ble 

Not Applicable  Not Applicable  Not Applica
ble 

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

1. Actual Date of Collection: Not Applicable

//

Comments

2. Specimen Type: Not Applicable Comments

3. Specimen Collection Location: Not Applicable Comments

4. Assay Code and Description: Not Applicable Comments

5. Device Type: Not Applicable Comments

6. Trade Name: Not Applicable Comments

7. Test Result: Not Applicable Comments

8. Comments/Findings/Details: Not Applicable

[ ]

Comments

9. Trade Name Other, Specify: Not Applicable

[ ]

Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB_SELF

3. Sample Collected? YES

Date of Collection:
Oct/28/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [RW81430]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? NO

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[subject did not come in; did self swab]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: HEALTH CARE UTILIZATION

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Health Care Utilization

1.a Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or Contacts: NO

1.b Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts: NO

1.c Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or Contacts: NO

1.d Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or Contacts: NO

1.e Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts: NO

1.f Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or Contacts: NO

Health Care Utilization Other

2. Other Type of Practitioner Specify: [ ]

Health Care Utilization

3. Has the subject been hospitalized
due to potential COVID-19 illness?

NO
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Header Text: c4591001 

Visit: POT COVID ILL 1 Form: RESPIRATORY TREATMENT - -
Form Version: 06-Jul-2020 21:53 

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center 

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12 

I- Treatment Identifi Con Non-Drug n ·eatments Pre-specif I n·eatmen I n·eatmen Start Dat 
Form Instance 

er ied t t e 
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Respiratory Treatment

1. What is the treatment Identifier? [ ]

2. Concomitant Non-drug Treatment
Pre-specified:

3. Treatment:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: POTENTIAL COVID-19 ILLNESS

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

NO

3. Toxicity Grade: 2
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Header Text: c4591001 

Visit: POT COVID ILL 1 - -
Form Version: l 7-Jul-2020 21:55 

Site No: 1007 

Subject No: 10071097 

Generated By: pfe.levissc 

I- Category of Clinical Even 
t: 

~ 

***Confidential*** 

Form: ILLNESS DETAILS - SEVERE 

Site Name: (1007) Cincinnati Children's Hospital Medical Center 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:12 

Subcategory of Clinical Eve Diagnosis Obtaine Toxicity Grad 
Form Instance 

nt d e 
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Illness Details

1. Category of Clinical Event:

2. Subcategory of Clinical Event:

3. Was a diagnosis obtained?

4. Toxicity Grade:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 17-Jul-2020 21:53

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Category for La

b Test
Vendor Na

me
Collection D

ate:
Specimen T

ype
Lab Result

Form Instanc
e

 1.         Sponsor-Defined Id
entifier

Tes
t:

Resul
t:

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 17-Jul-2020 21:53 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Lab Chemistry Details

1. Lab Panel:

2. Laboratory Name and Address [ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

Not Done:

LNMT Low
[ ]
High
[ ]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 17-Jul-2020 21:53

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Category for L

ab Test
Vendor Name (DE

RIVED)
Collection

Date:
Specimen

Type
Lab Result

Form Instanc
e

 1.         Sponsor-Defined I
dentifier

Tes
t:

Resu
lt:

Repeating
Pages

09
01

77
e1

96
ae

40
2e

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0129766



Page 52 of 249

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 17-Jul-2020 21:53 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Laboratory Data Hematology

1. Lab Panel:

2. Laboratory Name and Address [ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

Not Done:

LNMT Low
[ ]
High
[ ]
Unit
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Header Text: c4591001 

Visit: POT COVID ILL 1 - -
Form Version: l 7-Jul-2020 2 1:53 

Site No: 1007 

Subject No: 10071097 

Generated By: pfe.levissc 

Form: VITAL SIGNS - COVID 

Site Name: (1007) Cincinnati Children's Hospital Medical Center 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:12 

1-1 Date: I Vital Signs Details I Form Instance 

FL1 ..... 1 ___ R_e_co_1_·d_I_d_en_tif_· _ie_.r_: ______ s_y_st_o_li_c: _ _,_ __ D_ia_s_to_li_c_: ___.I I Repeating Pages 
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: VITAL SIGNS - COVID

Form Version: 17-Jul-2020 21:53 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Systolic: [ ]

Diastolic: [ ]

Respiratory Rate in
respirations/minute:

[ ]

Heart Rate in beats/minute: [ ]
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Header Text: c4591001 

Visit: POT COVID ILL 1 - -
Form Version: 17-Jul-2020 21:54 

Site No: 1007 

Subject No: 10071097 

Generated By: pfe.levissc 

Form: VITAL SIGNS - PULSE OX ROOM AIR 

Site Name: (1007) Cincinnati Children's Hospital Medical Center 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:12 

1-1 Date: I Vital Signs Details I 
~~l~l~~-R~ec_o_r_d_I_d_e_n_tt_n_e_r:~~----~~~o_x_)_'g_e_n_s_a_t_u_r_ati_· o_n~~__.I I 

Form Instance 

Repeating Pages 
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 17-Jul-2020 21:54 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

SPO2 Pulse Oximetry % [ ]

09
01

77
e1

96
ae

40
2e

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0129771



FDA-CBER-2021-5683-0129772

-I-
~ 
(9 ._ 
N 
("') 

I.(') 
0 
..-
N 
0 
N 
~ 
a. 

<!= ..--
0 

c 
0 
co 
c 
u. -co 
c 
u. -Q) 
N 
0 

l 
co 

CD 
0) 
..-
Q) 

r-
r--..--
0 
0) 
0 

Header Text: c4591001 

Visit: POT COVID ILL 1 - -
Form Version: 06-Jul-2020 21:52 

Site No: 1007 

Subject No: 10071097 

Generated By: pfe.levissc 

Form: OXYGENATION PARAMETERS 

Site Name: (1007) Cincinnati Children's Hospital Medical Center 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:12 

r;-1 Date Time of Assessment I Arterial Blood Gases Pa02 I Fi02 (Fraction of Inhaled Oxygen) I Form Instance 

I Repeating Pages ~I I I 
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Oxygenation Parameters

1. Date Time of Assessment: //

2. Arterial Blood Gases PaO2
(mmHg):

[ ]

3. FiO2 (Fraction of Inhaled
Oxygen):

[ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defined I

dentifier
Category for Med

ication
Concomitant Medications P

re-specified
Name of Medi

cation
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

[ ]

5. Start Date: //

6. Ongoing?
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Header Text: c4591001 

Visit: POT COVID ILL 1 - -
Form Version: 06-Jul-2020 21:53 

Site No: 1007 

Subject No: 10071097 

Generated By: pfe.levissc 

Form: IMAGING 

Site Name: (1007) Cincinnati Children's Hospital Medical Center 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:12 
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: IMAGING

Form Version: 06-Jul-2020 21:53 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Imaging

1. Date of Assessment: //

2. Location of Assessment:

3. Type of Imaging Exam:

4. Assessment:
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/30/2020

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/30/2020

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A1

09
01

77
e1

96
ae

40
2e

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0129778



Page 64 of 249

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/30/2020

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Nov/30/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP90FD]

5.b Sample ID [BMRW8L]

5.c Sample ID [BMRW8M]
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Aug/21/2020

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/21/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Aug/21/2020

Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Unplanned Assessments

1. Assessments CONTACT OUTCOME
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Aug/21/2020

Form: CONTACT OUTCOME - UNPLANNED

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Contact Outcome

1. Contact Type: TELEPHONE VISIT

2. Was contact made? YES

Date of Contact:
Aug/21/2020

Contact Outcome:
VISIT NOT REQUIRED, INVESTIGATOR DECISION

3. Comments: [ ]

09
01

77
e1

96
ae

40
2e

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0129782



Page 68 of 249

***Confidential***

 

Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation/Death
:

Sep/17/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Disposition - Follow-Up

1. Date of
Completion/Discontinuation/Death
:

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Category
AE Ident

ifier
Adverse Event Start Date

Is the Adverse Event St
ill Ongoing

Form Instanc
e

 1. ADVERSE E
VENT 

1  Right Scapular Muscle Pai
n 

Aug/21/2020 12:
00 

NO
End Date Time:

Sep/1/2020 UNK:UN
K

 

Repeating
Pages

 2. ADVERSE E
VENT 

2  Bilateral Swollen Cervical
Lymph Nodes 

Aug/23/2020 U
NK:UNK 

NO
End Date Time:

Sep/3/2020 UNK:UN
K

 

Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Right Scapular Muscle Pain]

4. Start Date Time: Aug/21/2020 12:00

5. Is the adverse event still ongoing? NO

End Date Time:
Sep/1/2020 UNK:UNK

6. Toxicity Grade: 3

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[possible muscle spasm. Unclear exact etiology]
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment given? YES

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Bilateral Swollen Cervical Lymph Nodes]

4. Start Date Time: Aug/23/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Sep/3/2020 UNK:UNK

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[Possible viral syndrome]09

01
77

e1
96

ae
40

2e
\F

in
al

\F
in

al
 O

n:
 0

1-
A

pr
-2

02
1 

05
:3

2 
(G

M
T

)

FDA-CBER-2021-5683-0129790



Page 76 of 249

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Catego

ry
Medication Er

ror
Start Da

te
Is the medication error Still O

ngoing
Study Medication Errors

Action
Form Instance

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment given?

8. Did the Medication Error cause the
subject to be discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Version: 22-Apr-2020 21:03

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defined I

dentifier
Category for Med

ication
Concomitant Medications P

re-specified
Name of Medi

cation
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

[ ]

5. Date: //
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Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defined I

dentifier
Category for Me

dication
Concomitant Medications

Pre-specified
Name of Medi

cation
Dose Descri

ption
Form Instanc

e

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Visit: Logs 
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***Confidential*** 

Form: RADIATION TREATMENT 

Site Name: (1007) Cincinnati Children's Hospital Medical Center 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:12 
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Form Instance 
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Header Text: c4591001

Visit: Logs - Unscheduled Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?

09
01

77
e1

96
ae

40
2e

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0129799



FDA-CBER-2021-5683-0129800

-I-
~ 
(9 ._ 
N 
("') 

I.(') 
0 
..-
N 
0 
N 
~ 
a. 

<!= ..--
0 

c 
0 
co 
c 
u. -co 
c 
u. -Q) 
N 
0 

l 
co 

CD 
0) 
..-
Q) 

r-
r--..--
0 
0) 
0 

Header Text: c4591001 

Visit: Logs 

Form Version: 22-Apr-2020 21:03 

Site No: 1007 

Subject No: 10071097 

Generated By: pfe.levissc 

Form: TRANSFUSIONS 

Site Name: (1007) Cincinnati Children's Hospital Medical Center 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:12 
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Header Text: c4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and Address
(Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: INFORMED CONSENT - ASYMPTOMATIC SURVEILLANCE

Form Version: 14-Jan-2021 02:29 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Informed Consent - Asymptomatic Surveillance

1. Consent Was:
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/23/2020

2. Erroneous Visit

09
01

77
e1

96
ae

40
2e

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0129812



Page 98 of 249

***Confidential***

 

Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible and NOT confirmed to have received only placebo at Vaccination 1/2
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Feb/2/2021

2. Primary Reason for Unblinding: ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Death Details

1. Date of Collection / Notification of
Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Sep/17/2020
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Robert Frenck  Approved Mar-07-2021 21:22:19 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Oct-29-2020 11:56:48 (UTC-05:00) Eastern
Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

1 Oct-29-2020 11:56:48 (UTC-05:00) Eastern
Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

2 Oct-29-2020 11:56:48 (UTC-05:00) Eastern
Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

3 Oct-29-2020 11:56:48 (UTC-05:00) Eastern
Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

4 Oct-29-2020 11:56:48 (UTC-05:00) Eastern
Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

5 Oct-29-2020 11:56:48 (UTC-05:00) Eastern
Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

6 Oct-29-2020 11:56:48 (UTC-05:00) Eastern
Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

7 Oct-29-2020 11:56:48 (UTC-05:00) Eastern
Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

8 Oct-29-2020 11:56:48 (UTC-05:00) Eastern
Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

9 Oct-29-2020 11:56:48 (UTC-05:00) Eastern
Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Robert Frenck  Approved Mar-07-2021 21:22:19 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Laura Pace  N/A Feb-18-2021 22:59:57 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert Frenck  Approved Dec-20-2020 22:53:31 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Laura Pace  N/A Dec-09-2020 17:47:30 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A
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***Confidential***

Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Robert Frenck  Approved Dec-02-2020 16:24:15 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Laura Pace  N/A Nov-30-2020 16:31:58 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert Frenck  Approved Oct-30-2020 11:58:59 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Laura Pace  N/A Oct-29-2020 11:50:24 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert Frenck  Approved Sep-22-2020 11:34:25 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Laura Pace  N/A Sep-21-2020 11:51:50 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert Frenck  Approved Sep-18-2020 17:14:57 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Laura Pace  N/A Sep-18-2020 13:03:14 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert Frenck  Approved Sep-17-2020 20:46:22 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Laura Pace  N/A Sep-17-2020 09:52:09 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert Frenck  Approved Aug-28-2020 16:10:18 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Jul-30-2020 11:12:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
30 JUN 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Jul-30-2020 11:12:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Jul-30-2020 11:12:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
OBTAINED

Date Written Consent Obtained

Jul/30/2020

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject ID

Date Location User Value Reason

Jul-30-2020 11:12:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10071097

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Jul-30-2020 11:12:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1971

Enrollment Entry

3. Sex:

Date Location User Value Reason

Jul-30-2020 11:13:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Jul-30-2020 11:13:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT HISPANIC OR LATINO(A)
OR OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Jul-30-2020 11:13:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
WHITE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Jul-30-2020 11:13:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jul/30/2020

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Inclus
ion N
umbe
r:

1

Criter
ion De
scripti
on:

Male or female participan
ts between the ages of 18
and 55 years, inclusive, 6
5 and 85 years, inclusive,
or 18 and 85 years, inclusi
ve, at randomization (dep
endent upon study stage)

Criter
ion m
et?:

YES

Criter
ion ID
: (For
Pfizer
use on
ly):

IN01A00

Initial Entry

1.a Inclusion Number:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

1.a Criterion Description:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Male or female participants betwe
en the ages of 18 and 55 years, inc
lusive, 65 and 85 years, inclusive,
or 18 and 85 years, inclusive, at ra

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

ndomization (dependent upon stud
y stage)

1.a Criterion met?

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.a Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
IN01A00

Initial Entry

1.b

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Inclusi
on Nu
mber:

2

Criteri
on Des
criptio
n:

Participants who are willi
ng and able to comply wi
th all scheduled visits, va
ccination plan, laboratory
tests, lifestyle considerati
ons, and other study proc
edures

Criteri
on met
?:

YES

Criteri
on ID:
(For P
fizer u
se only
):

IN02A00

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.b Inclusion Number:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
2

Initial Entry

1.b Criterion Description:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Participants who are willing and a
ble to comply with all scheduled v
isits, vaccination plan, laboratory t
ests, lifestyle considerations, and o
ther study procedures

Initial Entry

1.b Criterion met?

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.b Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
IN02A00

Initial Entry

1.c

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Inclusi
on Nu
mber:

3

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Criteri
on Des
criptio
n:

Healthy participants who
are determined by medica
l history, physical examin
ation, and clinical judgme
nt of the investigator to b
e eligible for inclusion in
the study

Criteri
on met
?:

YES

Criteri
on ID:
(For P
fizer u
se only
):

IN03A00
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.c Inclusion Number:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
3

Initial Entry

1.c Criterion Description:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Healthy participants who are deter
mined by medical history, physical
examination, and clinical judgmen
t of the investigator to be eligible f
or inclusion in the study

Initial Entry

1.c Criterion met?

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.c Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
IN03A00

Initial Entry

1.d

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Inclusi
on Nu
mber:

4

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Criteri
on Des
criptio
n:

Capable of giving person
al signed informed conse
nt, which includes compli
ance with the requiremen
ts and restrictions listed i
n the ICD and in this prot
ocol

Criteri
on met
?:

YES

Criteri
on ID:
(For P
fizer u
se only
):

IN04A00
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.d Inclusion Number:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
4

Initial Entry

1.d Criterion Description:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Capable of giving personal signed
informed consent, which includes
compliance with the requirements
and restrictions listed in the ICD a
nd in this protocol

Initial Entry

1.d Criterion met?

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.d Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
IN04A00

Initial Entry

2.a

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclus
ion Nu
mber:

1

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Criter
ion De
scripti
on:

Other medical or psychiat
ric condition incl. recent (
within past year) or active
suicidal ideation/behavior
/lab abnormality that may
increase the risk of study
participation

Criter
ion me
t?:

NO

Criter
ion ID
: (For
Pfizer
use on
ly):

EX01A00

2.a Exclusion Number:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

2.a Criterion Description:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Other medical or psychiatric condi
tion incl. recent (within past year)
or active suicidal ideation/behavio
r/lab abnormality that may increas
e the risk of study participation

Initial Entry

2.a Criterion met?

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.a Criterion ID: (For Pfizer use only)
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX01A00

Initial Entry

2.b

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclusio
n Numb
er:

2

Criterio
n Descri
ption:

Known infection with h
uman immunodeficienc
y virus (HIV), hepatitis
C virus (HCV), or hepat
itis B virus (HBV)

Criterio
n met?:

NO

Criterio
n ID: (F
or Pfize
r use on
ly):

EX02A00

Initial Entry

09
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.b Exclusion Number:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
2

Initial Entry

2.b Criterion Description:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Known infection with human imm
unodeficiency virus (HIV), hepatit
is C virus (HCV), or hepatitis B vi
rus (HBV)

Initial Entry

2.b Criterion met?

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.b Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX02A00

Initial Entry

2.c

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclus
ion Nu
mber:

3

Initial Entry
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Criteri
on Des
criptio
n:

History of severe adverse
reaction associated with a
vaccine and/or severe alle
rgic reaction (eg, anaphyl
axis) to any component o
f the study intervention(s
)

Criteri
on met
?:

NO

Criteri
on ID:
(For P
fizer u
se only
):

EX03A00

09
01

77
e1

96
ae

40
2e
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.c Exclusion Number:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
3

Initial Entry

2.c Criterion Description:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
History of severe adverse reaction
associated with a vaccine and/or se
vere allergic reaction (eg, anaphyl
axis) to any component of the stud
y intervention(s)

Initial Entry

2.c Criterion met?

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.c Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX03A00

Initial Entry

2.d

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclusion N
umber:

4

Criterion De
scription:

Receipt of medicati
ons intended to pre
vent COVID-19

Initial Entry
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Criterion me
t?:

NO

Criterion ID
: (For Pfizer
use only):

EX04A00

2.d Exclusion Number:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
4

Initial Entry

2.d Criterion Description:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Receipt of medications intended to
prevent COVID-19

Initial Entry

2.d Criterion met?

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.d Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX04A00

Initial Entry

2.e

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclusi
on Nu
mber:

8

Initial Entry
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Criteri
on Des
criptio
n:

Immunocompromised in
dividuals with known or
suspected immunodeficie
ncy, as determined by his
tory and/or laboratory/ph
ysical examination

Criteri
on met
?:

NO

Criteri
on ID:
(For Pf
izer us
e only)
:

EX08A00
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.e Exclusion Number:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
8

Initial Entry

2.e Criterion Description:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Immunocompromised individuals
with known or suspected immuno
deficiency, as determined by histor
y and/or laboratory/physical exami
nation

Initial Entry

2.e Criterion met?

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.e Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX08A00

Initial Entry

2.f

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclus
ion Nu
mber:

10

Initial Entry

09
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77
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Criteri
on Des
criptio
n:

Bleeding diathesis or con
dition associated with pro
longed bleeding that wou
ld, in the opinion of the i
nvestigator, contraindicat
e intramuscular injection

Criteri
on met
?:

NO

Criteri
on ID:
(For Pf
izer us
e only)
:

EX10A00

09
01
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e1
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\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0129853



Page 139 of 249

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.f Exclusion Number:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
10

Initial Entry

2.f Criterion Description:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Bleeding diathesis or condition ass
ociated with prolonged bleeding th
at would, in the opinion of the inv
estigator, contraindicate intramusc
ular injection

Initial Entry

2.f Criterion met?

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.f Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX10A00

Initial Entry

2.g

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclusion Nu
mber:

11

Criterion Desc
ription:

Women who are
pregnant or breas
tfeeding

Initial Entry
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Criterion met
?:

NO

Criterion ID: (
For Pfizer use
only):

EX11A00

2.g Exclusion Number:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
11

Initial Entry

2.g Criterion Description:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Women who are pregnant or breast
feeding

Initial Entry

2.g Criterion met?

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.g Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX11A00

Initial Entry

2.h

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclusion Nu
mber:

12

Initial Entry

09
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77
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Criterion Des
cription:

Previous vaccinati
on with any coron
avirus vaccine

Criterion me
t?:

NO

Criterion ID:
(For Pfizer u
se only):

EX12A00

2.h Exclusion Number:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
12

Initial Entry

2.h Criterion Description:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Previous vaccination with any cor
onavirus vaccine

Initial Entry

2.h Criterion met?

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.h Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX12A00

Initial Entry

2.i

Date Location User Value Reason
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclusio
n Numb
er:

13

Criterio
n Descri
ption:

Subjects who receive i
mmunosuppressive the
rapy, such as cytotoxic
agents or systemic corti
costeroids

Criterio
n met?:

NO

Criterio
n ID: (F
or Pfizer
use only)
:

EX13A01

Initial Entry

09
01

77
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.i Exclusion Number:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
13

Initial Entry

2.i Criterion Description:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Subjects who receive immunosupp
ressive therapy, such as cytotoxic
agents or systemic corticosteroids

Initial Entry

2.i Criterion met?

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.i Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX13A01

Initial Entry

2.j

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclusi
on Nu
mber:

15

Initial Entry
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Criteri
on Des
criptio
n:

Receipt of blood/plasma
products or immunoglob
ulin, from 60 days before
study intervention admini
stration or planned receip
t throughout the study

Criteri
on met
?:

NO

Criteri
on ID:
(For Pf
izer us
e only)
:

EX14A01
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.j Exclusion Number:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
15

Initial Entry

2.j Criterion Description:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Receipt of blood/plasma products
or immunoglobulin, from 60 days
before study intervention administ
ration or planned receipt througho
ut the study

Initial Entry

2.j Criterion met?

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.j Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX14A01

Initial Entry

09
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Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

2.k

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclusi
on Num
ber:

16

Criteri
on Desc
ription:

Participation in other st
udies involving study in
tervention within 28 day
s prior to study entry an
d/or during study partici
pation

Criteri
on met?
:

NO

Criteri
on ID: (
For Pfi
zer use
only):

EX15A01

Initial Entry

09
01

77
e1

96
ae

40
2e
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.k Exclusion Number:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
16

Initial Entry

2.k Criterion Description:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Participation in other studies invol
ving study intervention within 28
days prior to study entry and/or du
ring study participation

Initial Entry

2.k Criterion met?

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.k Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX15A01

Initial Entry

2.l

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclusio
n Numbe
r:

17

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Criterion
Descripti
on:

Previous participation
in other studies involvi
ng study intervention c
ontaining lipid nanopa
rticles

Criterion
met?:

NO

Criterion
ID: (For
Pfizer us
e only):

EX16A01

2.l Exclusion Number:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
17

Initial Entry

2.l Criterion Description:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Previous participation in other stu
dies involving study intervention
containing lipid nanoparticles

Initial Entry

2.l Criterion met?

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.l Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX16A01

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.m

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclu
sion N
umbe
r:

22

Criter
ion De
scripti
on:

Investigator site staff or P
fizer employees directly i
nvolved in the conduct of
the study, site staff other
wise supervised by the in
vestigator, and their respe
ctive family members

Criter
ion m
et?:

NO

Criter
ion ID
: (For
Pfizer
use on
ly):

EX21A01

Initial Entry

09
01
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e1
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2e
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.m Exclusion Number:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
22

Initial Entry

2.m Criterion Description:

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Investigator site staff or Pfizer em
ployees directly involved in the co
nduct of the study, site staff other
wise supervised by the investigato
r, and their respective family mem
bers

Initial Entry

2.m Criterion met?

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.m Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 11:44:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX21A01

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Jul-30-2020 11:44:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jul/30/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Jul-30-2020 11:44:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Jul-30-2020 11:44:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry

09
01

77
e1

96
ae

40
2e

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0129866



Page 152 of 249

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Jul-30-2020 11:48:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

1

Medical History T
erm:

Depression

Start Date: UNK/UNK/1
999

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Jul-30-2020 11:48:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Jul-30-2020 11:48:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Depression

Initial Entry

1.a Start Date:

Date Location User Value Reason

Jul-30-2020 11:48:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1999

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Jul-30-2020 11:48:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.b

Date Location User Value Reason

Jul-30-2020 11:49:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

2

Medical History T
erm:

Seasonal aller
gy

Start Date: UNK/UNK/1
985

Ongoing: YES

Initial Entry

1.b Line/MH Number:

Date Location User Value Reason

Jul-30-2020 11:49:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Jul-30-2020 11:49:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Seasonal allergy

Initial Entry

1.b Start Date:

Date Location User Value Reason

Jul-30-2020 11:49:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1985

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Jul-30-2020 11:49:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.c09
01
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jul-30-2020 11:50:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 3

Medical History Te
rm:

Insomnia

Start Date: Feb/UNK/20
20

Ongoing: YES

Initial Entry

1.c Line/MH Number:

Date Location User Value Reason

Jul-30-2020 11:50:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Jul-30-2020 11:50:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Insomnia

Initial Entry

1.c Start Date:

Date Location User Value Reason

Jul-30-2020 11:50:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/UNK/2020

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Jul-30-2020 11:50:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.d

Date Location User Value Reason

Jul-30-2020 11:50:47 ACV0PFEINFP6000  auto calc Data Entry: Initial Entry

09
01

77
e1

96
ae

40
2e

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0129869



Page 155 of 249

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00) Eastern
Time (US & Canada)

(autocalc) Line/MH Nu
mber:

4

Medical Hist
ory Term:

Allergy to antibioti
c erythromycin

Start Date: UNK/UNK/2001

Ongoing: YES

1.d Line/MH Number:

Date Location User Value Reason

Jul-30-2020 11:50:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Jul-30-2020 11:50:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Allergy to antibiotic erythromycin

Initial Entry

1.d Start Date:

Date Location User Value Reason

Jul-30-2020 11:50:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/2001

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Jul-30-2020 11:50:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.e

Date Location User Value Reason

Jul-30-2020 11:51:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

5

Initial Entry
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Medical History
Term:

LASIK eye sur
gery

Start Date: UNK/UNK/20
06

Ongoing: NO
End Date:

UNK/UNK/
2006

1.e Line/MH Number:

Date Location User Value Reason

Jul-30-2020 11:51:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Jul-30-2020 11:51:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LASIK eye surgery

Initial Entry

1.e Start Date:

Date Location User Value Reason

Jul-30-2020 11:51:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/2006

Initial Entry

1.e Ongoing:

Date Location User Value Reason

Jul-30-2020 11:51:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date:

UNK/UNK/2006

Initial Entry

1.f

Date Location User Value Reason
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-27-2020 13:26:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

6

Medical History T
erm:

Migraine

Start Date: UNK/UNK/2
002

Ongoing: YES

Initial Entry

1.f Line/MH Number:

Date Location User Value Reason

Aug-27-2020 13:26:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-27-2020 13:26:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Migraine

Initial Entry

1.f Start Date:

Date Location User Value Reason

Aug-27-2020 13:26:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/2002

Initial Entry

1.f Ongoing:

Date Location User Value Reason

Aug-27-2020 13:26:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Jul-30-2020 11:47:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jul/30/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Jul-30-2020 11:47:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
100.5

Initial Entry

3. Unit:

Date Location User Value Reason

Jul-30-2020 11:47:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
kg

Initial Entry

4. Height:

Date Location User Value Reason

Jul-30-2020 11:47:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
172.0

Initial Entry

5. Unit:

Date Location User Value Reason

Jul-30-2020 11:47:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Jul-30-2020 11:47:38
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
34.0

Initial Entry09
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Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada)

7.a

Date Location User Value Reason

Jul-30-2020 11:47:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Identifier:: 1

Temperature: 37.0

Temperature Unit: C

Temperature Loca
tion::

ORAL CAVI
TY

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Jul-30-2020 11:47:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Jul-30-2020 11:47:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
37.0

Initial Entry

7.a Unit:

Date Location User Value Reason

Jul-30-2020 11:47:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
C

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Jul-30-2020 11:47:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL CAVITY

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Jul-30-2020 11:45:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Jul-30-2020 11:45:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Jul-30-2020 11:45:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jul/30/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Jul-30-2020 11:45:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Jul-30-2020 11:45:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jul-30-2020 11:45:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

113

Test:: Choriogonadotro
pin Beta_PX113

Result:: NEGATIVE

Not Done::

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Jul-30-2020 11:45:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Jul-30-2020 11:45:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Choriogonadotropin Beta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Jul-30-2020 11:45:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Randomization Date :

Date Location User Value Reason

Aug-03-2020 13:47:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jul/30/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Aug-03-2020 13:49:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
40427

Transcription Error

Aug-03-2020 13:47:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
220496

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Jul-30-2020 11:45:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jul-30-2020 11:45:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jul-30-2020 16:32:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Jul-30-2020 11:45:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Jul-30-2020 11:45:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Jul/30/2020

Initial Entry

5.a

Date Location User Value Reason

Jul-30-2020 16:32:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BM898K

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a Sample ID

Date Location User Value Reason

Jul-30-2020 16:32:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BM898K

Initial Entry

5.b

Date Location User Value Reason

Jul-30-2020 16:32:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BM898L

Initial Entry

5.b Sample ID

Date Location User Value Reason

Jul-30-2020 16:32:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BM898L

Initial Entry

5.c

Date Location User Value Reason

Jul-30-2020 16:32:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BM898M

Initial Entry

5.c Sample ID

Date Location User Value Reason

Jul-30-2020 16:32:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BM898M

Initial Entry

5.d

Date Location User Value Reason

Jul-30-2020 16:32:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BPFZV2

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.d Sample ID

Date Location User Value Reason

Jul-30-2020 16:32:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPFZV2

Initial Entry

5.e

Date Location User Value Reason

Jul-30-2020 16:32:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BPFZV3

Initial Entry

5.e Sample ID

Date Location User Value Reason

Jul-30-2020 16:32:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPFZV3

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Jul-30-2020 11:45:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jul-30-2020 11:45:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jul-30-2020 16:32:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Jul-30-2020 11:45:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Jul-30-2020 11:45:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Jul/30/2020

Initial Entry

5.a

Date Location User Value Reason

Jul-30-2020 16:32:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BM898H

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a Sample ID

Date Location User Value Reason

Jul-30-2020 16:32:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BM898H

Initial Entry

09
01
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Jul-30-2020 12:16:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Jul-30-2020 12:16:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Jul-30-2020 12:16:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Jul-30-2020 12:16:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jul/30/2020 11:42

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Jul-30-2020 12:16:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Jul-30-2020 12:16:55
(UTC-05:00) Eastern

ACV0PFEINFP6000  Laura
Pace

Data Entry:
LEFT

Initial Entry09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) (pfe.lpace)

7. Route:

Date Location User Value Reason

Jul-30-2020 12:16:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Jul-30-2020 12:16:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED O
BSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Jul-30-2020 12:16:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Jul-30-2020 12:17:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES - REACTOGENICITY E-DI
ARY COLLECTED FOR THIS S
UBJECT

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-20-2020 09:22:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/20/2020

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: FE

VE
R

Were fever or systemic sym
ptoms present on the last da
y the Subject Diary was co
mpleted?:

N
O

Initial Entry

2.a Symptom:

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FEVER

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: FA

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

TIG
UE

Were fever or systemic sym
ptoms present on the last d
ay the Subject Diary was c
ompleted?:

NO

2.b Symptom:

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: HE

AD
AC
HE

Were fever or systemic sy
mptoms present on the las
t day the Subject Diary wa
s completed?:

NO

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.c Symptom:

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: CH

IL
LS

Were fever or systemic sym
ptoms present on the last d
ay the Subject Diary was co
mpleted?:

NO

Initial Entry

2.d Symptom:

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: VO

MIT
ING

Were fever or systemic sy
mptoms present on the las
t day the Subject Diary wa
s completed?:

NO

Initial Entry

2.e Symptom:

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.f

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: DIA

RR
HE
A

Were fever or systemic sy
mptoms present on the las
t day the Subject Diary wa
s completed?:

NO

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.f Symptom:

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: NEW OR

WORSEN
ED MUS
CLE PAI
N

Were fever or system
ic symptoms present
on the last day the S
ubject Diary was co
mpleted?:

NO

Initial Entry
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Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.g Symptom:

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR WORSENED MUSCL
E PAIN

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.h

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: NEW OR

WORSE
NED JOI
NT PAIN

Were fever or systemi
c symptoms present o
n the last day the Sub
ject Diary was compl
eted?:

NO

Initial Entry

2.h Symptom:

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR WORSENED JOINT P
AIN

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

3. Injection Site Location:

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry

5.a

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site Reaction:: RE

DN
ESS

Were injection site reactio
ns present on the last day t
he Subject Diary was com
pleted?:

NO

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
REDNESS

Initial Entry

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

5.b09
01

77
e1

96
ae

40
2e

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0129893



Page 179 of 249

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site Reaction:: SWE

LLI
NG

Were injection site reactio
ns present on the last day
the Subject Diary was co
mpleted?:

NO

Initial Entry

5.b Injection Site Reaction:

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site Reaction
::

PAIN A
T INJE
CTION
SITE

Were injection site rea
ctions present on the la
st day the Subject Diar
y was completed?:

NO

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c Injection Site Reaction:

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
PAIN AT INJECTION SITE

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-20-2020 09:24:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

09
01

77
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Aug-20-2020 09:23:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/20/2020

Initial Entry

2.a

Date Location User Value Reason

Aug-20-2020 09:23:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Identifier:: 1

Temperature: 37.0

Temperature Unit: C

Temperature Loca
tion::

ORAL CAV
ITY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Aug-20-2020 09:23:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Aug-20-2020 09:23:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
37.0

Initial Entry

2.a Unit:

Date Location User Value Reason

Aug-20-2020 09:23:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
C

Initial Entry

2.a Temperature Location:
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-20-2020 09:23:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL CAVITY

Initial Entry

09
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Aug-20-2020 09:23:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Aug-20-2020 09:23:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Aug-20-2020 09:23:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/20/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Aug-20-2020 09:23:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Aug-20-2020 09:23:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-20-2020 09:23:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

113

Test:: Choriogonadotro
pin Beta_PX113

Result:: NEGATIVE

Not Done::

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Aug-20-2020 09:23:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Aug-20-2020 09:23:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Choriogonadotropin Beta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Aug-20-2020 09:23:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-20-2020 09:23:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-20-2020 09:23:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-20-2020 17:17:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-20-2020 09:23:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-20-2020 09:23:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Aug/20/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-20-2020 17:17:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BP757N

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a Sample ID

Date Location User Value Reason

Aug-20-2020 17:17:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BP757N

Initial Entry

09
01

77
e1

96
ae

40
2e

\F
in

al
\F

in
al

 O
n:
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-20-2020 10:03:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-20-2020 10:03:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-20-2020 10:03:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Aug-26-2020
11:17:00
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Cavin van Schalkwyk
(pfe.vanscc01)

Query
1: Clo
sed

Response satisfies
query

Aug-25-2020
09:12:49
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Laura Pace (pfe.lpace) Query
1: An
swere
d

confirmed

Aug-25-2020
02:09:57
(UTC-05:00)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD
(pfe.PFESDQ_PROD)

Query
1: Op
ened

Subject has
reported with
Severe09

01
77

e1
96

ae
40

2e
\F

in
al
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al
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time
(US &
Canada)

symptoms/reactions
on '2020-08-21'.
Per protocol,
subjects
experiencing Grade
3 local reactions
should be
contacted. Please
confirm if an
UNPLANNED
CONTACT was
made and update
the corresponding
form as
appropriate.
"[newtod07
SDQ=985]"

Aug-20-2020
10:03:51
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Laura Pace (pfe.lpace) Data
Entry
:
Aug/2
0/202
0 09:5
4

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-20-2020 10:03:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-20-2020 10:03:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Aug-20-2020 10:03:51 ACV0PFEINFP6000  auto calc Data Entry: Initial Entry09
01

77
e1

96
ae

40
2e

\F
in

al
\F

in
al
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00) Eastern
Time (US & Canada)

(autocalc) INTRAMUSCULAR

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-20-2020 10:03:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED O
BSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Aug-20-2020 10:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

09
01
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e1

96
ae

40
2e
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-17-2020 09:52:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sep/17/2020

Initial Entry

09
01
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e1
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-18-2020 13:03:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Ongoing?

NO

Stop Date:

Aug/26/2020

New Information

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Ongoing?

YES

Initial Entry

2.a

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: FE

VE
R

Were fever or systemic sym
ptoms present on the last da
y the Subject Diary was co
mpleted?:

N
O

Initial Entry

2.a Symptom:

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FEVER

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?09
01

77
e1

96
ae

40
2e
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: FA

TIG
UE

Were fever or systemic sym
ptoms present on the last d
ay the Subject Diary was c
ompleted?:

NO

Initial Entry

2.b Symptom:

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: HE

AD
AC
HE

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Were fever or systemic sy
mptoms present on the las
t day the Subject Diary wa
s completed?:

NO

2.c Symptom:

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: CH

IL
LS

Were fever or systemic sym
ptoms present on the last d
ay the Subject Diary was co
mpleted?:

NO

Initial Entry

09
01

77
e1
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ae

40
2e
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.d Symptom:

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.e

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: VO

MIT
ING

Were fever or systemic sy
mptoms present on the las
t day the Subject Diary wa
s completed?:

NO

Initial Entry

2.e Symptom:

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.f09
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: DIA

RR
HE
A

Were fever or systemic sy
mptoms present on the las
t day the Subject Diary wa
s completed?:

NO

Initial Entry

2.f Symptom:

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: NEW OR W

ORSENED
MUSCLE PA
IN

Initial Entry

09
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Were fever or syst
emic symptoms pr
esent on the last d
ay the Subject Dia
ry was completed?
:

YES
Ongoing?

NO

Stop Dat
e:

Sep/1/
2020

2.g Symptom:

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR WORSENED MUSCLE
PAIN

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Ongoing?

NO

Stop Date:

Sep/1/2020

Initial Entry

2.h

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: NEW OR

WORSE
NED JOI
NT PAIN

Initial Entry

09
01

77
e1
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ae
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Were fever or systemi
c symptoms present o
n the last day the Sub
ject Diary was compl
eted?:

NO

2.h Symptom:

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR WORSENED JOINT P
AIN

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry

5.a

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site Reaction:: RE

DN
ESS

Initial Entry

09
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Were injection site reactio
ns present on the last day t
he Subject Diary was com
pleted?:

NO

5.a Injection Site Reaction:

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
REDNESS

Initial Entry

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site Reaction:: SWE

LLI
NG

Were injection site reactio
ns present on the last day
the Subject Diary was co
mpleted?:

NO

Initial Entry

09
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.b Injection Site Reaction:

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site Reaction
::

PAIN A
T INJE
CTION
SITE

Were injection site reac
tions present on the las
t day the Subject Diary
was completed?:

NO

Initial Entry

5.c Injection Site Reaction:

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
PAIN AT INJECTION SITE

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-17-2020 15:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-17-2020 09:52:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-17-2020 09:52:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-17-2020 13:00:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-17-2020 09:52:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-17-2020 09:52:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Sep/17/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-17-2020 13:00:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BPYTRF

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a Sample ID

Date Location User Value Reason

Sep-17-2020 13:00:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPYTRF

Initial Entry

5.b

Date Location User Value Reason

Sep-17-2020 13:01:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BPG0HH

Initial Entry

5.b Sample ID

Date Location User Value Reason

Sep-17-2020 13:01:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPG0HH

Initial Entry

5.c

Date Location User Value Reason

Sep-17-2020 13:01:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BPG0HJ

Initial Entry

5.c Sample ID

Date Location User Value Reason

Sep-17-2020 13:01:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPG0HJ

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V4_MONTH6_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-22-2021 11:51:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/22/2021

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-22-2021 11:51:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-22-2021 11:51:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-22-2021 11:59:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Feb-22-2021 11:51:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Feb-22-2021 11:51:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Feb/22/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-22-2021 11:59:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
Sample ID: BR0ZW4

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a Sample ID

Date Location User Value Reason

Feb-22-2021 11:59:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
BR0ZW4

Initial Entry

5.b

Date Location User Value Reason

Feb-22-2021 11:59:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
Sample ID: BNWN3D

Initial Entry

5.b Sample ID

Date Location User Value Reason

Feb-22-2021 11:59:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
BNWN3D

Initial Entry

5.c

Date Location User Value Reason

Feb-22-2021 11:59:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
Sample ID: BNWN3G

Initial Entry

5.c Sample ID

Date Location User Value Reason

Feb-22-2021 11:59:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
BNWN3G

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-29-2020 11:54:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-29-2020 11:51:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto Query

Oct-29-2020 11:50:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate Date of Visit is
completed but Date
of Assessment in
the Signs and
Symptoms form is
missing. Please
review and update
as appropriate.

Oct-29-2020 11:50:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate Date of Visit is
completed but Date
of Collection in
both Nasal Swab
Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Oct-29-2020 11:50:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Oct/28/2020

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Oct-29-2020 11:50:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
COVID_A

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Oct-29-2020 11:51:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/28/2020

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Oct-29-2020 11:51:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/22/2020

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

Nov-30-2020 16:32:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Date of Last Symptom Resolved
:

Oct/27/2020

New Information

Oct-29-2020 11:51:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

4.a

Date Location User Value Reason

Oct-29-2020 11:51:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptoms: FEVER

Symptom Present: NO

Initial Entry

4.a Symptoms:

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-29-2020 11:51:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FEVER

Initial Entry

4.a Was symptom present?

Date Location User Value Reason

Oct-29-2020 11:51:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4.b

Date Location User Value Reason

Oct-29-2020 11:53:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptoms: NEW OR INCREA

SED COUGH

Symptom P
resent:

YES

Initial Entry

Oct-29-2020 11:51:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptoms: NEW OR INCREA

SED COUGH

Symptom P
resent:

Initial Entry

4.b Symptoms:

Date Location User Value Reason

Oct-29-2020 11:51:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR INCREASED COUGH

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Oct-29-2020 11:53:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Oct-29-2020 11:51:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sympto
ms:

NEW OR INCREASE
D SHORTNESS OF B
REATH

Sympto
m Prese
nt:

NO

Initial Entry

4.c Symptoms:

Date Location User Value Reason

Oct-29-2020 11:51:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR INCREASED SHORTN
ESS OF BREATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Oct-29-2020 11:51:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4.d

Date Location User Value Reason

Oct-29-2020 11:51:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptoms: CHILLS

Symptom Present: YES

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

4.d Symptoms:

Date Location User Value Reason

Oct-29-2020 11:51:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Oct-29-2020 11:51:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

4.e

Date Location User Value Reason

Oct-29-2020 11:51:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom
s:

NEW OR INCREAS
ED MUSCLE PAIN

Symptom
Present:

NO

Initial Entry

4.e Symptoms:

Date Location User Value Reason

Oct-29-2020 11:51:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR INCREASED MUSCL
E PAIN

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Oct-29-2020 11:51:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4.f

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-29-2020 11:51:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptoms
:

NEW LOSS OF TAS
TE OR SMELL

Symptom
Present:

NO

Initial Entry

4.f Symptoms:

Date Location User Value Reason

Oct-29-2020 11:51:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW LOSS OF TASTE OR SME
LL

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Oct-29-2020 11:51:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4.g

Date Location User Value Reason

Oct-29-2020 11:51:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom
s:

NEW OR INCREAS
ED SORE THROAT

Symptom
Present:

NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

4.g Symptoms:

Date Location User Value Reason

Oct-29-2020 11:51:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR INCREASED SORE T
HROAT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Oct-29-2020 11:51:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4.h

Date Location User Value Reason

Oct-29-2020 11:51:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptoms: DIARRHEA

Symptom Present: YES

Initial Entry

4.h Symptoms:

Date Location User Value Reason

Oct-29-2020 11:51:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Oct-29-2020 11:51:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

4.i

Date Location User Value Reason

Dec-09-2020 17:47:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptoms: VOMITING

Transcription Error

09
01

77
e1

96
ae

40
2e

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0129926



Page 212 of 249
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Symptom Present: YES

Oct-29-2020 11:51:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptoms: VOMITING

Symptom Present: NO

Initial Entry

4.i Symptoms:

Date Location User Value Reason

Oct-29-2020 11:51:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Dec-16-2020 08:49:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Dominic
Mainello
(pfe.mained02)

Query 1: Closed Response satisfies
query

Dec-09-2020 17:47:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Dec-09-2020 17:47:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Transcription Error

Dec-09-2020 13:59:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Dominic
Mainello
(pfe.mained02)

Query 1: Opened Per source subject
experienced
vomiting.

Oct-29-2020 11:51:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

5.a

Date Location User Value Reason

Oct-29-2020 11:53:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptoms - Other: headache

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a Symptoms - Other Text:

Date Location User Value Reason

Oct-29-2020 11:53:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
headache

Initial Entry

5.b

Date Location User Value Reason

Oct-29-2020 11:53:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptoms - Other: fatigue

Initial Entry

5.b Symptoms - Other Text:

Date Location User Value Reason

Oct-29-2020 11:53:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
fatigue

Initial Entry

5.c

Date Location User Value Reason

Oct-29-2020 11:53:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptoms - Othe
r:

loss of appetit
e

Initial Entry

5.c Symptoms - Other Text:

Date Location User Value Reason

Oct-29-2020 11:53:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
loss of appetite

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Oct-29-2020 11:56:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Oct-29-2020 11:56:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Oct-29-2020 11:56:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

4. Assay Code and Description:

Date Location User Value Reason

Oct-29-2020 11:56:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

5. Device Type:

Date Location User Value Reason

Oct-29-2020 11:56:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6. Trade Name:

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-29-2020 11:56:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

7. Test Result:

Date Location User Value Reason

Oct-29-2020 11:56:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

8. Comments/Findings/Details:

Date Location User Value Reason

Oct-29-2020 11:56:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

9. Trade Name Other, Specify:

Date Location User Value Reason

Oct-29-2020 11:56:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-29-2020 11:54:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-29-2020 11:54:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-29-2020 13:58:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-29-2020 11:54:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-29-2020 11:54:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Oct/28/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-29-2020 13:58:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: RW81430

Initial Entry

09
01

77
e1

96
ae

40
2e

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0129931



Page 217 of 249
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a Sample ID

Date Location User Value Reason

Oct-29-2020 13:58:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
RW81430

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-29-2020 11:56:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-29-2020 11:56:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-29-2020 11:56:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Oct-29-2020 11:56:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
subject did not come in; did self s
wab

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Oct-29-2020 11:56:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Type of Practitioner: SPECIA

LIST

Occurrence of Visits o
r Contacts:

NO

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

Oct-29-2020 11:56:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
SPECIALIST

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-29-2020 11:56:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

1.b

Date Location User Value Reason

Oct-29-2020 11:56:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Type of Practition
er:

EMERGEN
CY ROOM

Occurrence of Visi
ts or Contacts:

NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Oct-29-2020 11:56:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EMERGENCY ROOM

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-29-2020 11:56:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

1.c

Date Location User Value Reason

Oct-29-2020 11:56:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Type of Practiti
oner:

PRIMARY CA
RE PHYSICIA
N

Occurrence of
Visits or Contac
ts:

NO

Initial Entry

1.c Physician or Healthcare Professional:

Date Location User Value Reason

Oct-29-2020 11:56:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
PRIMARY CARE PHYSICIAN

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-29-2020 11:56:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Oct-29-2020 11:56:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Type of Practitioner
:

URGENT
CARE

Occurrence of Visits
or Contacts:

NO

Initial Entry

1.d Physician or Healthcare Professional:

Date Location User Value Reason

Oct-29-2020 11:56:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
URGENT CARE

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-29-2020 11:56:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

1.e

Date Location User Value Reason

Oct-29-2020 11:56:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Type of Practiti
oner:

TELEPHONE
CONSULTATI
ON

Occurrence of
Visits or Contac
ts:

NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.e Physician or Healthcare Professional:

Date Location User Value Reason

Oct-29-2020 11:56:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
TELEPHONE CONSULTATION

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-29-2020 11:56:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

1.f

Date Location User Value Reason

Oct-29-2020 11:56:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Type of Practitioner: OTH

ER

Occurrence of Visits or
Contacts:

NO

Initial Entry

1.f Physician or Healthcare Professional:

Date Location User Value Reason

Oct-29-2020 11:56:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
OTHER

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-29-2020 11:56:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

3. Has the subject been hospitalized due to potential COVID-19 illness?

Date Location User Value Reason

09
01

77
e1

96
ae

40
2e

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0129937



Page 223 of 249
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-29-2020 11:56:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

40
2e

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0129938



Page 224 of 249

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/28/2020

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Oct-29-2020 15:53:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
POTENTIAL COVID-19 ILLNES
S

Initial Entry

2. Was a diagnosis obtained for Potential COVID-19 Illness?

Date Location User Value Reason

Oct-29-2020 15:53:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

3. Toxicity Grade:

Date Location User Value Reason

Oct-29-2020 15:53:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
2

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/30/2020

Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-30-2020 16:31:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Nov/30/2020

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Nov-30-2020 16:31:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
COVID_A1

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/30/2020

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-30-2020 16:32:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-30-2020 16:32:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-30-2020 16:40:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Nov-30-2020 16:32:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Nov-30-2020 16:32:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Nov/30/2020

Initial Entry

5.a

Date Location User Value Reason

Nov-30-2020 16:40:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BP90FD

Initial Entry

09
01

77
e1

96
ae

40
2e

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0129941



Page 227 of 249

***Confidential***

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/30/2020

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a Sample ID

Date Location User Value Reason

Nov-30-2020 16:40:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BP90FD

Initial Entry

5.b

Date Location User Value Reason

Nov-30-2020 16:40:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BMRW8L

Initial Entry

5.b Sample ID

Date Location User Value Reason

Nov-30-2020 16:40:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BMRW8L

Initial Entry

5.c

Date Location User Value Reason

Nov-30-2020 16:41:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BMRW8M

Initial Entry

5.c Sample ID

Date Location User Value Reason

Nov-30-2020 16:41:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BMRW8M

Initial Entry
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Aug/21/2020

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-25-2020 09:11:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/21/2020

Initial Entry
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Aug/21/2020

Form: UNPLANNED VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Assessments

Date Location User Value Reason

Aug-25-2020 09:12:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-25-2020 09:11:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Contact Outcome is
ticked however
'CONTACT
OUTCOME' form is
not entered. Please
review and update
as appropriate.

Aug-25-2020 09:11:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
CONTACT OUTCOME

Initial Entry
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Aug/21/2020

Form: CONTACT OUTCOME - UNPLANNED - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Contact Type:

Date Location User Value Reason

Aug-25-2020 09:12:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
TELEPHONE VISIT

Initial Entry

2. Was contact made?

Date Location User Value Reason

Aug-25-2020 09:12:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Date of Contact:

Aug/21/2020

Contact Outcome:

VISIT NOT REQUIRED, INV
ESTIGATOR DECISION

Initial Entry
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Sep-17-2020 10:13:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sep/17/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Sep-17-2020 10:13:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Sep-17-2020 10:13:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Aug-24-2020 07:47:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Aug-24-2020 17:24:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category:

Date Location User Value Reason

Aug-24-2020 07:47:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Aug-24-2020 07:47:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Sep-22-2020
22:44:05
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  V Swetha
(pfe.swethv01)

Query
3: Clos
ed

NOt Applicable

Sep-22-2020
09:09:56
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Ahmed Hassan
(pfe hassaa38)

Query
2: Clos
ed

Response satisfies
query

Sep-22-2020
07:48:09
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Pratiksha Mahadik
(pfe mahadp07)

Query
3: Reis
sued:O
pened

eDiary RQ: AE
‘Right Scapular
Muscle Pain’
reported with start
date 21Aug2020
seems to be same
as e-Diary
occurrence Muscle
pain reported on
21Aug2020.Please
confirm if this is
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

same occurrence
as reported in
diary. If yes then
update CRF. Else
clarify.

Sep-21-2020
11:51:50
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
3: Ans
wered

right side; not
bilateral

Sep-21-2020
11:51:50
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
2: Ans
wered

right side; not
bilateral

Sep-21-2020
11:51:50
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Laura Pace (pfe.lpace) Data
Entry:
Right
Scapul
ar Mus
cle Pai
n

right side; not
bilateral

Sep-21-2020
04:47:09
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD
(pfe.PFESDQ_PROD)

Query
3: Ope
ned

eDiary: AE
Muscle pain
reported with start
date 21-Aug-2020
and End Date
01-Sep-2020
seems to be same
as e-Diary
occurrence Muscle
pain reported on
21-Aug-2020.
Please reconcile or
confirm in the
query response as
appropriate.
"[naikp09
SDQ=9395]"

Sep-21-2020 ACV0PFEINFP6000  Sathenapalli Suguna Query ClinQuery:09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

01:16:20
(UTC-05:00)
Eastern Time
(US &
Canada)

Srujan (pfe.srujas) 2: Ope
ned

Scapular Muscle
Pain: Please can
you update the
verbatim term to
indicate a
diagnosis or if this
uni/bilateral?
Thanks

Sep-20-2020
20:07:18
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Xiaoxia Liu
(pfe.xiaoxl)

Query
2: Can
didate

ClinQuery:
Scapular Muscle
Pain: Please can
you update the
verbatim term to
indicate a
diagnosis or if this
uni/bilateral?
Thanks

Sep-01-2020
03:02:44
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  V Swetha
(pfe.swethv01)

Query
1: Clos
ed

Response accepted

Aug-31-2020
15:39:55
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Laura Pace (pfe.lpace) Query
1: Ans
wered

subject reported in
diary in
relationship to this
scapular muscle
pain

Aug-31-2020
10:51:12
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  V Swetha
(pfe.swethv01)

Query
1: Ope
ned

e-Diary: AE
‘Muscle pain'
seems to be same
as e-Diary New or
Worsened Muscle
Pain Occurrence
Occurrence
reported. Please
reconcile or
confirm in the
query response as
appropriate.
Thanks09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-24-2020
07:47:02
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Laura Pace (pfe.lpace) Data
Entry:
Scapul
ar Mus
cle Pai
n

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Aug-24-2020 07:47:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/21/2020 12:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Sep-17-2020 10:15:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date Time:

Sep/1/2020 UNK:UNK

New Information

Aug-24-2020 07:47:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Aug-24-2020 07:47:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
3

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-24-2020 07:47:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Aug-24-2020 07:47:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Aug-24-2020 17:22:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT RELATED

If Not Related to study treatment
(s), this event is due to:

OTHER

If Other, specify:

possible muscle spasm. Uncl
ear exact etiology

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Aug-24-2020 17:22:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Aug-24-2020 07:47:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-24-2020 07:47:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Sep-17-2020 10:15:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Sep-17-2020 10:15:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
RECOVERED/RESOLVED

New Information

Sep-17-2020 10:15:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened For AE Scapular
Muscle Pain:
Response to "What
was the outcome of
this adverse event?" is
'Recovering/Resolving'
but AE End Date/Time
is present.

Aug-24-2020 17:22:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
RECOVERING/RESOLVING

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Aug-24-2020 17:22:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Aug-24-2020 17:24:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Aug-24-2020 17:24:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Aug-25-2020
12:57:57
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query 2: Clos
ed

Discrepancy
has been
closed.

Aug-25-2020
11:11:58
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Ans
wered

Transcription
Error

Aug-25-2020
11:11:58
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Bilateral Swol
len Cervical L
ymph Nodes

Transcription
Error

Aug-25-2020
11:06:06
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query 2: Open
ed

Spacing:
Verbatim Term
contains
leading,
trailing or more
than one
consecutive
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space.

Aug-25-2020
09:55:39
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query 1: Clos
ed

Discrepancy
has been
closed.

Aug-25-2020
08:54:07
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Ans
wered

Transcription
Error

Aug-25-2020
08:54:07
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Bilateral Swol
len Cervical L
ymph Nodes

Transcription
Error

Aug-24-2020
22:52:22
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query 1: Open
ed

Spacing:
Verbatim Term
contains
leading,
trailing or more
than one
consecutive
space.

Aug-24-2020
17:24:07
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Bilateral Swol
len Cervical L
ymph Nodes

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Aug-24-2020 17:24:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/23/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Sep-17-2020 10:59:58 ACV0PFEINFP6000  Laura Data Entry: New Information
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(UTC-05:00) Eastern
Time (US & Canada)

Pace
(pfe.lpace)

NO
End Date Time:

Sep/3/2020 UNK:UNK

Aug-24-2020 17:24:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Aug-24-2020 17:24:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Aug-24-2020 17:24:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Aug-24-2020 17:24:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Aug-24-2020 17:24:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT RELATED

If Not Related to study treatment
(s), this event is due to:

Initial Entry
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OTHER

If Other, specify:

Possible viral syndrome

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Aug-24-2020 17:24:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Aug-24-2020 17:24:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Aug-24-2020 17:24:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Sep-17-2020 11:00:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Sep-17-2020 11:00:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
RECOVERED/RESOLVED

New Information

Sep-17-2020 10:59:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened For AE Bilateral
Swollen Cervical
Lymph Nodes:
Response to "What
was the outcome of
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this adverse event?" is
'Recovering/Resolving'
but AE End Date/Time
is present.

Aug-24-2020 17:24:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
RECOVERING/RESOLVING

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Aug-24-2020 17:24:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-18-2021 22:59:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Dec/23/2020

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Feb-18-2021 23:00:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Feb-18-2021 23:00:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate The response
indicates participant
was unblinded,
however the
TREATMENT
UNBLINDED date
is missing in the
DISP visit. Please
complete this date.

Feb-18-2021 23:00:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Participant is willing to return for
Vaccination 3

Participant is:

eligible and NOT confirmed t
o have received only placebo
at Vaccination 1/2

Initial Entry

09
01

77
e1

96
ae

40
2e

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0129961



Page 247 of 249

***Confidential***

 

Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Feb-18-2021 23:00:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/2/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Feb-18-2021 23:00:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ASSESS ELIGIBILITY FOR AD
DITIONAL VACCINATION

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject Status

Date Location User Value Reason

Sep-17-2020 10:13:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Aug-03-2020 13:47:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Jul-30-2020 11:44:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Sep-17-2020 10:13:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sep/17/2020

Initial Entry

Aug-03-2020 13:47:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Jul/30/2020

Initial Entry

Jul-30-2020 11:44:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Jul/30/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Casebook Signature

Date Location User Value Reason

Aug-28-2020 12:50:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Click Here to Enable

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5, STAGE 3
option is equivalent to PHASE 2/3.

1. Select appropriate response - Protocol
version

30 JUN 2020

2. Select appropriate response - What
cohort does the subject belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Jul/30/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Demography

1. Subject ID [10071101]

2. Birth Date: /1963

3. Sex: FEMALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): WHITE

6. Racial Designation:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jul/30/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Study eligibility requires subjects to meet all inclusion criteria (YES) and Not meet exclusion criteria (NO).

Inclusion Criteria

1.a Inclusion Number: 1

Criterion Description: Male or female participants between the ages of 18 and 55 years, inclusive, 65 and 85
years, inclusive, or 18 and 85 years, inclusive, at randomization (dependent upon
study stage)

Criterion met? YES

Criterion ID: (For Pfizer use only) IN01A00

1.b Inclusion Number: 2

Criterion Description: Participants who are willing and able to comply with all scheduled visits, vaccination
plan, laboratory tests, lifestyle considerations, and other study procedures

Criterion met? YES

Criterion ID: (For Pfizer use only) IN02A00

1.c Inclusion Number: 3

Criterion Description: Healthy participants who are determined by medical history, physical examination,
and clinical judgment of the investigator to be eligible for inclusion in the study

Criterion met? YES

Criterion ID: (For Pfizer use only) IN03A00

1.d Inclusion Number: 4

Criterion Description: Capable of giving personal signed informed consent, which includes compliance with
the requirements and restrictions listed in the ICD and in this protocol

Criterion met? YES

Criterion ID: (For Pfizer use only) IN04A00

Exclusion Criteria

2.a Exclusion Number: 1

Criterion Description: Other medical or psychiatric condition incl. recent (within past year) or active suicidal
ideation/behavior/lab abnormality that may increase the risk of study participation

Criterion met? NO

Criterion ID: (For Pfizer use only) EX01A00

09
01

77
e1

96
ae

40
2c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0129969



Page 6 of 201

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.b Exclusion Number: 2

Criterion Description: Known infection with human immunodeficiency virus (HIV), hepatitis C virus
(HCV), or hepatitis B virus (HBV)

Criterion met? NO

Criterion ID: (For Pfizer use only) EX02A00

2.c Exclusion Number: 3

Criterion Description: History of severe adverse reaction associated with a vaccine and/or severe allergic
reaction (eg, anaphylaxis) to any component of the study intervention(s)

Criterion met? NO

Criterion ID: (For Pfizer use only) EX03A00

2.d Exclusion Number: 4

Criterion Description: Receipt of medications intended to prevent COVID-19

Criterion met? NO

Criterion ID: (For Pfizer use only) EX04A00

2.e Exclusion Number: 8

Criterion Description: Immunocompromised individuals with known or suspected immunodeficiency, as
determined by history and/or laboratory/physical examination

Criterion met? NO

Criterion ID: (For Pfizer use only) EX08A00

2 f Exclusion Number: 10

Criterion Description: Bleeding diathesis or condition associated with prolonged bleeding that would, in the
opinion of the investigator, contraindicate intramuscular injection

Criterion met? NO

Criterion ID: (For Pfizer use only) EX10A00

2.g Exclusion Number: 11

Criterion Description: Women who are pregnant or breastfeeding

Criterion met? NO

Criterion ID: (For Pfizer use only) EX11A00
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2 h Exclusion Number: 12

Criterion Description: Previous vaccination with any coronavirus vaccine

Criterion met? NO

Criterion ID: (For Pfizer use only) EX12A00

2.i Exclusion Number: 13

Criterion Description: Subjects who receive immunosuppressive therapy, such as cytotoxic agents or
systemic corticosteroids

Criterion met? NO

Criterion ID: (For Pfizer use only) EX13A01

2.j Exclusion Number: 15

Criterion Description: Receipt of blood/plasma products or immunoglobulin, from 60 days before study
intervention administration or planned receipt throughout the study

Criterion met? NO

Criterion ID: (For Pfizer use only) EX14A01

2 k Exclusion Number: 16

Criterion Description: Participation in other studies involving study intervention within 28 days prior to
study entry and/or during study participation

Criterion met? NO

Criterion ID: (For Pfizer use only) EX15A01

2.l Exclusion Number: 17

Criterion Description: Previous participation in other studies involving study intervention containing lipid
nanoparticles

Criterion met? NO

Criterion ID: (For Pfizer use only) EX16A01

2 m Exclusion Number: 22

Criterion Description: Investigator site staff or Pfizer employees directly involved in the conduct of the
study, site staff otherwise supervised by the investigator, and their respective family
members

Criterion met? NO

Criterion ID: (For Pfizer use only) EX21A01
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eCRF Audit Trail History

Disposition - Screening

1. Date of Completion/Discontinuation
/Death

Jul/30/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Obesity]

Start Date: UNK/UNK/2000

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Gastric sleeve]

Start Date: Sep/UNK/2019

Ongoing: NO

End Date:
Sep/UNK/2019

1.c Line/MH Number: [3]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Gastroesophageal reflux]

Start Date: UNK/UNK/2018

Ongoing: YES

1.d Line/MH Number: [4]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Sleep apnea]

Start Date: UNK/UNK/2013

Ongoing: YES
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1.e Line/MH Number: [5]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Supraventricular tachycardia]

Start Date: Oct/8/2019

Ongoing: Unknown Comments

1 f Line/MH Number: [6]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Hypothyroidism]

Start Date: Nov/UNK/2007

Ongoing: YES

1.g Line/MH Number: [7]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Depression]

Start Date: UNK/UNK/2008

Ongoing: YES

1.h Line/MH Number: [8]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Asthma]

Start Date: UNK/UNK/2009

Ongoing: YES
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eCRF Audit Trail History

Vital Signs

1. Date: Jul/30/2020

2. Weight: [129.6]

3. Unit: kg

4. Height: [167.5]

5. Unit: cm

6. Body Mass Index: [46.2]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [36.7]

Unit: C

Temperature Location: ORAL CAVITY
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Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and Address
(Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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eCRF Audit Trail History

Disposition

1. Randomization Date : Jul/30/2020

2. Randomization Number: [220496]

3. Randomization Group: [ ]
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Jul/30/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BM8993]

5.b Sample ID [BM8994]

5.c Sample ID [BM8995]

5.d Sample ID [BPFZVB]

5.e Sample ID [BPFZVC]
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Jul/30/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BM898V]
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eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Jul/30/2020 13:11

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES
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eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

YES - REACTOGENICITY E-DIARY COLLECTED FOR THIS SUBJECT
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/20/2020

2. Erroneous Visit
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eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat fever/pain
given on the last day the Subject
Diary was completed?

NO

2.a Symptom: FEVER

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.d Symptom: CHILLS

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.e Symptom: VOMITING

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2 f Symptom: DIARRHEA

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO
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2.h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

3. Injection Site Location: DELTOID MUSCLE

4. Injection Site Body Side: LEFT

5.a Injection Site Reaction: REDNESS

Were injection site reactions present
on the last day the Subject Diary
was completed?

NO

5.b Injection Site Reaction: SWELLING

Were injection site reactions present
on the last day the Subject Diary
was completed?

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site reactions present
on the last day the Subject Diary
was completed?

NO
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eCRF Audit Trail History

Vital Signs

1. Date: Aug/20/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [36.8]

Unit: C

Temperature Location: ORAL CAVITY

09
01

77
e1

96
ae

40
2c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0129985



Page 22 of 201

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and Address
(Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/20/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP757Y]
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eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/20/2020 11:45

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/17/2020

2. Erroneous Visit
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat fever/pain
given on the last day the Subject
Diary was completed?

NO

2.a Symptom: FEVER

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.d Symptom: CHILLS

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.e Symptom: VOMITING

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2 f Symptom: DIARRHEA

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

3. Injection Site Location: DELTOID MUSCLE

4. Injection Site Body Side: LEFT

5.a Injection Site Reaction: REDNESS

Were injection site reactions present
on the last day the Subject Diary
was completed?

NO

5.b Injection Site Reaction: SWELLING

Were injection site reactions present
on the last day the Subject Diary
was completed?

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site reactions present
on the last day the Subject Diary
was completed?

NO
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Sep/17/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPYTRJ]

5.b Sample ID [BPG0HP]

5.c Sample ID [BPG0HR]
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Header Text: c4591001

Visit: V4_MONTH6_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: V5_MONTH12_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V5_MONTH12_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: V6_MONTH24_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V6_MONTH24_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Visit: POT_COVID_ILL - New Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 20-Feb-2021 02:17 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom Started: //

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Visit: POT_COVID_ILL - New Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled Visit Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or Contacts:

Health Care Utilization Other

2. Other Type of Practitioner Specify: [ ]

Health Care Utilization

3. Has the subject been hospitalized due
to potential COVID-19 illness?
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled Visit Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

3. Toxicity Grade:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New Unscheduled
Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New Unscheduled
Visit

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Unplanned Assessments

1. Assessments
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Treatment

1. Date of Completion/Discontinuation
/Death :

Sep/17/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Follow-Up

1. Date of Completion/Discontinuation
/Death :

Oct/21/2020

2. Phase of Disposition: FOLLOW-UP

3. Status: DEATH

4. Specify Status: [ ]
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Category
AE Identifi

er
Adverse Eve

nt
Start Date

Is the Adverse Event Still Ong
oing

Form Instance

 1. ADVERSE EVE
NT 

1  Cardiac Arres
t 

Oct/18/2020 UNK:U
NK 

NO
End Date Time:

Oct/21/2020 UNK:UNK
 

Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Cardiac Arrest]

4. Start Date Time: Oct/18/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Oct/21/2020 UNK:UNK

6. Toxicity Grade: 4

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

YES

Is this serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
YES

Did this serious event require or prolong hospitalization?
NO

Did this serious event result in persistent or significant disability/incapacity?
NO

Is this serious event life threatening?
YES

Other medically important serious event
NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[Heart attack. Occurred 2 months after last receipt of study agent]09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this adverse
event?:

FATAL

14. Did the adverse event cause the
subject to be discontinued from the
study?

YES

15. Serious Adverse Event Number: For
Pfizer Use Only

[2020434734]
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Form Version: 17-Jul-2020 21:54

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Categor

y
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Study Medication Errors Ac

tion
Form Instance
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Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment given?

8. Did the Medication Error cause the
subject to be discontinued from the
study?

9. Was this medication error associated
with any adverse events?

10. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Form Version: 22-Apr-2020 21:03

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defined Ide

ntifier
Category for Medi

cation
Concomitant Medications Pre-

specified
Name of Medic

ation
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[ ]

5. Date: //

09
01

77
e1

96
ae

40
2c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130019



Page 56 of 201

***Confidential***

 

Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defined Id

entifier
Category for Med

ication
Concomitant Medications Pr

e-specified
Name of Medic

ation
Dose Descri

ption
Form Instanc

e

 1.           Repeating
Pages
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Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Visit: Logs Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Category Treatment Identifier Con Non-Drug Treatments Pre-specified Treatment Start Date Form Instance

 1.           Repeating Pages
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Visit: Logs - Unscheduled Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Visit: Logs Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Transfusion Type Date of Transfusion Form Instance

 1.     Repeating Pages
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Visit: Logs - Unscheduled Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Visit: Unplanned Vaccination - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: Unplanned Vaccination - Unscheduled Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Visit: Unplanned Vaccination - Unscheduled Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and Address
(Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Visit: Unplanned Vaccination - Unscheduled Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?
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Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: V201_SURVEIL_CONSENT - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V201_SURVEIL_CONSENT - Unscheduled Form: INFORMED CONSENT - ASYMPTOMATIC SURVEILLANCE

Form Version: 14-Jan-2021 02:29 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Informed Consent - Asymptomatic Surveillance

1. Consent Was:
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Visit: V201_SURVEIL_CONSENT - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: V201_SURVEIL_CONSENT - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Treatment Unblinded

1. Date Treatment Unblinded : //

2. Primary Reason for Unblinding:
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Death Details

1. Date of Collection / Notification of
Death:

Oct/21/2020

Cause of Death

2.a Cause of Death Status: PRIMARY CAUSE OF DEATH

Cause of Death: [Cardiac Arrest]
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eCRF Audit Trail History

Subject Status

1. Subject Status DISCONTINUED

2. Subject Status Date Oct/21/2020
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Robert Frenck  Approved Mar-10-2021 21:53:14 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - Comments

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

1.e Nov-13-2020 07:17:42 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

end date unknown

Unknown

1.e Nov-12-2020 12:49:22 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

end date unknown
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Jul-30-2020 13:26:12 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

1 Jul-30-2020 13:26:12 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

2 Jul-30-2020 13:26:12 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

3 Jul-30-2020 13:26:12 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

4 Jul-30-2020 13:26:12 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

5 Jul-30-2020 13:26:12 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

6.a Jul-30-2020 13:26:12 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

6.a Jul-30-2020 13:26:12 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

6.a Jul-30-2020 13:26:12 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Aug-20-2020 11:01:23 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

1 Aug-20-2020 11:01:23 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable

09
01

77
e1

96
ae

40
2c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130055



Page 92 of 201

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

2 Aug-20-2020 11:01:23 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

3 Aug-20-2020 11:01:23 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

4 Aug-20-2020 11:01:23 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

5 Aug-20-2020 11:01:23 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

6.a Aug-20-2020 11:01:23 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

6.a Aug-20-2020 11:01:23 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

6.a Aug-20-2020 11:01:23 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Robert Frenck  Approved Mar-10-2021 21:53:14 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Laura Pace  N/A Mar-10-2021 13:28:50 (UTC-05:00) Eastern Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert Frenck  Approved Mar-09-2021 21:17:08 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Jennifer Wendell  N/A Mar-09-2021 12:33:47 (UTC-05:00) Eastern Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert Frenck  Approved Nov-16-2020 17:45:39 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Laura Pace  N/A Nov-16-2020 11:35:31 (UTC-05:00) Eastern Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert Frenck  Approved Nov-13-2020 17:38:17 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Laura Pace  N/A Nov-10-2020 11:44:15 (UTC-05:00) Eastern Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert Frenck  Approved Nov-09-2020 17:34:02 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Laura Pace  N/A Nov-09-2020 07:05:56 (UTC-05:00) Eastern Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert Frenck  Approved Nov-06-2020 12:27:38 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Laura Pace  N/A Nov-05-2020 16:39:49 (UTC-05:00) Eastern Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert Frenck  Approved Sep-17-2020 20:47:36 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Laura Pace  N/A Sep-17-2020 12:08:34 (UTC-05:00) Eastern Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert Frenck  Approved Aug-28-2020 16:11:26 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Jul-30-2020 13:00:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
30 JUN 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Jul-30-2020 13:00:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Jul-30-2020 13:00:06
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
OBTAINED

Date Written Consent Obtained

Jul/30/2020

Initial Entry
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject ID

Date Location User Value Reason

Jul-30-2020 12:59:54
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10071101

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Jul-30-2020 12:59:51
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1963

Enrollment Entry

3. Sex:

Date Location User Value Reason

Jul-30-2020 13:00:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Jul-30-2020 13:00:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT HISPANIC OR LATINO(A) OR
OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Jul-30-2020 13:00:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
WHITE

Initial Entry
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Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Jul-30-2020 13:01:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jul/30/2020

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Inclusi
on Nu
mber:

1

Criteri
on Des
criptio
n:

Male or female participants b
etween the ages of 18 and 55
years, inclusive, 65 and 85 y
ears, inclusive, or 18 and 85
years, inclusive, at randomiz
ation (dependent upon study
stage)

Criteri
on met
?:

YES

Criteri
on ID:
(For P
fizer u
se only
):

IN01A00

Initial Entry

1.a Inclusion Number:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

1.a Criterion Description:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Male or female participants between t
he ages of 18 and 55 years, inclusive,
65 and 85 years, inclusive, or 18 and 8
5 years, inclusive, at randomization (d
ependent upon study stage)

Initial Entry

1.a Criterion met?

Date Location User Value Reason
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.a Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
IN01A00

Initial Entry

1.b

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Inclusi
on Nu
mber:

2

Criteri
on Des
criptio
n:

Participants who are willing
and able to comply with all s
cheduled visits, vaccination
plan, laboratory tests, lifesty
le considerations, and other
study procedures

Criteri
on met
?:

YES

Criteri
on ID:
(For Pf
izer use
only):

IN02A00

Initial Entry
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Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.b Inclusion Number:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
2

Initial Entry

1.b Criterion Description:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Participants who are willing and able t
o comply with all scheduled visits, va
ccination plan, laboratory tests, lifesty
le considerations, and other study proc
edures

Initial Entry

1.b Criterion met?

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.b Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
IN02A00

Initial Entry

1.c

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Inclusi
on Nu
mber:

3

Criteri
on Des
criptio
n:

Healthy participants who are
determined by medical histo
ry, physical examination, an
d clinical judgment of the in
vestigator to be eligible for i
nclusion in the study

Initial Entry
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Criteri
on met
?:

YES

Criteri
on ID:
(For Pf
izer us
e only):

IN03A00

1.c Inclusion Number:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
3

Initial Entry

1.c Criterion Description:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Healthy participants who are determin
ed by medical history, physical exami
nation, and clinical judgment of the in
vestigator to be eligible for inclusion i
n the study

Initial Entry

1.c Criterion met?

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.c Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
IN03A00

Initial Entry

1.d

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Inclusi 4

Initial Entry
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on Nu
mber:

Criteri
on Desc
ription:

Capable of giving personal s
igned informed consent, whi
ch includes compliance with
the requirements and restrict
ions listed in the ICD and in
this protocol

Criteri
on met
?:

YES

Criteri
on ID:
(For Pf
izer use
only):

IN04A00
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1.d Inclusion Number:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
4

Initial Entry

1.d Criterion Description:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Capable of giving personal signed inf
ormed consent, which includes compli
ance with the requirements and restric
tions listed in the ICD and in this prot
ocol

Initial Entry

1.d Criterion met?

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.d Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
IN04A00

Initial Entry

2.a

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclusi
on Nu
mber:

1

Criteri
on Des
criptio
n:

Other medical or psychiatric
condition incl. recent (within
past year) or active suicidal i
deation/behavior/lab abnorm
ality that may increase the ri
sk of study participation

Initial Entry
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Criteri
on met
?:

NO

Criteri
on ID:
(For Pf
izer us
e only)
:

EX01A00

2.a Exclusion Number:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

2.a Criterion Description:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Other medical or psychiatric condition
incl. recent (within past year) or activ
e suicidal ideation/behavior/lab abnor
mality that may increase the risk of st
udy participation

Initial Entry

2.a Criterion met?

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.a Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX01A00

Initial Entry

2.b

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time

ACV0PFEINFP6000  Laura
Pace

Data Entry: Initial Entry09
01

77
e1

96
ae

40
2c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130077



Page 114 of 201

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(US & Canada) (pfe.lpace) Exclusio
n Numbe
r:

2

Criterion
Descripti
on:

Known infection with hum
an immunodeficiency viru
s (HIV), hepatitis C virus (
HCV), or hepatitis B virus
(HBV)

Criterion
met?:

NO

Criterion
ID: (For
Pfizer us
e only):

EX02A00

2.b Exclusion Number:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
2

Initial Entry

2.b Criterion Description:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Known infection with human immuno
deficiency virus (HIV), hepatitis C vir
us (HCV), or hepatitis B virus (HBV)

Initial Entry

2.b Criterion met?

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.b Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX02A00

Initial Entry
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Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclusi
on Nu
mber:

3

Criteri
on Desc
ription:

History of severe adverse re
action associated with a vac
cine and/or severe allergic r
eaction (eg, anaphylaxis) to
any component of the study
intervention(s)

Criteri
on met
?:

NO

Criteri
on ID:
(For Pf
izer use
only):

EX03A00

Initial Entry

09
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2.c Exclusion Number:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
3

Initial Entry

2.c Criterion Description:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
History of severe adverse reaction ass
ociated with a vaccine and/or severe a
llergic reaction (eg, anaphylaxis) to an
y component of the study intervention
(s)

Initial Entry

2.c Criterion met?

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.c Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX03A00

Initial Entry

2.d

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclusion Nu
mber:

4

Criterion Des
cription:

Receipt of medicatio
ns intended to preven
t COVID-19

Criterion met
?:

NO

Criterion ID:
(For Pfizer us
e only):

EX04A00

Initial Entry
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2.d Exclusion Number:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
4

Initial Entry

2.d Criterion Description:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Receipt of medications intended to pr
event COVID-19

Initial Entry

2.d Criterion met?

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.d Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX04A00

Initial Entry

2.e

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclusi
on Num
ber:

8

Criterio
n Descr
iption:

Immunocompromised indiv
iduals with known or suspe
cted immunodeficiency, as
determined by history and/o
r laboratory/physical exami
nation

Criterio
n met?:

NO

Initial Entry
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Criterio
n ID: (F
or Pfize
r use on
ly):

EX08A00

2.e Exclusion Number:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
8

Initial Entry

2.e Criterion Description:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Immunocompromised individuals wit
h known or suspected immunodeficie
ncy, as determined by history and/or l
aboratory/physical examination

Initial Entry

2.e Criterion met?

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.e Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX08A00

Initial Entry

2.f

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclusi
on Nu
mber:

10

Initial Entry

09
01

77
e1

96
ae

40
2c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130082



Page 119 of 201

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Criteri
on Desc
ription:

Bleeding diathesis or condit
ion associated with prolong
ed bleeding that would, in th
e opinion of the investigator
, contraindicate intramuscul
ar injection

Criteri
on met
?:

NO

Criteri
on ID: (
For Pfi
zer use
only):

EX10A00

2.f Exclusion Number:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
10

Initial Entry

2.f Criterion Description:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Bleeding diathesis or condition associ
ated with prolonged bleeding that wou
ld, in the opinion of the investigator, c
ontraindicate intramuscular injection

Initial Entry

2.f Criterion met?

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.f Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX10A00

Initial Entry

2.g
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Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclusion Num
ber:

11

Criterion Descri
ption:

Women who are pr
egnant or breastfee
ding

Criterion met?: NO

Criterion ID: (F
or Pfizer use onl
y):

EX11A00

Initial Entry

2.g Exclusion Number:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
11

Initial Entry

2.g Criterion Description:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Women who are pregnant or breastfee
ding

Initial Entry

2.g Criterion met?

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.g Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX11A00

Initial Entry

2.h

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time

ACV0PFEINFP6000  Laura
Pace

Data Entry: Initial Entry09
01

77
e1

96
ae

40
2c
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al
\F
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(US & Canada) (pfe.lpace) Exclusion Nu
mber:

12

Criterion Desc
ription:

Previous vaccination
with any coronaviru
s vaccine

Criterion met?
:

NO

Criterion ID: (
For Pfizer use
only):

EX12A00

2.h Exclusion Number:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
12

Initial Entry

2.h Criterion Description:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Previous vaccination with any corona
virus vaccine

Initial Entry

2.h Criterion met?

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.h Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX12A00

Initial Entry

2.i

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclusion
Number:

13

Initial Entry
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Criterion
Descripti
on:

Subjects who receive im
munosuppressive therapy,
such as cytotoxic agents o
r systemic corticosteroids

Criterion
met?:

NO

Criterion
ID: (For
Pfizer use
only):

EX13A01

2.i Exclusion Number:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
13

Initial Entry

2.i Criterion Description:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Subjects who receive immunosuppres
sive therapy, such as cytotoxic agents
or systemic corticosteroids

Initial Entry

2.i Criterion met?

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.i Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX13A01

Initial Entry

2.j

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclusi 15

Initial Entry
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on Nu
mber:

Criteri
on Desc
ription:

Receipt of blood/plasma pro
ducts or immunoglobulin, fr
om 60 days before study int
ervention administration or
planned receipt throughout t
he study

Criteri
on met
?:

NO

Criteri
on ID: (
For Pfi
zer use
only):

EX14A01

2.j Exclusion Number:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
15

Initial Entry

2.j Criterion Description:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Receipt of blood/plasma products or i
mmunoglobulin, from 60 days before
study intervention administration or pl
anned receipt throughout the study

Initial Entry

2.j Criterion met?

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.j Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX14A01

Initial Entry

09
01
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Back to Form

2.k

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclusio
n Numb
er:

16

Criterio
n Descri
ption:

Participation in other studi
es involving study interven
tion within 28 days prior to
study entry and/or during s
tudy participation

Criterio
n met?:

NO

Criterio
n ID: (F
or Pfizer
use only
):

EX15A01

Initial Entry

09
01

77
e1
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ae

40
2c
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al
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2.k Exclusion Number:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
16

Initial Entry

2.k Criterion Description:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Participation in other studies involvin
g study intervention within 28 days pr
ior to study entry and/or during study
participation

Initial Entry

2.k Criterion met?

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.k Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX15A01

Initial Entry

2.l

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclusion
Number:

17

Criterion
Descriptio
n:

Previous participation in
other studies involving st
udy intervention containi
ng lipid nanoparticles

Criterion
met?:

NO

Initial Entry
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Criterion
ID: (For
Pfizer use
only):

EX16A01

2.l Exclusion Number:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
17

Initial Entry

2.l Criterion Description:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Previous participation in other studies
involving study intervention containin
g lipid nanoparticles

Initial Entry

2.l Criterion met?

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.l Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX16A01

Initial Entry

2.m

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclus
ion Nu
mber:

22

Initial Entry

09
01

77
e1

96
ae

40
2c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130090



Page 127 of 201

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Criteri
on Des
criptio
n:

Investigator site staff or Pfiz
er employees directly involv
ed in the conduct of the stud
y, site staff otherwise superv
ised by the investigator, and
their respective family mem
bers

Criteri
on met
?:

NO

Criteri
on ID:
(For P
fizer u
se only
):

EX21A01

09
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Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.m Exclusion Number:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
22

Initial Entry

2.m Criterion Description:

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Investigator site staff or Pfizer emplo
yees directly involved in the conduct
of the study, site staff otherwise super
vised by the investigator, and their res
pective family members

Initial Entry

2.m Criterion met?

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.m Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-30-2020 13:25:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX21A01

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Jul-30-2020 13:25:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jul/30/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Jul-30-2020 13:25:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Jul-30-2020 13:25:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Jul-30-2020 13:29:18
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 1

Medical History Ter
m:

Obesity

Start Date: UNK/UNK/20
00

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Jul-30-2020 13:29:18
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Jul-30-2020 13:29:18
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Obesity

Initial Entry

1.a Start Date:

Date Location User Value Reason

Jul-30-2020 13:29:18
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/2000

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Jul-30-2020 13:29:18
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.b

Date Location User Value Reason09
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ae
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jul-30-2020 13:31:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 2

Medical History Te
rm:

Gastric sleeve

Start Date: Sep/UNK/2019

Ongoing: NO
End Date:

Sep/UNK/20
19

Initial Entry

1.b Line/MH Number:

Date Location User Value Reason

Jul-30-2020 13:31:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Jul-30-2020 13:31:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Gastric sleeve

Initial Entry

1.b Start Date:

Date Location User Value Reason

Jul-30-2020 13:31:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sep/UNK/2019

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Jul-30-2020 13:31:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date:

Sep/UNK/2019

Initial Entry

1.c

Date Location User Value Reason

Nov-12-2020 12:44:37 ACV0PFEINFP6000  auto calc Data Entry: Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00) Eastern Time
(US & Canada)

(autocalc) Line/MH Numbe
r:

3

Medical History
Term:

Gastroesophageal
reflux

Start Date: UNK/UNK/2018

Ongoing: YES

1.c Line/MH Number:

Date Location User Value Reason

Nov-12-2020 12:44:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Nov-12-2020 12:44:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Gastroesophageal reflux

Initial Entry

1.c Start Date:

Date Location User Value Reason

Nov-12-2020 12:44:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/2018

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Nov-12-2020 12:44:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.d

Date Location User Value Reason

Nov-12-2020 12:44:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 4

Medical History Ter
m:

Sleep apnea

Start Date: UNK/UNK/20
13

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Ongoing: YES

1.d Line/MH Number:

Date Location User Value Reason

Nov-12-2020 12:44:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Nov-12-2020 12:44:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sleep apnea

Initial Entry

1.d Start Date:

Date Location User Value Reason

Nov-12-2020 12:44:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/2013

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Nov-12-2020 12:44:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.e

Date Location User Value Reason

Nov-13-2020 07:17:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Line/MH Num
ber:

5

Medical Histor
y Term:

Supraventricular ta
chycardia

Start Date: Oct/8/2019

Ongoing: Unknown

Initial Entry

Nov-13-2020 07:17:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Line/MH Num
ber:

5

updating
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Medical Histor
y Term:

Supraventricular ta
chycardia

Start Date: Oct/8/2019

Ongoing:

Nov-12-2020 12:48:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

5

Medical Histor
y Term:

Supraventricular ta
chycardia

Start Date: Oct/8/2019

Ongoing: NO

Initial Entry

09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.e Line/MH Number:

Date Location User Value Reason

Nov-12-2020 12:48:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Nov-12-2020 12:48:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Supraventricular tachycardia

Initial Entry

1.e Start Date:

Date Location User Value Reason

Nov-12-2020 12:48:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/8/2019

Initial Entry

1.e Ongoing:

Date Location User Value Reason

Nov-13-2020 09:21:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Pamela Benne
prod
(pfe.bennep07)

Query 1: Closed Response satisfies
query

Nov-13-2020 07:17:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Unknown

Initial Entry

Nov-13-2020 07:17:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered updating

Nov-13-2020 07:17:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry: updating

Nov-13-2020 02:14:45
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Rajashekhar
Reddy
(pfe reddyr51)

Query 1: Opened DM: Since End Date
is unknown, kindly
update item level
comment as
Unknown from
dropdown list.

Nov-12-2020 12:48:55 ACV0PFEINFP6000  Laura Pace Data Entry: Initial Entry09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00) Eastern Time
(US & Canada)

(pfe.lpace) NO

1.f

Date Location User Value Reason

Mar-10-2021 13:30:45
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Line/MH Number: 6

Medical History Ter
m:

Hypothyroidis
m

Start Date: Nov/UNK/20
07

Ongoing: YES

Changed Information

Mar-09-2021 12:33:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

6

Medical History T
erm:

Hypothyroidism

Start Date: Nov/UNK/2007

Ongoing: NO
End Date:

UNK/UNK/2
020

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.f Line/MH Number:

Date Location User Value Reason

Mar-09-2021 12:33:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Mar-09-2021 12:33:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jennifer
Wendell
(pfe.jwendell)

Data Entry:
Hypothyroidism

Initial Entry

1.f Start Date:

Date Location User Value Reason

Mar-09-2021 12:33:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jennifer
Wendell
(pfe.jwendell)

Data Entry:
Nov/UNK/2007

Initial Entry

1.f Ongoing:

Date Location User Value Reason

Mar-10-2021
23:12:32
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Clos
ed

Auto closed by Validation
Check:
VC_MH001_04_AN

Mar-10-2021
13:30:45
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
1: Ans
wered

Changed Information

Mar-10-2021
13:30:45
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data
Entry:
YES

Changed Information

Mar-10-2021
00:04:08
(UTC-05:00)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Ope
ned

DMW7650896;End Date' is
after ‘Date of
Completion/Discontinuation
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time
(US &
Canada)

/Death’ on the Disposition -
Follow-up eCRF. Please
clarify or correct.

Mar-09-2021
12:33:47
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Jennifer Wendell
(pfe.jwendell)

Data
Entry:
NO

End
Date:

UN
K/
UN
K/2
020

Initial Entry

1.g

Date Location User Value Reason

Mar-10-2021 13:28:50
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Line/MH Number: 7

Medical History Ter
m:

Depression

Start Date: UNK/UNK/20
08

Ongoing: YES

Changed Information

Mar-09-2021 12:34:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

7

Medical History T
erm:

Depression

Start Date: UNK/UNK/200
8

Ongoing: NO
End Date:

UNK/UNK/2
020

Initial Entry

09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.g Line/MH Number:

Date Location User Value Reason

Mar-09-2021 12:34:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Mar-09-2021 12:34:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jennifer
Wendell
(pfe.jwendell)

Data Entry:
Depression

Initial Entry

1.g Start Date:

Date Location User Value Reason

Mar-09-2021 12:34:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jennifer
Wendell
(pfe.jwendell)

Data Entry:
UNK/UNK/2008

Initial Entry

1.g Ongoing:

Date Location User Value Reason

Mar-10-2021
23:29:23
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query 1: Cl
osed

Auto closed by
Validation Check:
VC_MH001_04_AN

Mar-10-2021
13:28:50
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: A
nswered

Changed Information

Mar-10-2021
13:28:50
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entr
y:
YES

Changed Information
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.g Ongoing:

Date Location User Value Reason

Mar-10-2021
00:14:01
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW7650897;End Date' is
after ‘Date of
Completion/Discontinuation
/Death’ on the Disposition -
Follow-up eCRF. Please
clarify or correct.

Mar-09-2021
12:34:30
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Jennifer Wendell
(pfe.jwendell)

Data
Entry
:
NO

End
Date
:

U
N
K/
U
N
K/
20
20

Initial Entry

1.h

Date Location User Value Reason

Mar-10-2021 13:30:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Line/MH Number: 8

Medical History Ter
m:

Asthma

Start Date: UNK/UNK/20
09

Ongoing: YES

Changed Information

Mar-09-2021 12:35:31
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

8

Medical History T
erm:

Asthma

Start Date: UNK/UNK/200
9

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Ongoing: NO
End Date:

UNK/UNK/2
020

09
01
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.h Line/MH Number:

Date Location User Value Reason

Mar-09-2021 12:35:31
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
8

Initial Entry

1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Mar-09-2021 12:35:31
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jennifer
Wendell
(pfe.jwendell)

Data Entry:
Asthma

Initial Entry

1.h Start Date:

Date Location User Value Reason

Mar-09-2021 12:35:31
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jennifer
Wendell
(pfe.jwendell)

Data Entry:
UNK/UNK/2009

Initial Entry

1.h Ongoing:

Date Location User Value Reason

Mar-10-2021
23:29:55
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Clos
ed

Auto closed by Validation
Check:
VC_MH001_04_AN

Mar-10-2021
13:30:28
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
1: Ans
wered

Changed Information

Mar-10-2021
13:30:28
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data
Entry:
YES

Changed Information

Mar-10-2021
00:14:01
(UTC-05:00)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Ope
ned

DMW7650898;End Date' is
after ‘Date of
Completion/Discontinuation
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time
(US &
Canada)

/Death’ on the Disposition -
Follow-up eCRF. Please
clarify or correct.

Mar-09-2021
12:35:31
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Jennifer Wendell
(pfe.jwendell)

Data
Entry:
NO

End
Date:

UN
K/
UN
K/2
020

Initial Entry

09
01

77
e1

96
ae

40
2c
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Jul-30-2020 13:28:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jul/30/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Jul-30-2020 13:28:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
129.6

Initial Entry

3. Unit:

Date Location User Value Reason

Jul-30-2020 13:28:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
kg

Initial Entry

4. Height:

Date Location User Value Reason

Jul-30-2020 13:28:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
167.5

Initial Entry

5. Unit:

Date Location User Value Reason

Jul-30-2020 13:28:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Jul-30-2020 13:28:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
46.2

Initial Entry

7.a
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jul-30-2020 13:28:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Identifier:: 1

Temperature: 36.7

Temperature Unit: C

Temperature Locati
on::

ORAL CAVI
TY

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Jul-30-2020 13:28:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Jul-30-2020 13:28:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
36.7

Initial Entry

7.a Unit:

Date Location User Value Reason

Jul-30-2020 13:28:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
C

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Jul-30-2020 13:28:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL CAVITY

Initial Entry

09
01

77
e1

96
ae

40
2c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130109



Page 146 of 201

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Jul-30-2020 13:26:12
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Jul-30-2020 13:26:12
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Feb-18-2021 09:10:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
McGuire
(pfe.mcguim15)

Query 1: Closed Response satisfies
query

Feb-17-2021 19:53:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered protocol deviations is
reported

Feb-11-2021 10:07:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
McGuire
(pfe.mcguim15)

Query 1: Reissued:Opened CLINQUERY2 -
Thank you for your
response. Please
ensure PD is reported,
as WOCBP status
was not known at
time of visits.

Feb-10-2021 13:53:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered information not
obtained; subject is
deceased

Feb-09-2021 09:54:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
McGuire
(pfe.mcguim15)

Query 1: Opened CLINQUERY -
Pregnancy test was
reported as NOT
APPLICABLE at V1
and V2. However,
subject is <60 yrs old
and has no MH of
surgical sterilization.
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Please confirm if
subject is WOCBP. If
reason exists that
tests were not
necessary, please
update MH.

Jul-30-2020 13:26:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Jul-30-2020 13:26:12
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Jul-30-2020 13:26:12
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason

Jul-30-2020 13:26:12
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Applica
ble

Test:: Not Applica
ble

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Jul-30-2020 13:26:12
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

6.a Test:

Date Location User Value Reason

Jul-30-2020 13:26:12
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Jul-30-2020 13:26:12
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a Not Done:

Date Location User Value Reason

Jul-30-2020 13:26:12
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Randomization Date :

Date Location User Value Reason

Aug-03-2020 15:05:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jul/30/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Aug-03-2020 15:05:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
220496

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Jul-30-2020 13:25:51
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jul-30-2020 13:25:51
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jul-30-2020 16:38:11
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Jul-30-2020 13:25:51
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Jul-30-2020 13:25:51
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Jul/30/2020

Initial Entry

5.a

Date Location User Value Reason

Jul-30-2020 16:38:11
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BM8993

Initial Entry

5.a Sample ID

Date Location User Value Reason09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jul-30-2020 16:38:11
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BM8993

Initial Entry

5.b

Date Location User Value Reason

Jul-30-2020 16:38:18
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BM8994

Initial Entry

5.b Sample ID

Date Location User Value Reason

Jul-30-2020 16:38:18
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BM8994

Initial Entry

5.c

Date Location User Value Reason

Jul-30-2020 16:38:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BM8995

Initial Entry

5.c Sample ID

Date Location User Value Reason

Jul-30-2020 16:38:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BM8995

Initial Entry

5.d

Date Location User Value Reason

Jul-30-2020 16:38:33
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BPFZVB

Initial Entry

5.d Sample ID

Date Location User Value Reason

Jul-30-2020 16:38:33
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPFZVB

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.e

Date Location User Value Reason

Jul-30-2020 16:38:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BPFZVC

Initial Entry

5.e Sample ID

Date Location User Value Reason

Jul-30-2020 16:38:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPFZVC

Initial Entry

09
01

77
e1

96
ae

40
2c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130116



Page 153 of 201
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Jul-30-2020 13:25:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jul-30-2020 13:25:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jul-30-2020 16:38:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Jul-30-2020 13:25:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Jul-30-2020 13:25:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Jul/30/2020

Initial Entry

5.a

Date Location User Value Reason

Jul-30-2020 16:38:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BM898V

Initial Entry

5.a Sample ID

Date Location User Value Reason09
01

77
e1

96
ae

40
2c

\F
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al
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jul-30-2020 16:38:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BM898V

Initial Entry

09
01

77
e1

96
ae

40
2c

\F
in

al
\F

in
al

 O
n:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Jul-30-2020 13:51:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Jul-30-2020 13:51:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Jul-30-2020 13:51:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Jul-30-2020 13:51:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jul/30/2020 13:11

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Jul-30-2020 13:51:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Jul-30-2020 13:51:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry

7. Route:
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jul-30-2020 13:51:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Jul-30-2020 13:51:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED OBSE
RVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product administration?

Date Location User Value Reason

Jul-30-2020 13:51:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Jul-30-2020 13:51:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES - REACTOGENICITY E-DIAR
Y COLLECTED FOR THIS SUBJEC
T

Initial Entry

09
01
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e1
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ae
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-20-2020 11:00:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/20/2020

Initial Entry

09
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e1
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ae

40
2c
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: FE

VE
R

Were fever or systemic sympto
ms present on the last day the
Subject Diary was completed?:

NO

Initial Entry

2.a Symptom:

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FEVER

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: FAT

IGU
E

Initial Entry
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Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Were fever or systemic sympt
oms present on the last day th
e Subject Diary was complete
d?:

NO

2.b Symptom:

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: HEA

DAC
HE

Were fever or systemic sympt
oms present on the last day t
he Subject Diary was comple
ted?:

NO

Initial Entry

2.c Symptom:

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.d

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: CH

ILL
S

Were fever or systemic sympto
ms present on the last day the
Subject Diary was completed?
:

NO

Initial Entry

2.d Symptom:

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.e

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: VO

MIT
ING

Were fever or systemic sympt
oms present on the last day t
he Subject Diary was complet
ed?:

NO

Initial Entry
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Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.e Symptom:

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.f

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: DIA

RRH
EA

Were fever or systemic sympt
oms present on the last day th
e Subject Diary was complete
d?:

NO

Initial Entry

2.f Symptom:

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Aug-20-2020 11:02:10 ACV0PFEINFP6000  Laura Data Entry: Initial Entry
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(UTC-05:00) Eastern Time
(US & Canada)

Pace
(pfe.lpace)

Symptom:: NEW OR
WORSEN
ED MUSC
LE PAIN

Were fever or systemic
symptoms present on t
he last day the Subject
Diary was completed?:

NO

2.g Symptom:

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR WORSENED MUSCLE P
AIN

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.h

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: NEW OR

WORSEN
ED JOINT
PAIN

Were fever or systemic s
ymptoms present on the
last day the Subject Dia
ry was completed?:

NO

Initial Entry

09
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DATES - eCRF Audit Trail History
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.h Symptom:

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR WORSENED JOINT PAIN

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry

5.a

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site Reaction:: RE

DN
ESS

Were injection site reactions p
resent on the last day the Subj
ect Diary was completed?:

NO

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time

ACV0PFEINFP6000  Laura
Pace

Data Entry:
REDNESS

Initial Entry09
01

77
e1
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ae

40
2c
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(US & Canada) (pfe.lpace)

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site Reaction:: SWE

LLIN
G

Were injection site reactions
present on the last day the Su
bject Diary was completed?:

NO

Initial Entry

5.b Injection Site Reaction:

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site Reaction:: PAIN AT

INJECTI
ON SIT
E

Initial Entry

09
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Were injection site reacti
ons present on the last da
y the Subject Diary was c
ompleted?:

NO

5.c Injection Site Reaction:

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
PAIN AT INJECTION SITE

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-20-2020 11:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Aug-20-2020 11:01:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/20/2020

Initial Entry

2.a

Date Location User Value Reason

Aug-20-2020 11:01:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Identifier:: 1

Temperature: 36.8

Temperature Unit: C

Temperature Locati
on::

ORAL CAVI
TY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Aug-20-2020 11:01:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Aug-20-2020 11:01:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
36.8

Initial Entry

2.a Unit:

Date Location User Value Reason

Aug-20-2020 11:01:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
C

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Aug-20-2020 11:01:14 ACV0PFEINFP6000  Laura Data Entry: Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00) Eastern Time
(US & Canada)

Pace
(pfe.lpace)

ORAL CAVITY
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Aug-20-2020 11:01:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Aug-20-2020 11:01:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Aug-20-2020 11:01:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Aug-20-2020 11:01:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Aug-20-2020 11:01:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason

Aug-20-2020 11:01:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Applica
ble

Initial Entry

09
01

77
e1

96
ae

40
2c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130133



Page 170 of 201

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 17-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Test:: Not Applica
ble

Result:: Not Applica
ble

Not Done:: Not Applica
ble

6.a Sponsor ID:

Date Location User Value Reason

Aug-20-2020 11:01:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Aug-20-2020 11:01:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Aug-20-2020 11:01:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a Not Done:

Date Location User Value Reason

Aug-20-2020 11:01:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-20-2020 11:00:52
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-20-2020 11:00:52
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-20-2020 17:20:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-20-2020 11:00:52
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Aug-20-2020 11:00:52
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Aug/20/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-20-2020 17:20:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BP757Y

Initial Entry

5.a Sample ID

Date Location User Value Reason09
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-20-2020 17:20:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BP757Y

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-20-2020 11:47:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-20-2020 11:47:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-20-2020 11:47:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Aug-20-2020 11:47:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/20/2020 11:45

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-20-2020 11:47:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-20-2020 11:47:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry

7. Route:
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Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-20-2020 11:47:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-20-2020 11:47:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED OBSE
RVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product administration?

Date Location User Value Reason

Aug-20-2020 14:17:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-17-2020 12:08:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sep/17/2020

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: FE

VE
R

Were fever or systemic sympto
ms present on the last day the
Subject Diary was completed?:

NO

Initial Entry

2.a Symptom:

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FEVER

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: FAT

IGU
E

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Were fever or systemic sympt
oms present on the last day th
e Subject Diary was complete
d?:

NO

2.b Symptom:

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: HEA

DAC
HE

Were fever or systemic sympt
oms present on the last day t
he Subject Diary was comple
ted?:

NO

Initial Entry

2.c Symptom:

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.d

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: CH

ILL
S

Were fever or systemic sympto
ms present on the last day the
Subject Diary was completed?
:

NO

Initial Entry

2.d Symptom:

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.e

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: VO

MIT
ING

Were fever or systemic sympt
oms present on the last day t
he Subject Diary was complet
ed?:

NO

Initial Entry
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.e Symptom:

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.f

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: DIA

RRH
EA

Were fever or systemic sympt
oms present on the last day th
e Subject Diary was complete
d?:

NO

Initial Entry

2.f Symptom:

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Sep-17-2020 12:09:27 ACV0PFEINFP6000  Laura Data Entry: Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00) Eastern Time
(US & Canada)

Pace
(pfe.lpace)

Symptom:: NEW OR
WORSEN
ED MUSC
LE PAIN

Were fever or systemic
symptoms present on t
he last day the Subject
Diary was completed?:

NO

2.g Symptom:

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR WORSENED MUSCLE PA
IN

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.h

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: NEW OR

WORSEN
ED JOINT
PAIN

Were fever or systemic s
ymptoms present on the
last day the Subject Dia
ry was completed?:

NO

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.h Symptom:

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR WORSENED JOINT PAIN

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry

5.a

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site Reaction:: RE

DN
ESS

Were injection site reactions p
resent on the last day the Subj
ect Diary was completed?:

NO

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time

ACV0PFEINFP6000  Laura
Pace

Data Entry:
REDNESS

Initial Entry09
01

77
e1

96
ae

40
2c
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(US & Canada) (pfe.lpace)

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site Reaction:: SWE

LLIN
G

Were injection site reactions
present on the last day the Su
bject Diary was completed?:

NO

Initial Entry

5.b Injection Site Reaction:

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site Reaction:: PAIN AT

INJECTI
ON SIT
E

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Were injection site reacti
ons present on the last da
y the Subject Diary was c
ompleted?:

NO

5.c Injection Site Reaction:

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
PAIN AT INJECTION SITE

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-17-2020 12:09:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-17-2020 12:08:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-17-2020 12:08:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-17-2020 13:04:17
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-17-2020 12:08:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Sep-17-2020 12:08:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Sep/17/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-17-2020 13:04:17
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BPYTRJ

Initial Entry

5.a Sample ID

Date Location User Value Reason09
01

77
e1

96
ae

40
2c
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sep-17-2020 13:04:17
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPYTRJ

Initial Entry

5.b

Date Location User Value Reason

Sep-17-2020 13:04:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BPG0HP

Initial Entry

5.b Sample ID

Date Location User Value Reason

Sep-17-2020 13:04:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPG0HP

Initial Entry

5.c

Date Location User Value Reason

Sep-17-2020 13:04:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BPG0HR

Initial Entry

5.c Sample ID

Date Location User Value Reason

Sep-17-2020 13:04:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPG0HR

Initial Entry
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Nov-10-2020
16:16:22
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query 2: C
losed

Auto closed by
Validation Check:
VC_DS001_21

Nov-10-2020
11:44:15
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: A
nswered

Changed Information

Nov-10-2020
11:44:15
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entr
y:
Sep/17/20
20

Changed Information

Nov-10-2020
09:29:07
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query 2: O
pened

DMW5336791;Status
on the Disposition -
Treatment form is
COMPLETED, but
Date is different than
Visit 3 Date. Please
review and update as
appropriate.

Nov-10-2020
02:04:50
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ricell Ann Piojo
(pfe.quitor)

Query 1: C
losed

Response satisfies
query

Nov-09-2020
07:05:56
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: A
nswered

Transcription Error

Nov-09-2020
07:05:56
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entr
y:
Oct/21/202
0

Transcription Error
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Nov-07-2020
10:01:57
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ricell Ann Piojo
(pfe.quitor)

Query 1: R
eissued:Op
ened

SAE RECON 1:Form
unfrozen, please
update accordingly.

Nov-06-2020
11:24:34
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: A
nswered

please unfreeze so
correction can be
made

Nov-06-2020
05:36:49
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ricell Ann Piojo
(pfe.quitor)

Query 1: O
pened

SAE RECON:
AER#2020434734,
the date of death was
reported as
21Oct2020 in Safety
database but recorded
as 17Sep2020 in
CRF. Please confirm
correct date of death.
If safety update is
required, please
submit a follow-up
form.

Sep-17-2020
12:09:48
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entr
y:
Sep/17/20
20

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Sep-17-2020 12:09:48
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Sep-17-2020 12:09:48
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Nov-05-2020 16:40:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/21/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Nov-05-2020 16:40:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

3. Status:

Date Location User Value Reason

Nov-09-2020 08:29:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Nov-05-2020 16:41:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Closed Close Auto Query

Nov-05-2020 16:40:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened Response to "Status"
is DEATH but
"Specify Status" is
Provided.

Nov-05-2020 16:40:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened 'Response to 'Status'
is 'Death' on
Disposition- Folow
up, but 'Death' CRF is
not yet initiated.
Please review and
update as appropriate.

Nov-05-2020 16:40:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
DEATH

Initial Entry

4. Specify Status:

Date Location User Value Reason09
01
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Nov-05-2020 16:41:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry: Transcription Error

Nov-05-2020 16:40:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Deceased

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Nov-05-2020 16:39:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Laura Pace
(pfe.lpace)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category:

Date Location User Value Reason

Nov-05-2020 16:39:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Nov-05-2020 16:39:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Nov-05-2020 16:39:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Cardiac Arrest

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Nov-16-2020 11:40:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Closed Response satisfies
query

Nov-16-2020 11:35:31
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed Information

Nov-16-2020 11:35:31
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Oct/18/2020 UNK:UNK

Changed Information

Nov-16-2020 11:27:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Reissued:Opened SAE RECON 1:Form
unfrozen, please
update accordingly.

Nov-16-2020 10:23:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered please unfreeze so can
update

Nov-15-2020 06:45:40
(UTC-05:00) Eastern Time

ACV0PFEINFP6000  Ricell Ann
Piojo

Query 1: Opened SAE RECON:
AER#2020434734
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---
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(US & Canada) (pfe.quitor) ,onset date was
updated to 18Oct2020
in Safety database
however, recorded as
21Oct2020 on AE
CRF. Please confirm
correct Onset Date. If
safety update is
required, please submit
a follow-up SAE form.

Nov-05-2020 16:39:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Oct/21/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Nov-05-2020 16:39:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date Time:

Oct/21/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Nov-05-2020 16:39:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
4

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Nov-06-2020 05:25:11
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Nov-05-2020 16:42:33
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Closed Close Auto Query
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Nov-05-2020 16:42:33
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Is this serious event associated with
congenital anomaly or birth defect?

NO

Did this serious event result in deat
h?

YES

Did this serious event require or pro
long hospitalization?

NO

Did this serious event result in persi
stent or significant disability/incapa
city?

NO

Is this serious event life threatening
?

YES

Other medically important serious e
vent

NO

Transcription Error

Nov-05-2020 16:39:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened Is this adverse event
serious?' is reported
'Yes', but at least one
seriousness criteria is
missing. Please
review and update as
appropriate.

Nov-05-2020 16:39:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE Cardiac
Arrest: Response to
"Is the adverse event
serious?" is 'Yes' but
"Serious Adverse
Event Number" is
blank.

Nov-05-2020 16:39:49 ACV0PFEINFP6000  Laura Pace Data Entry: Initial Entry09
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(UTC-05:00) Eastern Time
(US & Canada)

(pfe.lpace) YES
Is this serious event associated with
congenital anomaly or birth defect?

NO

Did this serious event require or pro
long hospitalization?

NO

Did this serious event result in persi
stent or significant disability/incapa
city?

NO

Is this serious event life threatening
?

YES

Other medically important serious e
vent

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Nov-05-2020 16:39:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Nov-07-2020 10:03:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Closed Response satisfies query

Nov-06-2020 11:08:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Initial Entry

Nov-06-2020 11:08:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NOT RELATED

If Not Related to study treatmen

Initial Entry
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t(s), this event is due to:

OTHER

If Other, specify:

Heart attack. Occurred 2 m
onths after last receipt of st
udy agent

Nov-06-2020 05:38:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Opened SAE
RECON:AER#2020434734
,causality was recorded as
UNRELATED in Safety
database but was left blank
in AE CRF. Please confirm
correct causality. If safety
update is required, please
submit a follow-up form.

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Nov-05-2020 16:39:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Nov-05-2020 16:39:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Nov-05-2020 16:39:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Nov-09-2020
08:29:15
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Cl
osed

Close Auto Query
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Eastern Time
(US & Canada)

Nov-07-2020
01:04:42
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Teena Patra
(pfe.patrat02)

Query 2: De
leted

Query can be
addressed internally

Nov-06-2020
08:13:46
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query 2: Ca
ndidate

DMW5296286;The
outcome of this AE
is selected as
FATAL, but there
are no Disposition
eCRFs with a
'Status' of DEATH.
Please review and
update as
appropriate.

Nov-05-2020
16:39:49
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Op
ened

Response to "What
was the outcome of
this adverse event?"
is 'Fatal' but Date of
Collection /
Notification of
Death on the Death
Details form is not
completed. Please
review and update
as appropriate.

Nov-05-2020
16:39:49
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry
:
FATAL

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Nov-05-2020 16:39:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Nov-06-2020 05:25:11 ACV0PFEINFP6000  Ricell Ann Data Entry: Initial Entry

09
01

77
e1

96
ae

40
2c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130160



Page 197 of 201

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00) Eastern Time
(US & Canada)

Piojo
(pfe.quitor)

2020434734
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Back to Form

1. Date of Collection / Notification of Death:

Date Location User Value Reason

Nov-09-2020 08:29:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/21/2020

Initial Entry

2.a

Date Location User Value Reason

Nov-09-2020 08:29:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Cause of Deat
h Status:

PRIMARY CAUSE
OF DEATH

Cause of Deat
h:

Cardiac Arrest

Initial Entry

2.a Cause of Death Status:

Date Location User Value Reason

Nov-09-2020 08:29:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
PRIMARY CAUSE OF DEATH

Initial Entry

2.a Cause of Death:

Date Location User Value Reason

Nov-09-2020 08:29:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Cardiac Arrest

Initial Entry
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Back to Form

1. Subject Status

Date Location User Value Reason

Nov-05-2020 16:40:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DISCONTINUED

Initial Entry

Sep-17-2020 12:09:48
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Aug-03-2020 15:05:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Jul-30-2020 13:25:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Mar-05-2021 22:24:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response satisfies
query

Mar-03-2021 07:38:31
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered con meds are
reported in SAE
report

Feb-18-2021 11:38:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened Clinical - SAE report
does not include any
Con Meds taken by
the subject prior to
her cardiac arrest.
Please confirm this is
correct (ie, are there
Con Meds to report
to SAE yes/no?)

Nov-10-2020 11:44:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/21/2020

Changed Information

Nov-09-2020 07:05:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/21/2020

Transcription Error
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Nov-05-2020 16:40:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/21/2020

Initial Entry

Sep-17-2020 12:09:48
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sep/17/2020

Initial Entry

Aug-03-2020 15:05:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Jul/30/2020

Initial Entry

Jul-30-2020 13:25:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Jul/30/2020

Initial Entry
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Back to Form

1. Casebook Signature

Date Location User Value Reason

Aug-28-2020 12:52:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Click Here to Enable

Initial Entry
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Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per
protocol amendment 5, STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response
- Protocol version

30 JUN 2020

2. Select appropriate response
- What cohort does the
subject belong to?

STAGE 3 COHORTS
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Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Aug/3/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Demography

1. Subject ID [10071117]

2. Birth Date: /1974

3. Sex: FEMALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that
apply):

WHITE

6. Racial Designation:
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/3/2020

2. Erroneous Visit
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Center
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Study eligibility requires subjects to meet all inclusion criteria (YES) and Not meet exclusion
criteria (NO).

Inclusion Criteria

1.a Inclusion Number: 1

Criterion Description: Male or female participants between the ages of 18 and 55
years, inclusive, 65 and 85 years, inclusive, or 18 and 85 years,
inclusive, at randomization (dependent upon study stage)

Criterion met? YES

Criterion ID: (For Pfizer
use only)

IN01A00

1.b Inclusion Number: 2

Criterion Description: Participants who are willing and able to comply with all
scheduled visits, vaccination plan, laboratory tests, lifestyle
considerations, and other study procedures

Criterion met? YES

Criterion ID: (For Pfizer
use only)

IN02A00
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.c Inclusion Number: 3

Criterion Description: Healthy participants who are determined by medical history,
physical examination, and clinical judgment of the investigator
to be eligible for inclusion in the study

Criterion met? YES

Criterion ID: (For Pfizer
use only)

IN03A00

1.d Inclusion Number: 4

Criterion Description: Capable of giving personal signed informed consent, which
includes compliance with the requirements and restrictions
listed in the ICD and in this protocol

Criterion met? YES

Criterion ID: (For Pfizer
use only)

IN04A00

Exclusion Criteria

2.a Exclusion Number: 1

Criterion Description: Other medical or psychiatric condition incl. recent (within past
year) or active suicidal ideation/behavior/lab abnormality that
may increase the risk of study participation

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX01A00
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2.b Exclusion Number: 2

Criterion Description: Known infection with human immunodeficiency virus (HIV),
hepatitis C virus (HCV), or hepatitis B virus (HBV)

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX02A00

2.c Exclusion Number: 3

Criterion Description: History of severe adverse reaction associated with a vaccine
and/or severe allergic reaction (eg, anaphylaxis) to any
component of the study intervention(s)

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX03A00

2.d Exclusion Number: 4

Criterion Description: Receipt of medications intended to prevent COVID-19

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX04A00
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2.e Exclusion Number: 8

Criterion Description: Immunocompromised individuals with known or suspected
immunodeficiency, as determined by history and/or
laboratory/physical examination

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX08A00

2.f Exclusion Number: 10

Criterion Description: Bleeding diathesis or condition associated with prolonged
bleeding that would, in the opinion of the investigator,
contraindicate intramuscular injection

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX10A00

2.g Exclusion Number: 11

Criterion Description: Women who are pregnant or breastfeeding

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX11A00

2.h Exclusion Number: 12

Criterion Description: Previous vaccination with any coronavirus vaccine

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX12A00
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2.i Exclusion Number: 13

Criterion Description: Subjects who receive immunosuppressive therapy, such as
cytotoxic agents or systemic corticosteroids

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX13A01

2.j Exclusion Number: 15

Criterion Description: Receipt of blood/plasma products or immunoglobulin, from 60
days before study intervention administration or planned
receipt throughout the study

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX14A01

2.k Exclusion Number: 16

Criterion Description: Participation in other studies involving study intervention
within 28 days prior to study entry and/or during study
participation

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX15A01
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2.l Exclusion Number: 17

Criterion Description: Previous participation in other studies involving study
intervention containing lipid nanoparticles

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX16A01

2.m Exclusion Number: 22

Criterion Description: Investigator site staff or Pfizer employees directly involved in
the conduct of the study, site staff otherwise supervised by the
investigator, and their respective family members

Criterion met? NO

Criterion ID: (For Pfizer
use only)

EX21A01
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eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Aug/3/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Seasonal asthma]

Start Date: UNK/UNK/1991

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Migraine]

Start Date: UNK/UNK/1982

Ongoing: YES

1.c Line/MH Number: [3]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Drug allergy demerol]

Start Date: UNK/UNK/2001

Ongoing: YES
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1.d Line/MH Number: [4]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Drug allergy ferrous sulfate]

Start Date: UNK/UNK/1974

Ongoing: YES

1.e Line/MH Number: [5]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Latex allergy]

Start Date: UNK/UNK/1974

Ongoing: YES

1.f Line/MH Number: [6]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Dilation and curettage]

Start Date: May/UNK/2019

Ongoing: NO

End Date:
May/UNK/2019
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1.g Line/MH Number: [7]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Hysterectomy]

Start Date: Dec/UNK/2019

Ongoing: NO

End Date:
Dec/UNK/2019
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eCRF Audit Trail History

Vital Signs

1. Date: Aug/3/2020

2. Weight: [90.4]

3. Unit: kg

4. Height: [173.0]

5. Unit: cm

6. Body Mass Index: [30.2]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [36.7]

Unit: C

Temperature Location: ORAL CAVITY
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Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and
Address (Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments

09
01

77
e1

96
ae

40
29

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0130181



Page 17 of 341

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition

1. Randomization Date : Aug/3/2020

2. Randomization Number: [41898]

3. Randomization Group: [ ]
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Aug/3/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BM89DR]

5.b Sample ID [BM89DS]

5.c Sample ID [BM89DT]

5.d Sample ID [BPFZXL]

5.e Sample ID [BPFZXM]
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/3/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BM89D8]
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eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/3/2020 15:19

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: RIGHT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response
- Reactogenicity diary
collection

YES - REACTOGENICITY E-DIARY COLLECTED FOR
THIS SUBJECT
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/24/2020

2. Erroneous Visit
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eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat
fever/pain given on the last
day the Subject Diary was
completed?

NO

2.a Symptom: FEVER

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO
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2.d Symptom: CHILLS

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.e Symptom: VOMITING

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.f Symptom: DIARRHEA

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO
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3. Injection Site Location: DELTOID MUSCLE

4. Injection Site Body Side: RIGHT

5.a Injection Site Reaction: REDNESS

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO

5.b Injection Site Reaction: SWELLING

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO
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eCRF Audit Trail History

Vital Signs

1. Date: Aug/24/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [36.9]

Unit: C

Temperature Location: ORAL CAVITY
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Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and
Address (Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/24/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP75DB]
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/24/2020 14:27

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/21/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat
fever/pain given on the last
day the Subject Diary was
completed?

NO

2.a Symptom: FEVER

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

09
01

77
e1

96
ae

40
29

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0130196



Page 32 of 341

***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.d Symptom: CHILLS

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.e Symptom: VOMITING

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.f Symptom: DIARRHEA

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

3. Injection Site Location: DELTOID MUSCLE

4. Injection Site Body Side: LEFT

5.a Injection Site Reaction: REDNESS

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO

5.b Injection Site Reaction: SWELLING

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Sep/21/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPYTS5]

5.b Sample ID [BMPS9F]

5.c Sample ID [BMPS9G]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19

Form Version: 20-Feb-2021 02:17 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom
Started:

//

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]

Health Care Utilization

3. Has the subject been
hospitalized due to potential
COVID-19 illness?
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained
for Potential COVID-19
Illness?

3. Toxicity Grade:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Unplanned - New Unscheduled
Visit

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned - New Unscheduled
Visit

Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Unplanned Assessments

1. Assessments
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Sep/21/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB
- New Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB
- New Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT
SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Category
AE Ide
ntifier

Adverse Event Start Date
Is the Adverse Eve

nt Still Ongoing
Form Instan

ce

 1. ADVERS
E EVENT
 

1  chills  Mar/9/2021
07:00 

NO
End Date Time:

Mar/9/2021 12:0
0

 

Repeating
Pages

 2. ADVERS
E EVENT
 

2  myalgias  Mar/9/2021
07:00 

NO
End Date Time:

Mar/9/2021 12:0
0

 

Repeating
Pages

 3. ADVERS
E EVENT
 

3  right supraclavicular
swollen lymph node
 

Mar/9/2021
UNK:UNK 

YES  Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[chills]

4. Start Date Time: Mar/9/2021 07:00

5. Is the adverse event still
ongoing?

NO

End Date Time:
Mar/9/2021 12:00

6. Toxicity Grade: 1
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

NO
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[myalgias]

4. Start Date Time: Mar/9/2021 07:00

5. Is the adverse event still
ongoing?

NO

End Date Time:
Mar/9/2021 12:00

6. Toxicity Grade: 1
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Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

NO
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [3]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[right supraclavicular swollen lymph node]

4. Start Date Time: Mar/9/2021 UNK:UNK

5. Is the adverse event still
ongoing?

YES

6. Toxicity Grade: 1
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

NO
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of
this adverse event?:

RECOVERING/RESOLVING

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Categ

ory
Medicatio
n Error

Start
Date

Is the medication erro
r Still Ongoing

Study Medication
Errors Action

Form Instan
ce

 1.           Repeating
Pages
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with
Study Treatment:

6. Was a Concomitant
Medication given?

7. Was a Non-Drug Treatment
given?

8. Did the Medication Error
cause the subject to be
discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Visit: Logs Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defin
ed Identifier

Category for
Medication

Concomitant Medica
tions Pre-specified

Name of M
edication

Start
Date

Form Instan
ce

 1.           Repeating
Pages
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Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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Visit: Logs Form: CONCOMITANT MEDICATIONS -
PROHIBITED

Form Version: 22-Apr-2020 21:03

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defi
ned Identifier

Category for
Medication

Concomitant Medic
ations Pre-specified

Name of
Medicatio

n

Dose Des
cription

Form Instan
ce
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Pages
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?09
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Header Text: c4591001

Visit: Logs Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Categ

ory
Treatment Ide

ntifier
Con Non-Drug Treatments

Pre-specified
Treatm

ent
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment
Identifier?

[ ]

3. Concomitant Non-drug
Treatment Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
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Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: Unplanned Vaccination -
Unscheduled

Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and
Address (Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Visit: Unplanned Vaccination -
Unscheduled

Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vaccination

1. Was there a temporary
delay of vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?
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Visit: Unplanned Vaccination -
Unscheduled

Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: Unplanned Vaccination -
Unscheduled

Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/23/2020

2. Erroneous Visit

09
01

77
e1

96
ae

40
29

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0130240



Page 76 of 341

***Confidential***

 

Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response
- Is participant willing to
return for Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible per other protocol allowance(s) and confirmed to have
received only placebo at Vaccination 1/2
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Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Feb/11/2021

2. Primary Reason for
Unblinding:

ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments
eCRF Audit Trail History

Withdrawal Of Consent

1. Withdrawal of Consent
Date :

Not Applicable

//

Comments
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Death Details

1. Date of Collection /
Notification of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/15/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. Consent Was: OBTAINED

Date Written Consent Obtained
Feb/15/2021
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Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA -
FURTHER VACCINATION

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. Date of
Completion/Discontinuation
/Death :

Feb/15/2021

2. Phase of Disposition: REPEAT SCREENING 1

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and
Address (Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Feb/15/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR0ZPG]

5.b Sample ID [BNWMZW]

5.c Sample ID [BNWMZX]
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Feb/15/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR0ZPB]
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Feb/15/2021 11:27

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: RIGHT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was
Observed

30 MINUTES

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Mar/8/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and
Address (Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Mar/8/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRB5T2]
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Mar/8/2021 13:49

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: RIGHT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was
Observed

30 MINUTES

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Header Text: c4591001

Visit: V103_MONTH1 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V103_MONTH1 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: V104_MONTH6 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V104_MONTH6 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: V105_MONTH18 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V105_MONTH18 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit:
FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT

Form Version: 20-Feb-2021 02:26 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Sep/21/2020
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Robert
Frenck 

Approved Mar-10-2021 21:54:17 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Aug-03-2020 15:29:31 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

1 Aug-03-2020 15:29:31 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

6.a Feb-15-2021 11:31:40 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Mar-08-2021 13:22:12 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

1 Mar-08-2021 13:22:12 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

2 Mar-08-2021 13:22:12 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

3 Mar-08-2021 13:22:12 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

4 Mar-08-2021 13:22:12 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

5 Mar-08-2021 13:22:12 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

6.a Mar-08-2021 13:22:12 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

6.a Mar-08-2021 13:22:12 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

6.a Mar-08-2021 13:22:12 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Robert
Frenck 

Approved Mar-10-2021 21:54:17 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Laura Pace  N/A Mar-10-2021 15:20:32 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert
Frenck 

Approved Mar-08-2021 20:53:45 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Laura Pace  N/A Mar-08-2021 13:21:56 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert
Frenck 

Approved Mar-07-2021 21:31:57 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Laura Pace  N/A Feb-16-2021 07:26:41 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert
Frenck 

Approved Feb-15-2021 22:11:39 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Laura Pace  N/A Feb-15-2021 10:42:49 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert
Frenck 

Approved Sep-22-2020 11:37:58 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Jesse
LePage 

N/A Sep-21-2020 11:57:09 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert
Frenck 

Approved Sep-21-2020 11:07:33 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Laura Pace  N/A Sep-21-2020 09:08:34 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert
Frenck 

Approved Sep-10-2020 14:53:57 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Aug-03-2020
14:55:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
30 JUN 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Aug-03-2020
14:55:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Aug-03-2020
14:55:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
OBTAINED

Date Written Consent
Obtained

Aug/3/2020

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject ID

Date Location User Value Reason

Aug-03-2020
14:55:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10071117

Item copied
from previous
form

2. Birth Date:

Date Location User Value Reason

Aug-03-2020
14:55:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1974

Enrollment
Entry

3. Sex:

Date Location User Value Reason

Aug-03-2020
14:55:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason09
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-03-2020
14:55:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT HISPANIC OR L
ATINO(A) OR OF SP
ANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Aug-03-2020
14:55:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
WHITE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-03-2020
14:56:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/3/2020

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Incl
usio
n N
umb
er:

1

Crit
erio
n De
scri
ptio
n:

Male or female
participants bet
ween the ages of
18 and 55 years,
inclusive, 65 an
d 85 years, inclu
sive, or 18 and 8
5 years, inclusiv
e, at randomizati
on (dependent u
pon study stage)

Crit
erio
n m
et?:

YES

Initial Entry

09
01

77
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29
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Crit
erio
n ID
: (F
or P
fizer
use
only
):

IN01A00

1.a Inclusion Number:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

1.a Criterion Description:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Male or female partici
pants between the ages
of 18 and 55 years, inc
lusive, 65 and 85 years
, inclusive, or 18 and 8
5 years, inclusive, at ra
ndomization (depende
nt upon study stage)

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.a Criterion met?

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.a Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
IN01A00

Initial Entry

1.b

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Incl
usio
n Nu
mbe
r:

2

Initial Entry

09
01

77
e1

96
ae

40
29
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Crit
erio
n De
scrip
tion:

Participants wh
o are willing an
d able to compl
y with all sched
uled visits, vacc
ination plan, lab
oratory tests, lif
estyle considera
tions, and other
study procedure
s

Crit
erio
n me
t?:

YES

Crit
erio
n ID
: (Fo
r Pfi
zer u
se o
nly):

IN02A00

09
01

77
e1

96
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40
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.b Inclusion Number:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
2

Initial Entry

1.b Criterion Description:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Participants who are w
illing and able to comp
ly with all scheduled vi
sits, vaccination plan, l
aboratory tests, lifestyl
e considerations, and o
ther study procedures

Initial Entry

1.b Criterion met?

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.b Criterion ID: (For Pfizer use only)09
01

77
e1

96
ae

40
29

\F
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 O
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
IN02A00

Initial Entry

1.c

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Incl
usio
n Nu
mbe
r:

3

Crit
erio
n De
scrip
tion:

Healthy particip
ants who are det
ermined by med
ical history, phy
sical examinatio
n, and clinical j
udgment of the i
nvestigator to b
e eligible for inc
lusion in the stu
dy

Crit
erio
n me
t?:

YES

Initial Entry

09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Crit
erio
n ID
: (Fo
r Pfi
zer
use
only
):

IN03A00
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.c Inclusion Number:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
3

Initial Entry

1.c Criterion Description:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Healthy participants w
ho are determined by
medical history, physic
al examination, and cli
nical judgment of the i
nvestigator to be eligib
le for inclusion in the s
tudy

Initial Entry

1.c Criterion met?

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

09
01

77
e1

96
ae

40
29

\F
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.c Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
IN03A00

Initial Entry

1.d

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Incl
usio
n Nu
mbe
r:

4

Crit
erio
n De
scrip
tion:

Capable of givi
ng personal sig
ned informed c
onsent, which i
ncludes complia
nce with the req
uirements and r
estrictions listed
in the ICD and i
n this protocol

Crit
erio
n me
t?:

YES

Initial Entry

09
01

77
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96
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40
29
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Crit
erio
n ID
: (Fo
r Pfi
zer u
se on
ly):

IN04A00
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.d Inclusion Number:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
4

Initial Entry

1.d Criterion Description:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Capable of giving pers
onal signed informed c
onsent, which includes
compliance with the re
quirements and restrict
ions listed in the ICD a
nd in this protocol

Initial Entry

1.d Criterion met?

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.d Criterion ID: (For Pfizer use only)09
01

77
e1

96
ae

40
29

\F
in

al
\F

in
al

 O
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
IN04A00

Initial Entry

2.a

Date Location User Value Reason

Aug-03-2020
15:28:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Excl
usio
n N
umb
er:

1

Crit
erio
n De
scri
ptio
n:

Other medical o
r psychiatric co
ndition incl. rec
ent (within past
year) or active s
uicidal ideation/
behavior/lab ab
normality that
may increase th
e risk of study p
articipation

Crit
erio
n m
et?:

NO

Initial Entry

09
01

77
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96
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40
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Crit
erio
n ID
: (Fo
r Pfi
zer
use
only
):

EX01A00

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Excl
usio
n N
umb
er:

1

Crit
erio
n De
scri
ptio
n:

Other medical o
r psychiatric co
ndition incl. rec
ent (within past
year) or active s
uicidal ideation/
behavior/lab ab
normality that
may increase th
e risk of study p
articipation

Crit
erio
n m
et?:

Initial Entry

09
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Crit
erio
n ID
: (Fo
r Pfi
zer
use
only
):

EX01A00

2.a Exclusion Number:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

2.a Criterion Description:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Other medical or psyc
hiatric condition incl. r
ecent (within past year
) or active suicidal idea
tion/behavior/lab abno
rmality that may increa
se the risk of study par
ticipation

Initial Entry

09
01

77
e1

96
ae

40
29
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.a Criterion met?

Date Location User Value Reason

Aug-03-2020
15:28:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.a Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX01A00

Initial Entry

2.b

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclu
sion
Num
ber:

2

Initial Entry

09
01

77
e1

96
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40
29
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Crite
rion
Descr
iption
:

Known infecti
on with human
immunodeficie
ncy virus (HIV
), hepatitis C vi
rus (HCV), or
hepatitis B viru
s (HBV)

Crite
rion
met?:

NO

Crite
rion I
D: (F
or Pfi
zer us
e only
):

EX02A00
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.b Exclusion Number:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
2

Initial Entry

2.b Criterion Description:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Known infection with
human immunodeficie
ncy virus (HIV), hepati
tis C virus (HCV), or h
epatitis B virus (HBV)

Initial Entry

2.b Criterion met?

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.b Criterion ID: (For Pfizer use only)

Date Location User Value Reason09
01

77
e1

96
ae

40
29

\F
in

al
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in
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 O
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX02A00

Initial Entry

2.c

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Excl
usio
n Nu
mbe
r:

3

Crit
erio
n De
scrip
tion:

History of sever
e adverse reacti
on associated w
ith a vaccine an
d/or severe aller
gic reaction (eg,
anaphylaxis) to
any component
of the study inte
rvention(s)

Crit
erio
n me
t?:

NO

Initial Entry

09
01

77
e1

96
ae

40
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Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Crit
erio
n ID
: (Fo
r Pfi
zer u
se on
ly):
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.c Exclusion Number:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
3

Initial Entry

2.c Criterion Description:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
History of severe adve
rse reaction associated
with a vaccine and/or s
evere allergic reaction
(eg, anaphylaxis) to an
y component of the stu
dy intervention(s)

Initial Entry

2.c Criterion met?

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.c Criterion ID: (For Pfizer use only)09
01

77
e1

96
ae

40
29

\F
in

al
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in
al
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX03A00

Initial Entry

2.d

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclusio
n Numb
er:

4

Criterio
n Descri
ption:

Receipt of
medications
intended to
prevent CO
VID-19

Criterio
n met?:

NO

Criterio
n ID: (F
or Pfize
r use onl
y):

EX04A00

Initial Entry

09
01

77
e1

96
ae

40
29
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.d Exclusion Number:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
4

Initial Entry

2.d Criterion Description:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Receipt of medications
intended to prevent C
OVID-19

Initial Entry

2.d Criterion met?

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.d Criterion ID: (For Pfizer use only)

Date Location User Value Reason

09
01

77
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40
29
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX04A00

Initial Entry

2.e

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Excl
usio
n Nu
mbe
r:

8

Crite
rion
Desc
ripti
on:

Immunocompro
mised individua
ls with known o
r suspected im
munodeficiency
, as determined
by history and/
or laboratory/p
hysical examin
ation

Crite
rion
met?
:

NO

Initial Entry

09
01

77
e1
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ae

40
29
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Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Crite
rion
ID: (
For
Pfize
r use
only)
:

EX08A00
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.e Exclusion Number:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
8

Initial Entry

2.e Criterion Description:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Immunocompromised
individuals with know
n or suspected immuno
deficiency, as determin
ed by history and/or la
boratory/physical exa
mination

Initial Entry

2.e Criterion met?

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.e Criterion ID: (For Pfizer use only)09
01

77
e1

96
ae

40
29
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Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX08A00

Initial Entry

2.f

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Excl
usio
n Nu
mbe
r:

10

Crit
erio
n De
scrip
tion:

Bleeding diathe
sis or condition
associated with
prolonged bleed
ing that would,
in the opinion o
f the investigato
r, contraindicate
intramuscular i
njection

Crit
erio
n me
t?:

NO

Initial Entry

09
01

77
e1

96
ae

40
29

\F
in
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al
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Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Crit
erio
n ID
: (Fo
r Pfi
zer u
se on
ly):

EX10A00

09
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.f Exclusion Number:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
10

Initial Entry

2.f Criterion Description:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Bleeding diathesis or c
ondition associated wit
h prolonged bleeding t
hat would, in the opini
on of the investigator,
contraindicate intramu
scular injection

Initial Entry

2.f Criterion met?

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.f Criterion ID: (For Pfizer use only)09
01

77
e1

96
ae

40
29
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX10A00

Initial Entry

2.g

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclusio
n Numbe
r:

11

Criterion
Descripti
on:

Women wh
o are pregn
ant or brea
stfeeding

Criterion
met?:

NO

Criterion
ID: (For
Pfizer us
e only):

EX11A00

Initial Entry

09
01

77
e1

96
ae

40
29

\F
in

al
\F
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al

 O
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.g Exclusion Number:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
11

Initial Entry

2.g Criterion Description:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Women who are pregn
ant or breastfeeding

Initial Entry

2.g Criterion met?

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.g Criterion ID: (For Pfizer use only)

Date Location User Value Reason

09
01

77
e1

96
ae

40
29
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX11A00

Initial Entry

2.h

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclusio
n Numb
er:

12

Criterio
n Descri
ption:

Previous va
ccination w
ith any coro
navirus vac
cine

Criterio
n met?:

NO

Criterio
n ID: (F
or Pfizer
use only)
:

EX12A00

Initial Entry

09
01

77
e1

96
ae

40
29

\F
in

al
\F

in
al
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.h Exclusion Number:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
12

Initial Entry

2.h Criterion Description:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Previous vaccination w
ith any coronavirus va
ccine

Initial Entry

2.h Criterion met?

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.h Criterion ID: (For Pfizer use only)

Date Location User Value Reason

09
01

77
e1

96
ae

40
29
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX12A00

Initial Entry

2.i

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclu
sion
Numb
er:

13

Criter
ion D
escrip
tion:

Subjects who r
eceive immun
osuppressive t
herapy, such a
s cytotoxic age
nts or systemic
corticosteroids

Criter
ion m
et?:

NO

Criter
ion I
D: (F
or Pfi
zer us
e only
):

EX13A01

Initial Entry

09
01

77
e1

96
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40
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
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Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.i Exclusion Number:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
13

Initial Entry

2.i Criterion Description:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Subjects who receive i
mmunosuppressive the
rapy, such as cytotoxic
agents or systemic cort
icosteroids

Initial Entry

2.i Criterion met?

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.i Criterion ID: (For Pfizer use only)

Date Location User Value Reason09
01

77
e1

96
ae

40
29

\F
in

al
\F

in
al

 O
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Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX13A01

Initial Entry

2.j

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Excl
usio
n Nu
mbe
r:

15

Crit
erio
n De
scrip
tion:

Receipt of bloo
d/plasma produ
cts or immunog
lobulin, from 6
0 days before st
udy interventio
n administratio
n or planned rec
eipt throughout
the study

Crit
erio
n me
t?:

NO

Initial Entry

09
01

77
e1
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ae

40
29
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 O
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Crit
erio
n ID
: (Fo
r Pfi
zer u
se on
ly):

EX14A01
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.j Exclusion Number:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
15

Initial Entry

2.j Criterion Description:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Receipt of blood/plasm
a products or immunog
lobulin, from 60 days
before study interventi
on administration or pl
anned receipt througho
ut the study

Initial Entry

2.j Criterion met?

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

40
29

\F
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\F
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

2.j Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX14A01

Initial Entry

2.k

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Excl
usion
Num
ber:

16

Crite
rion
Desc
riptio
n:

Participation in
other studies in
volving study i
ntervention wit
hin 28 days pri
or to study entr
y and/or during
study participat
ion

Crite
rion
met?
:

NO

Initial Entry

09
01

77
e1

96
ae

40
29

\F
in

al
\F

in
al
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Crite
rion I
D: (F
or Pfi
zer u
se onl
y):

EX15A01
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.k Exclusion Number:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
16

Initial Entry

2.k Criterion Description:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Participation in other s
tudies involving study
intervention within 28
days prior to study entr
y and/or during study p
articipation

Initial Entry

2.k Criterion met?

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.k Criterion ID: (For Pfizer use only)

Date Location User Value Reason
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX15A01

Initial Entry

2.l

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclu
sion N
umbe
r:

17

Criter
ion De
scripti
on:

Previous parti
cipation in oth
er studies invo
lving study int
ervention cont
aining lipid na
noparticles

Criter
ion m
et?:

NO

Criter
ion ID
: (For
Pfizer
use on
ly):

EX16A01

Initial Entry

09
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77
e1

96
ae

40
29

\F
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.l Exclusion Number:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
17

Initial Entry

2.l Criterion Description:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Previous participation i
n other studies involvi
ng study intervention c
ontaining lipid nanopar
ticles

Initial Entry

2.l Criterion met?

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.l Criterion ID: (For Pfizer use only)

Date Location User Value Reason09
01

77
e1

96
ae

40
29
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al
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX16A01

Initial Entry

2.m

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Excl
usio
n N
umb
er:

22

Crit
erio
n De
scri
ptio
n:

Investigator site
staff or Pfizer e
mployees directl
y involved in th
e conduct of the
study, site staff
otherwise super
vised by the inv
estigator, and th
eir respective fa
mily members

Crit
erio
n m
et?:

NO

Initial Entry

09
01

77
e1

96
ae

40
29

\F
in

al
\F

in
al

 O
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Crit
erio
n ID
: (Fo
r Pfi
zer
use
only
):

EX21A01
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.m Exclusion Number:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
22

Initial Entry

2.m Criterion Description:

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Investigator site staff o
r Pfizer employees dire
ctly involved in the co
nduct of the study, site
staff otherwise supervi
sed by the investigator,
and their respective fa
mily members

Initial Entry

2.m Criterion met?

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

40
29

\F
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.m Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Aug-03-2020
15:27:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EX21A01

Initial Entry

09
01

77
e1

96
ae

40
29

\F
in

al
\F

in
al

 O
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Aug-03-2020
15:27:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/3/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Aug-03-2020
15:27:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Aug-03-2020
15:27:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Aug-03-2020
15:31:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

1

Medical His
tory Term:

Seasonal
asthma

Start Date: UNK/U
NK/199
1

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Aug-03-2020
15:31:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-03-2020
15:31:09
(UTC-05:00)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Seasonal asthma

Initial Entry

09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time (US
& Canada)

1.a Start Date:

Date Location User Value Reason

Aug-03-2020
15:31:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1991

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Aug-03-2020
15:31:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.b

Date Location User Value Reason

Aug-03-2020
15:31:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

2

Medical His
tory Term:

Migraine

Start Date: UNK/U
NK/1982

Initial Entry

09
01
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e1
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40
29
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.b Line/MH Number:

Date Location User Value Reason

Aug-03-2020
15:31:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-03-2020
15:31:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Migraine

Initial Entry

1.b Start Date:

Date Location User Value Reason

Aug-03-2020
15:31:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1982

Initial Entry

1.b Ongoing:

Date Location User Value Reason
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-03-2020
15:31:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.c

Date Location User Value Reason

Aug-03-2020
15:31:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

3

Medical Hi
story Term
:

Drug aller
gy demer
ol

Start Date: UNK/UN
K/2001

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

40
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\F
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.c Line/MH Number:

Date Location User Value Reason

Aug-03-2020
15:31:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-03-2020
15:31:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Drug allergy demerol

Initial Entry

1.c Start Date:

Date Location User Value Reason

Aug-03-2020
15:31:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/2001

Initial Entry

1.c Ongoing:

Date Location User Value Reason

09
01

77
e1
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ae

40
29

\F
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\F
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al
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-03-2020
15:31:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.d

Date Location User Value Reason

Aug-03-2020
15:32:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

4

Medical
History T
erm:

Drug allerg
y ferrous s
ulfate

Start Dat
e:

UNK/UNK
/1974

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

40
29

\F
in

al
\F

in
al
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.d Line/MH Number:

Date Location User Value Reason

Aug-03-2020
15:32:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-03-2020
15:32:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Drug allergy ferrous su
lfate

Initial Entry

1.d Start Date:

Date Location User Value Reason

Aug-03-2020
15:32:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1974

Initial Entry

1.d Ongoing:

Date Location User Value Reason

09
01

77
e1

96
ae

40
29

\F
in

al
\F

in
al
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-03-2020
15:32:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.e

Date Location User Value Reason

Aug-03-2020
15:33:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

5

Medical His
tory Term:

Latex all
ergy

Start Date: UNK/U
NK/197
4

Ongoing: YES

Initial Entry

09
01

77
e1
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.e Line/MH Number:

Date Location User Value Reason

Aug-03-2020
15:33:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-03-2020
15:33:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Latex allergy

Initial Entry

1.e Start Date:

Date Location User Value Reason

Aug-03-2020
15:33:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1974

Initial Entry

1.e Ongoing:

Date Location User Value Reason

09
01

77
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ae
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-03-2020
15:33:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.f

Date Location User Value Reason

Aug-21-2020
11:12:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Line/MH
Number:

6

Medical
History T
erm:

Dilation an
d curettage

Start Dat
e:

May/UNK/
2019

Ongoing: NO
End Date:

May/U
NK/201
9

updated

Aug-19-2020
07:53:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

6

Medical H
istory Ter
m:

D & C

Initial Entry

09
01

77
e1
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ae

40
29
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Start Date
:

May/UNK
/2019

Ongoing: NO
End Date
:

May/U
NK/20
19
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.f Line/MH Number:

Date Location User Value Reason

Aug-19-2020
07:53:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-24-2020
07:08:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Lingyan
Zuo
(pfe.zuol02)

Query 1: Closed Response
satisfies query

Aug-21-2020
11:12:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered updated

Aug-21-2020
11:12:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Dilation and curett
age

updated

Aug-21-2020
02:55:58
(UTC-05:00)

ACV0PFEINFP6000  Lingyan
Zuo
(pfe.zuol02)

Query 1: Opened ClinQuery: D &
C: Please can
you update the09

01
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40

29
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time (US
& Canada)

verbatim term to
indicate what the
disease/diagnosis
/syndrome is?
Thanks

Aug-19-2020
07:53:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
D & C

Initial Entry

1.f Start Date:

Date Location User Value Reason

Aug-19-2020
07:53:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
May/UNK/2019

Initial Entry

1.f Ongoing:

Date Location User Value Reason

Aug-19-2020
07:53:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date:

May/UNK/2019

Initial Entry

1.g
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-19-2020
07:54:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

7

Medical H
istory Ter
m:

Hysterecto
my

Start Date
:

Dec/UNK/
2019

Ongoing: NO
End Dat
e:

Dec/U
NK/20
19

Initial Entry

09
01

77
e1

96
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40
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in
al
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.g Line/MH Number:

Date Location User Value Reason

Aug-19-2020
07:54:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-19-2020
07:54:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Hysterectomy

Initial Entry

1.g Start Date:

Date Location User Value Reason

Aug-19-2020
07:54:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Dec/UNK/2019

Initial Entry

1.g Ongoing:

Date Location User Value Reason
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-19-2020
07:54:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date:

Dec/UNK/2019

Initial Entry

09
01

77
e1

96
ae

40
29

\F
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al
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Aug-03-2020
15:30:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/3/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Aug-03-2020
15:30:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
90.4

Initial Entry

3. Unit:

Date Location User Value Reason

Aug-03-2020
15:30:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
kg

Initial Entry

4. Height:09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-03-2020
15:30:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
173.0

Initial Entry

5. Unit:

Date Location User Value Reason

Aug-03-2020
15:30:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Aug-03-2020
15:30:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.2

Initial Entry

7.a

Date Location User Value Reason

Aug-03-2020
15:30:12
(UTC-05:00)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Ide 1

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time (US
& Canada)

ntifier::

Temperatur
e:

36.7

Temperatur
e Unit:

C

Temperatur
e Location::

ORAL
CAVIT
Y

7.a Record Identifier:

Date Location User Value Reason

Aug-03-2020
15:30:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Aug-03-2020
15:30:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
36.7

Initial Entry

7.a Unit:

Date Location User Value Reason

09
01

77
e1

96
ae

40
29

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0130384



Page 220 of 341

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-03-2020
15:30:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
C

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Aug-03-2020
15:30:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Aug-03-2020
15:29:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Aug-03-2020
15:29:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Aug-21-2020
04:09:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Hui Pan
(pfe.panh18)

Query 1: Closed Response
satisfies query

Aug-19-2020
07:54:34

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered updated MH
form09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Aug-18-2020
22:55:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Hui Pan
(pfe.panh18)

Query 1: Reissued:
Opened

please check
intermittently
for the form to
be unfrozen as
the form will
not unfreeze if
the query is
with Pfizer
staff. thanks for
your
cooperation.

Aug-17-2020
17:02:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered med history
form is frozen;
will enter when
becomes
available

Aug-16-2020
20:38:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Hui Pan
(pfe.panh18)

Query 1: Reissued:
Opened

please update
Medhx to
capture this
information.
thanks

Aug-13-2020
08:41:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered subject had
hysterectomy;
will add to
medical history
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-12-2020
20:33:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Hui Pan
(pfe.panh18)

Query 1: Opened Subject is listed
not to have had
a pregnancy
test, however,
there is nothing
in her medhx to
indicate she is
not a woman of
child bearing
potential.
Please review
and update as
appropriate.

Aug-03-2020
15:29:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Aug-03-2020
15:29:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-03-2020
15:29:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason

Aug-03-2020
15:29:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sponsor-Defi
ned Identifie
r:

Not Ap
plicabl
e

Test:: Not Ap
plicabl
e

Result:: Not Ap
plicabl
e

Not Done:: Not Ap
plicabl
e

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Aug-03-2020
15:29:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

6.a Test:

Date Location User Value Reason

Aug-03-2020
15:29:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Aug-03-2020
15:29:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a Not Done:

Date Location User Value Reason

Aug-03-2020
15:29:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Randomization Date :

Date Location User Value Reason

Aug-03-2020
15:34:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/3/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Aug-07-2020
04:37:34
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Nancy
Vedamuthu
(pfe.vedamn)

Query 1: Closed Response
satisfies query

Aug-06-2020
09:01:26
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answer
ed

Changed
Information

Aug-06-2020
09:01:26
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
41898

Changed
Information

Aug-06-2020 ACV0PFEINFP6000  Amol Query 1: Opened IVRS09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

07:35:10
(UTC-05:00)
Eastern Time
(US & Canada)

Deshmukh
(pfe.deshma24)

Reconciliation:
Randomization
Number
(41898)
recorded at
impala is not
matching with
number entered
in Inform.
Please review
and update data
as appropriate.
Else, clarify.
Thank you.

Aug-03-2020
15:34:18
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
418898

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-03-2020
15:28:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-03-2020
15:28:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-03-2020
17:22:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Aug-03-2020
15:28:22

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09

01
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Aug-03-2020
15:28:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Aug/3/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-03-2020
17:22:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BM89D
R

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-03-2020
17:22:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BM89DR

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-03-2020
17:22:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BM89D
S

Initial Entry

5.b Sample ID

Date Location User Value Reason

Aug-03-2020
17:22:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BM89DS

Initial Entry

5.c

Date Location User Value Reason

Aug-03-2020
17:22:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BM89D
T

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c Sample ID

Date Location User Value Reason

Aug-03-2020
17:22:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BM89DT

Initial Entry

5.d

Date Location User Value Reason

Aug-03-2020
17:23:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BPFZX
L

Initial Entry

5.d Sample ID

Date Location User Value Reason

Aug-03-2020
17:23:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPFZXL

Initial Entry

5.e

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-03-2020
17:23:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample I
D:

BPFZX
M

Initial Entry

5.e Sample ID

Date Location User Value Reason

Aug-03-2020
17:23:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPFZXM

Initial Entry

09
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77
e1
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-03-2020
15:28:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-03-2020
15:28:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-03-2020
17:22:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Aug-03-2020
15:28:31

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09

01
77

e1
96

ae
40
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al
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Aug-03-2020
15:28:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Aug/3/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-03-2020
17:22:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BM89D
8

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-03-2020
17:22:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BM89D8

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-03-2020
16:12:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-03-2020
16:12:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-03-2020
16:12:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-03-2020
16:12:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/3/2020 15:19

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-03-2020
16:12:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-03-2020
16:12:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RIGHT

Initial Entry

7. Route:

Date Location User Value Reason

Aug-03-2020
16:12:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-03-2020
16:12:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Aug-03-2020
16:12:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail
History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Aug-04-2020
13:22:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES - REACTOGENI
CITY E-DIARY COL
LECTED FOR THIS S
UBJECT

Initial Entry

09
01
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-24-2020
14:52:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/24/2020

Initial Entry

09
01

77
e1

96
ae

40
29

\F
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: F

E
V
E
R

Were fever or sys
temic symptoms
present on the las
t day the Subject
Diary was compl
eted?:

N
O

Initial Entry

2.a Symptom:

Date Location User Value Reason09
01

77
e1

96
ae

40
29
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al
\F

in
al

 O
n:
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FEVER

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: FA

TI
G
U
E

Were fever or sys
temic symptoms
present on the la
st day the Subjec
t Diary was com
pleted?:

N
O

Initial Entry

09
01
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.b Symptom:

Date Location User Value Reason

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: HE

AD
AC
HE

Initial Entry

09
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Were fever or sy
stemic symptom
s present on the l
ast day the Subj
ect Diary was co
mpleted?:

NO

2.c Symptom:

Date Location User Value Reason

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Aug-24-2020
14:55:16

ACV0PFEINFP6000  Laura
Pace

Data Entry:
Symptom:: C

Initial Entry

09
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.lpace) HI
L
LS

Were fever or sys
temic symptoms
present on the las
t day the Subject
Diary was compl
eted?:

N
O

2.d Symptom:

Date Location User Value Reason

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.e

Date Location User Value Reason

09
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77
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40
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: VO

MI
TI
NG

Were fever or sy
stemic symptom
s present on the
last day the Subj
ect Diary was co
mpleted?:

NO

Initial Entry

2.e Symptom:

Date Location User Value Reason

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

09
01

77
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96
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40
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.f

Date Location User Value Reason

Aug-24-2020
14:56:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: DI

AR
RH
EA

Were fever or sy
stemic symptom
s present on the l
ast day the Subj
ect Diary was co
mpleted?:

NO

Initial Entry

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: DI

AR
RH
EA

Were fever or sy
stemic symptom
s present on the l
ast day the Subj
ect Diary was co
mpleted?:

Initial Entry

09
01

77
e1

96
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40
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\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0130411



Page 247 of 341

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.f Symptom:

Date Location User Value Reason

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-24-2020
14:56:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: NEW

OR W
ORSE
NED
MUSC
LE PA
IN

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Were fever o
r systemic sy
mptoms pres
ent on the las
t day the Sub
ject Diary wa
s completed?
:

NO

2.g Symptom:

Date Location User Value Reason

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR WORSENE
D MUSCLE PAIN

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.h

Date Location User Value Reason

09
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: NEW

OR W
ORSE
NED J
OINT
PAIN

Were fever or
systemic sym
ptoms presen
t on the last d
ay the Subjec
t Diary was c
ompleted?:

NO

Initial Entry

09
01
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e1
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40
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.h Symptom:

Date Location User Value Reason

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR WORSENE
D JOINT PAIN

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason09
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RIGHT

Initial Entry

5.a

Date Location User Value Reason

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site Re
action::

RE
D
NE
SS

Were injection si
te reactions pres
ent on the last da
y the Subject Dia
ry was complete
d?:

N
O

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
REDNESS

Initial Entry

09
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site R
eaction::

SW
EL
LI
NG

Were injection s
ite reactions pre
sent on the last
day the Subject
Diary was comp
leted?:

NO

Initial Entry

09
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Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.b Injection Site Reaction:

Date Location User Value Reason

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site
Reaction::

PAIN
AT I
NJE
CTIO
N SI
TE

Initial Entry
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Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Were injection
site reactions p
resent on the l
ast day the Su
bject Diary wa
s completed?:

NO

5.c Injection Site Reaction:

Date Location User Value Reason

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
PAIN AT INJECTION
SITE

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-24-2020
14:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Aug-24-2020
14:53:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/24/2020

Initial Entry

2.a

Date Location User Value Reason

Aug-24-2020
14:53:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Ide
ntifier::

1

Temperatur
e:

36.9

Temperatur
e Unit:

C

Temperatur
e Location::

ORAL
CAVIT
Y

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Aug-24-2020
14:53:14
(UTC-05:00)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

09
01

77
e1

96
ae

40
29

\F
in

al
\F

in
al
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time (US
& Canada)

2.a Temperature:

Date Location User Value Reason

Aug-24-2020
14:53:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
36.9

Initial Entry

2.a Unit:

Date Location User Value Reason

Aug-24-2020
14:53:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
C

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Aug-24-2020
14:53:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Aug-24-2020
14:54:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Aug-24-2020
14:54:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Aug-24-2020
14:54:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)09
01
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al
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-24-2020
14:54:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Aug-24-2020
14:54:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason

Aug-24-2020
14:54:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sponsor-Defi
ned Identifie
r:

Not Ap
plicabl
e

Test:: Not Ap
plicabl
e

Result:: Not Ap
plicabl
e

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Not Done:: Not Ap
plicabl
e

6.a Sponsor ID:

Date Location User Value Reason

Aug-24-2020
14:54:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Aug-24-2020
14:54:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Aug-24-2020
14:54:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

6.a Not Done:

Date Location User Value Reason

Aug-24-2020
14:54:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

09
01
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ae
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-24-2020
14:52:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-24-2020
14:52:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-24-2020
16:08:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Aug-24-2020
14:52:39

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09

01
77
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96
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40

29
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Aug-24-2020
14:52:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Aug/24/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-24-2020
16:08:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BP75D
B

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-24-2020
16:08:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BP75DB

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-24-2020
15:18:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-24-2020
15:18:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-24-2020
15:18:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
e1
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ae

40
29
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al
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-24-2020
15:18:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/24/2020 14:27

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-24-2020
15:18:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-24-2020
15:18:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Aug-24-2020
15:18:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

09
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-24-2020
15:18:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Aug-24-2020
15:18:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

09
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-21-2020
09:08:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sep/21/2020

Initial Entry

09
01
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e1
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ae

40
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: F

E
V
E
R

Were fever or sys
temic symptoms
present on the las
t day the Subject
Diary was compl
eted?:

N
O

Initial Entry

2.a Symptom:

Date Location User Value Reason09
01

77
e1
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29
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FEVER

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: FA

TI
G
U
E

Were fever or sys
temic symptoms
present on the la
st day the Subjec
t Diary was com
pleted?:

N
O

Initial Entry

09
01
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.b Symptom:

Date Location User Value Reason

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: HE

AD
AC
HE

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Were fever or sy
stemic symptom
s present on the l
ast day the Subj
ect Diary was co
mpleted?:

NO

2.c Symptom:

Date Location User Value Reason

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Sep-21-2020
09:10:47

ACV0PFEINFP6000  Laura
Pace

Data Entry:
Symptom:: C

Initial Entry

09
01
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History
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Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.lpace) HI
L
LS

Were fever or sys
temic symptoms
present on the las
t day the Subject
Diary was compl
eted?:

N
O

2.d Symptom:

Date Location User Value Reason

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.e

Date Location User Value Reason

09
01

77
e1

96
ae

40
29
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al
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in
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: VO

MI
TI
NG

Were fever or sy
stemic symptom
s present on the
last day the Subj
ect Diary was co
mpleted?:

NO

Initial Entry

2.e Symptom:

Date Location User Value Reason

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

40
29

\F
in

al
\F
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.f

Date Location User Value Reason

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: DI

AR
RH
EA

Were fever or sy
stemic symptom
s present on the l
ast day the Subj
ect Diary was co
mpleted?:

NO

Initial Entry

09
01

77
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Center
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.f Symptom:

Date Location User Value Reason

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: NEW

OR W
ORSE
NED
MUSC
LE PA
IN

Initial Entry
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Center
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Were fever o
r systemic sy
mptoms pres
ent on the las
t day the Sub
ject Diary wa
s completed?
:

NO

2.g Symptom:

Date Location User Value Reason

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR WORSENE
D MUSCLE PAIN

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.h

Date Location User Value Reason

09
01

77
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Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: NEW

OR W
ORSE
NED J
OINT
PAIN

Were fever or
systemic sym
ptoms presen
t on the last d
ay the Subjec
t Diary was c
ompleted?:

NO

Initial Entry

09
01

77
e1

96
ae

40
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.h Symptom:

Date Location User Value Reason

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR WORSENE
D JOINT PAIN

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason09
01
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Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sep-21-2020
15:35:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto
Query

Sep-21-2020
15:35:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
LEFT

Transcription
Error

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Injection Site
Body Side
entered on this
page is not
matching with
Body Side
entered on
Vaccination
page of
V2VX2L.
Please review
and update as
appropriate.

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
RIGHT

Initial Entry

5.a09
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Center
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site Re
action::

RE
D
NE
SS

Were injection si
te reactions pres
ent on the last da
y the Subject Dia
ry was complete
d?:

N
O

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
REDNESS

Initial Entry

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

09
01
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Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.b

Date Location User Value Reason

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site R
eaction::

SW
EL
LI
NG

Were injection s
ite reactions pre
sent on the last
day the Subject
Diary was comp
leted?:

NO

Initial Entry

09
01

77
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Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.b Injection Site Reaction:

Date Location User Value Reason

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site
Reaction::

PAIN
AT I
NJE
CTIO
N SI
TE

Initial Entry

09
01
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e1
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Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Were injection
site reactions p
resent on the l
ast day the Su
bject Diary wa
s completed?:

NO

5.c Injection Site Reaction:

Date Location User Value Reason

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
PAIN AT INJECTION
SITE

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-21-2020
09:10:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

40
29

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0130447



Page 283 of 341

***Confidential***

 

Header Text: c4591001
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Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-21-2020
09:08:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-21-2020
09:08:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-21-2020
11:57:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Sep-21-2020
09:08:51

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09

01
77
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ae
40

29
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(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Sep-21-2020
09:08:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Sep/21/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-21-2020
11:57:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BPYTS
5

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-21-2020
11:57:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPYTS5

Initial Entry

5.b09
01
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40
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Sep-21-2020
11:57:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BMPS9
F

Initial Entry

5.b Sample ID

Date Location User Value Reason

Sep-21-2020
11:57:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BMPS9F

Initial Entry

5.c

Date Location User Value Reason

Sep-21-2020
11:57:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BMPS9
G

Initial Entry

09
01
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5.c Sample ID

Date Location User Value Reason

Sep-21-2020
11:57:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BMPS9G

Initial Entry
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Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Sep-21-2020
09:09:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sep/21/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Sep-21-2020
09:09:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Sep-21-2020
09:09:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry
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Back to Form

Date Location User Value Reason

Mar-10-2021
15:20:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created
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Back to Form

Date Location User Value Reason

Mar-10-2021
15:21:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created
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Back to Form

Date Location User Value Reason

Mar-10-2021
15:22:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created
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Back to Form

1. Category:

Date Location User Value Reason

Mar-10-2021
15:20:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Mar-10-2021
15:20:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Mar-10-2021
15:20:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
chills

Initial Entry

4. Start Date Time:
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Date Location User Value Reason

Mar-10-2021
15:20:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Mar/9/2021 07:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-10-2021
15:20:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date Time:

Mar/9/2021 12:00

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Mar-10-2021
15:20:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important09
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medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Mar-10-2021
15:20:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Mar-10-2021
15:20:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Mar-10-2021
15:20:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason
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Mar-10-2021
15:20:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Mar-10-2021
15:20:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Mar-10-2021
15:20:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Mar-10-2021
15:20:32
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RECOVERED/RESOL
VED

Initial Entry
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& Canada)

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Mar-10-2021
15:20:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

09
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Back to Form

1. Category:

Date Location User Value Reason

Mar-10-2021
15:21:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Mar-10-2021
15:21:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Mar-10-2021
15:21:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
myalgias

Initial Entry

4. Start Date Time:09
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Date Location User Value Reason

Mar-10-2021
15:21:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Mar/9/2021 07:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-10-2021
15:21:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date Time:

Mar/9/2021 12:00

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Mar-10-2021
15:21:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important09
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medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Mar-10-2021
15:21:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Mar-10-2021
15:21:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Mar-10-2021
15:21:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason
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Mar-10-2021
15:21:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Mar-10-2021
15:21:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Mar-10-2021
15:21:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Mar-10-2021
15:21:39
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RECOVERED/RESOL
VED

Initial Entry
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& Canada)

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Mar-10-2021
15:21:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Mar-10-2021
15:22:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Mar-10-2021
15:22:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Mar-10-2021
15:22:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
right supraclavicular s
wollen lymph node

Initial Entry

4. Start Date Time:09
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Date Location User Value Reason

Mar-10-2021
15:22:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Mar/9/2021 UNK:UN
K

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-10-2021
15:22:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Mar-10-2021
15:22:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important09
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medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Mar-10-2021
15:22:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Mar-10-2021
15:22:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Mar-10-2021
15:22:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Mar-10-2021
15:22:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Mar-10-2021
15:22:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Mar-10-2021
15:22:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Mar-10-2021
15:22:32
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RECOVERING/RESO
LVING

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

& Canada)

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Mar-10-2021
15:22:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-15-2021
10:43:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Dec/23/2020

Initial Entry

09
01

77
e1

96
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION -
eCRF Audit Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Feb-15-2021
10:43:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Participant is willing t
o return for Vaccinatio
n 3

Participant is:

eligible per other pr
otocol allowance(s)
and confirmed to ha
ve received only pla
cebo at Vaccination
1/2

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Feb-15-2021
10:42:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/11/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Feb-15-2021
10:42:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ASSESS ELIGIBILIT
Y FOR ADDITIONA
L VACCINATION

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Withdrawal of Consent Date :

Date Location User Value Reason

Feb-16-2021
09:54:15
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Erik Sundgaard
(pfe.sundgaardea)

Query 1: Closed Response
satisfies query

Feb-16-2021
07:27:00
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answer
ed

updated

Feb-16-2021
07:26:41
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

Feb-16-2021
03:33:36
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Amol Shinde
(pfe.shinda18)

Query 1: Opened DM: If there is
no data
expected to be
enter on this
form then
kindly
consider
marking this
form as Not
Applicable by09
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

selecting form
level comment
or else update
details. Thank
you.

Feb-15-2021
10:43:22
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry: Transcription
Error

Feb-15-2021
10:43:01
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Dec/23/2020

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-15-2021
10:44:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/15/2021

Initial Entry
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ae
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER
VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Feb-15-2021
10:44:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
OBTAINED

Date Written Consent
Obtained

Feb/15/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Feb-15-2021
11:07:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Feb/15/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Feb-15-2021
11:07:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
REPEAT SCREENING
1

Initial Entry

3. Status:

Date Location User Value Reason

Feb-15-2021
11:07:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Feb-15-2021
11:31:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Feb-15-2021
11:31:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Feb-15-2021
11:31:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)09
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Feb-15-2021
11:31:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Feb-15-2021
11:31:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason

Feb-15-2021
11:31:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sponsor-Defi
ned Identifie
r:

Not Ap
plicabl
e

Test:: Not Ap
plicabl
e

Result:: Not Ap
plicabl
e

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Not Done:: Not Ap
plicabl
e

6.a Sponsor ID:

Date Location User Value Reason

Feb-15-2021
11:31:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Feb-15-2021
11:31:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Feb-15-2021
11:31:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

6.a Not Done:

Date Location User Value Reason

Feb-15-2021
11:31:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-15-2021
11:09:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-15-2021
11:09:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-15-2021
11:09:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Feb-15-2021
11:09:30

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Feb-15-2021
11:09:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
YES

Date of Collection:

Feb/15/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-15-2021
11:09:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BR0ZP
G

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-15-2021
11:09:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BR0ZPG

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Feb-15-2021
11:09:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample I
D:

BNWMZ
W

Initial Entry

5.b Sample ID

Date Location User Value Reason

Feb-15-2021
11:09:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNWMZW

Initial Entry

5.c

Date Location User Value Reason

Feb-15-2021
11:10:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample I
D:

BNWMZ
X

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c Sample ID

Date Location User Value Reason

Feb-15-2021
11:10:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNWMZX

Initial Entry

09
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-15-2021
11:07:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-15-2021
11:07:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-15-2021
11:07:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Feb-15-2021
11:07:47

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09

01
77
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96

ae
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29
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in
al
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n:
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Feb-15-2021
11:07:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
YES

Date of Collection:

Feb/15/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-15-2021
11:07:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BR0ZP
B

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-15-2021
11:07:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BR0ZPB

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Feb-15-2021
12:04:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Feb-15-2021
12:04:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Feb-15-2021
12:04:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01
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\F
in

al
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Feb-15-2021
12:04:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/15/2021 11:27

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Feb-15-2021
12:04:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Feb-15-2021
12:04:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RIGHT

Initial Entry

7. Route:

Date Location User Value Reason

Feb-15-2021
12:04:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

09
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

8. Actual Dose:

Date Location User Value Reason

Feb-15-2021
12:04:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Feb-15-2021
12:04:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Feb-15-2021
12:04:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Feb-15-2021
12:04:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-08-2021
13:21:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Mar/8/2021

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Mar-08-2021
13:22:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Mar-08-2021
13:22:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Mar-08-2021
13:22:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)09
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Mar-08-2021
13:22:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Mar-08-2021
13:22:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason

Mar-08-2021
13:22:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sponsor-Defi
ned Identifie
r:

Not Ap
plicabl
e

Test:: Not Ap
plicabl
e

Result:: Not Ap
plicabl
e

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Not Done:: Not Ap
plicabl
e

6.a Sponsor ID:

Date Location User Value Reason

Mar-08-2021
13:22:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Mar-08-2021
13:22:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Mar-08-2021
13:22:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

6.a Not Done:

Date Location User Value Reason

Mar-08-2021
13:22:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Mar-08-2021
13:22:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Mar-08-2021
13:22:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-08-2021
14:56:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Mar-08-2021
13:22:49

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09

01
77

e1
96

ae
40

29
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Mar-08-2021
13:22:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Mar/8/2021

Initial Entry

5.a

Date Location User Value Reason

Mar-08-2021
14:56:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
Sample I
D:

BRB5T
2

Initial Entry

5.a Sample ID

Date Location User Value Reason

Mar-08-2021
14:56:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
BRB5T2

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Mar-08-2021
14:01:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Mar-08-2021
14:01:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Mar-08-2021
14:01:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Mar-08-2021
14:01:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Mar/8/2021 13:49

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Mar-08-2021
14:01:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Mar-08-2021
14:01:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RIGHT

Initial Entry

7. Route:

Date Location User Value Reason

Mar-08-2021
14:01:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

8. Actual Dose:

Date Location User Value Reason

Mar-08-2021
14:01:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Mar-08-2021
14:01:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Mar-08-2021
14:01:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Mar-08-2021
15:55:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject Status

Date Location User Value Reason

Sep-21-2020
09:09:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Aug-03-2020
15:34:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDO
MIZED

Initial Entry

Aug-03-2020
15:27:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Sep-21-2020
09:09:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sep/21/2020

Initial Entry

Aug-03-2020 ACV0PFEINFP6000  auto calc Data Entry: Initial Entry09
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

15:34:18
(UTC-05:00)
Eastern Time (US
& Canada)

(autocalc) Aug/3/2020

Aug-03-2020
15:27:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/3/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071117 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Casebook Signature

Date Location User Value Reason

Sep-10-2020
07:17:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Click Here to Enable

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per
protocol amendment 5, STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response
- Protocol version

24 JUL 2020

2. Select appropriate response
- What cohort does the
subject belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Aug/5/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Demography

1. Subject ID [10071124]

2. Birth Date: /1951

3. Sex: FEMALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that
apply):

WHITE

6. Racial Designation:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/5/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Aug/5/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]

09
01

77
e1

96
ae

40
2b

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130512



Page 7 of 297

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Drug allergy pencillin]

Start Date: UNK/UNK/1963

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Seasonal allergy]

Start Date: UNK/UNK/2000

Ongoing: YES

1.c Line/MH Number: [3]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Breast cancer stage I]

Start Date: UNK/UNK/1993

Ongoing: NO

End Date:
UNK/UNK/1998
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.d Line/MH Number: [4]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Lumpectomy (breast cancer)]

Start Date: UNK/UNK/1993

Ongoing: NO

End Date:
UNK/UNK/1993

09
01

77
e1

96
ae

40
2b

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130514



Page 9 of 297

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Aug/5/2020

2. Weight: [67.0]

3. Unit: kg

4. Height: [163.2]

5. Unit: cm

6. Body Mass Index: [25.2]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [36.6]

Unit: C

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and
Address (Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition

1. Randomization Date : Aug/5/2020

2. Randomization Number: [222690]

3. Randomization Group: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Aug/5/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BM89GZ]

5.b Sample ID [BM89H0]

5.c Sample ID [BM89H1]

5.d Sample ID [BPFZZ0]

5.e Sample ID [BPFZZ1]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/5/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BM89F3]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/5/2020 11:14

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response
- Reactogenicity diary
collection

YES - REACTOGENICITY E-DIARY COLLECTED FOR
THIS SUBJECT
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/26/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat
fever/pain given on the last
day the Subject Diary was
completed?

NO

2.a Symptom: FEVER

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.d Symptom: CHILLS

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.e Symptom: VOMITING

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.f Symptom: DIARRHEA

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

3. Injection Site Location: DELTOID MUSCLE

4. Injection Site Body Side: LEFT

5.a Injection Site Reaction: REDNESS

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO

5.b Injection Site Reaction: SWELLING

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Aug/26/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [36.8]

Unit: C

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and
Address (Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/26/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP75G9]
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/26/2020 12:16

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/23/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat
fever/pain given on the last
day the Subject Diary was
completed?

NO

2.a Symptom: FEVER

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.d Symptom: CHILLS

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.e Symptom: VOMITING

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.f Symptom: DIARRHEA

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

3. Injection Site Location: DELTOID MUSCLE

4. Injection Site Body Side: LEFT

5.a Injection Site Reaction: REDNESS

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO

5.b Injection Site Reaction: SWELLING

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Sep/23/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPYTSS]

5.b Sample ID [BMPSBH]

5.c Sample ID [BMPSBJ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19

Form Version: 20-Feb-2021 02:17 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom
Started:

//

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]

Health Care Utilization

3. Has the subject been
hospitalized due to potential
COVID-19 illness?

09
01

77
e1

96
ae

40
2b

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130539



Page 34 of 297

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained
for Potential COVID-19
Illness?

3. Toxicity Grade:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Unplanned - New Unscheduled
Visit

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned - New Unscheduled
Visit

Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Unplanned Assessments

1. Assessments
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Sep/23/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB
- New Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB
- New Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT
SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Category
AE Ide
ntifier

Adverse Even
t

Start Date
Is the Adverse Even

t Still Ongoing
Form Instan

ce

 1. ADVERSE
EVENT 

1  generalized m
yalgia 

Feb/9/2021 1
8:00 

NO
End Date Time:

Feb/10/2021 18:0
0

 

Repeating
Pages

 2. ADVERSE
EVENT 

2  chills  Feb/9/2021 1
8:00 

NO
End Date Time:

Feb/10/2021 18:0
0

 

Repeating
Pages

 3. ADVERSE
EVENT 

3  axillary lymph
adenopathy 

Feb/10/2021
UNK:UNK 

NO
End Date Time:

Feb/12/2021 UNK
:UNK

 

Repeating
Pages

 4. ADVERSE
EVENT 

4  headache  Feb/9/2021 1
8:00 

NO
End Date Time:

Feb/10/2021 18:0
0

 

Repeating
Pages

 5. ADVERSE
EVENT 

5  injection site p
ain 

Feb/10/2021
UNK:UNK 

NO
End Date Time:

Feb/11/2021 UNK

Repeating
Pages
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Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Category
AE Ide
ntifier

Adverse Even
t

Start Date
Is the Adverse Even

t Still Ongoing
Form Instan

ce

:UNK
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[generalized myalgia]

4. Start Date Time: Feb/9/2021 18:00

5. Is the adverse event still
ongoing?

NO

End Date Time:
Feb/10/2021 18:00

6. Toxicity Grade: 1
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7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

NO
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[chills]

4. Start Date Time: Feb/9/2021 18:00

5. Is the adverse event still
ongoing?

NO

End Date Time:
Feb/10/2021 18:00

6. Toxicity Grade: 1
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

NO
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [3]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[axillary lymphadenopathy]

4. Start Date Time: Feb/10/2021 UNK:UNK

5. Is the adverse event still
ongoing?

NO

End Date Time:
Feb/12/2021 UNK:UNK

6. Toxicity Grade: 1
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7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

NO
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Center
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [4]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[headache]

4. Start Date Time: Feb/9/2021 18:00

5. Is the adverse event still
ongoing?

NO

End Date Time:
Feb/10/2021 18:00

6. Toxicity Grade: 2
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

NO
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Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [5]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[injection site pain]

4. Start Date Time: Feb/10/2021 UNK:UNK

5. Is the adverse event still
ongoing?

NO

End Date Time:
Feb/11/2021 UNK:UNK

6. Toxicity Grade: 1
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Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

NO
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Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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#
Categ

ory
Medicatio
n Error

Start
Date

Is the medication erro
r Still Ongoing

Study Medication
Errors Action

Form Instan
ce

 1.           Repeating
Pages
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with
Study Treatment:

6. Was a Concomitant
Medication given?

7. Was a Non-Drug Treatment
given?

8. Did the Medication Error
cause the subject to be
discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]

09
01

77
e1

96
ae

40
2b

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130567



Page 62 of 297

***Confidential***

 

Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defin
ed Identifier

Category for
Medication

Concomitant Medica
tions Pre-specified

Name of M
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Start
Date

Form Instan
ce
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Pages
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defi
ned Identifier

Category for
Medication

Concomitant Medic
ations Pre-specified

Name of
Medicatio

n

Dose Des
cription
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Pages

09
01

77
e1

96
ae

40
2b

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130570



Page 65 of 297

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS -
PROHIBITED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?09
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#
Categ
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Treatment Ide
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Treatm
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ate
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment
Identifier?

[ ]

3. Concomitant Non-drug
Treatment Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Header Text: c4591001 

Visit: Logs 

Form Version: 22-Apr-2020 21:03 

Site No: 1007 

Subject No: 10071124 
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Form: TRANSFUSIONS 

Site Name: (1007) Cincinnati Children's Hospital Medical 
Center 

Subject Initials: ---
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Header Text: c4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

09
01

77
e1

96
ae

40
2b

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130576



Page 71 of 297

***Confidential***

 

Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and
Address (Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:

09
01

77
e1

96
ae

40
2b

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130578



Page 73 of 297

***Confidential***

 

Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vaccination

1. Was there a temporary
delay of vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/13/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response
- Is participant willing to
return for Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible per local/national recommendations and confirmed to
have received only placebo at Vaccination 1/2
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Jan/14/2021

2. Primary Reason for
Unblinding:

ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Withdrawal Of Consent

1. Withdrawal of Consent
Date :

//
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Death Details

1. Date of Collection /
Notification of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/19/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. Consent Was: OBTAINED

Date Written Consent Obtained
Jan/19/2021
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Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA -
FURTHER VACCINATION

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable

09
01

77
e1

96
ae

40
2b

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130589



Page 84 of 297

***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. Date of
Completion/Discontinuation
/Death :

Jan/19/2021

2. Phase of Disposition: REPEAT SCREENING 1

3. Status: COMPLETED

4. Specify Status: [ ]

09
01

77
e1

96
ae

40
2b

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130590



Page 85 of 297

***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and
Address (Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Jan/19/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRB8NB]

5.b Sample ID [BNWMN8]

5.c Sample ID [BNWMNC]
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Jan/19/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRB8N9]
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Jan/19/2021 10:46

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was
Observed

30 MINUTES

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/9/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and
Address (Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Feb/9/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRB94Y]
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Feb/9/2021 13:37

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was
Observed

30 MINUTES

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Header Text: c4591001

Visit: V103_MONTH1 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit
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Center
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eCRF Audit Trail History

Contact Outcome

1. Contact Type: TELEPHONE VISIT

2. Was contact made? YES
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Mar/9/2021
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/Death :

Mar/9/2021

2. Phase of Disposition: OPEN LABEL TREATMENT

3. Status: COMPLETED
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Form: CASEBOOK SIGNATURE FORM
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Center
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Center
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Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Robert
Frenck 

Approved Mar-10-2021 13:35:35 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Eastern Time (US & Canada)
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Center
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
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Center
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Comments

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
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4 Jan-19-2021 11:24:33 (UTC-05:00)
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
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Eastern Time (US & Canada)
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Robert
Frenck 

Approved Mar-10-2021 13:35:35 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Laura Pace  N/A Mar-10-2021 09:26:20 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert
Frenck 

Approved Mar-08-2021 08:57:32 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Laura Pace  N/A Feb-21-2021 11:26:31 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert
Frenck 

Approved Feb-15-2021 22:14:27 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Laura Pace  N/A Feb-09-2021 13:11:38 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert
Frenck 

Approved Jan-23-2021 17:08:52 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Laura Pace  N/A Jan-19-2021 09:49:15 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert
Frenck 

Approved Sep-23-2020 22:05:17 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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Visit: Investigator Signature -
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Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Laura Pace  N/A Sep-23-2020 11:10:59 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert
Frenck 

Approved Sep-10-2020 14:55:44 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Aug-05-2020
11:45:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Aug-05-2020
11:45:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Aug-05-2020
11:45:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
OBTAINED

Date Written Consent
Obtained

Aug/5/2020

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject ID

Date Location User Value Reason

Aug-05-2020
11:44:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10071124

Item copied
from previous
form

2. Birth Date:

Date Location User Value Reason

Aug-05-2020
11:44:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1951

Enrollment
Entry

3. Sex:

Date Location User Value Reason

Aug-05-2020
11:45:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason09
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-05-2020
11:45:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT HISPANIC OR L
ATINO(A) OR OF SP
ANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Aug-05-2020
11:45:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
WHITE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-05-2020
11:45:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/5/2020

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Aug-05-2020
11:45:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/5/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Aug-05-2020
11:45:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Aug-05-2020
11:45:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Aug-05-2020
11:48:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

1

Medical H
istory Ter
m:

Drug aller
gy pencill
in

Start Date
:

UNK/UN
K/1963

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Aug-05-2020
11:48:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-05-2020
11:48:44
(UTC-05:00)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Drug allergy pencillin

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time (US
& Canada)

1.a Start Date:

Date Location User Value Reason

Aug-05-2020
11:48:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1963

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Aug-05-2020
11:48:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.b

Date Location User Value Reason

Aug-05-2020
11:49:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

2

Medical His
tory Term:

Seasonal
allergy

Initial Entry

09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Start Date: UNK/U
NK/200
0

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.b Line/MH Number:

Date Location User Value Reason

Aug-05-2020
11:49:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-05-2020
11:49:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Seasonal allergy

Initial Entry

1.b Start Date:

Date Location User Value Reason

Aug-05-2020
11:49:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/2000

Initial Entry

1.b Ongoing:

Date Location User Value Reason
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-05-2020
11:49:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.c

Date Location User Value Reason

Aug-05-2020
11:49:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

3

Medical H
istory Ter
m:

Breast can
cer stage I

Start Date
:

UNK/UN
K/1993

Ongoing: NO
End Date
:

UNK/U
NK/199
8

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.c Line/MH Number:

Date Location User Value Reason

Aug-05-2020
11:49:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-05-2020
11:49:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Breast cancer stage I

Initial Entry

1.c Start Date:

Date Location User Value Reason

Aug-05-2020
11:49:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1993

Initial Entry

1.c Ongoing:

Date Location User Value Reason
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-05-2020
11:49:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date:

UNK/UNK/1998

Initial Entry

1.d

Date Location User Value Reason

Aug-05-2020
11:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/M
H Numb
er:

4

Medical
History
Term:

Lumpectom
y (breast can
cer)

Start Da
te:

UNK/UNK/
1993

Ongoing
:

NO
End Date:

UNK/UN
K/1993

Initial Entry

09
01

77
e1

96
ae

40
2b

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130665



Page 160 of 297

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.d Line/MH Number:

Date Location User Value Reason

Aug-05-2020
11:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-05-2020
11:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Lumpectomy (breast c
ancer)

Initial Entry

1.d Start Date:

Date Location User Value Reason

Aug-05-2020
11:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1993

Initial Entry

1.d Ongoing:

Date Location User Value Reason
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-05-2020
11:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date:

UNK/UNK/1993

Initial Entry

09
01

77
e1

96
ae

40
2b

\F
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Aug-05-2020
11:47:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/5/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Aug-05-2020
11:47:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
67.0

Initial Entry

3. Unit:

Date Location User Value Reason

Aug-05-2020
11:47:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
kg

Initial Entry

4. Height:09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-05-2020
11:47:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
163.2

Initial Entry

5. Unit:

Date Location User Value Reason

Aug-05-2020
11:47:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Aug-05-2020
11:47:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
25.2

Initial Entry

7.a

Date Location User Value Reason

Aug-05-2020
11:47:27
(UTC-05:00)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Ide 1

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time (US
& Canada)

ntifier::

Temperatur
e:

36.6

Temperatur
e Unit:

C

Temperatur
e Location::

ORAL
CAVIT
Y

7.a Record Identifier:

Date Location User Value Reason

Aug-05-2020
11:47:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Aug-05-2020
11:47:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
36.6

Initial Entry

7.a Unit:

Date Location User Value Reason

09
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77
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-05-2020
11:47:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
C

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Aug-05-2020
11:47:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL CAVITY

Initial Entry

09
01

77
e1

96
ae

40
2b
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\F

in
al

 O
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Aug-05-2020
11:46:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Aug-05-2020
11:46:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Aug-05-2020
11:46:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)09
01

77
e1

96
ae

40
2b

\F
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al
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in
al
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-05-2020
11:46:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Aug-05-2020
11:46:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason

Aug-05-2020
11:46:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sponsor-Defi
ned Identifie
r:

Not Ap
plicabl
e

Test:: Not Ap
plicabl
e

Result:: Not Ap
plicabl
e

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Not Done:: Not Ap
plicabl
e

6.a Sponsor ID:

Date Location User Value Reason

Aug-05-2020
11:46:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Aug-05-2020
11:46:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Aug-05-2020
11:46:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

6.a Not Done:

Date Location User Value Reason

Aug-05-2020
11:46:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

09
01

77
e1

96
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40
2b
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Randomization Date :

Date Location User Value Reason

Aug-05-2020
11:50:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/5/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Aug-05-2020
11:50:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
222690

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-05-2020
11:46:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-05-2020
11:46:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-05-2020
16:57:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Aug-05-2020
11:46:31

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09

01
77

e1
96

ae
40

2b
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in
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\F
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al
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Aug-05-2020
11:46:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Aug/5/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-05-2020
16:57:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BM89G
Z

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-05-2020
16:57:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BM89GZ

Initial Entry

5.b09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-05-2020
16:58:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BM89H
0

Initial Entry

5.b Sample ID

Date Location User Value Reason

Aug-05-2020
16:58:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BM89H0

Initial Entry

5.c

Date Location User Value Reason

Aug-05-2020
16:58:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BM89H
1

Initial Entry
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e1
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40
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c Sample ID

Date Location User Value Reason

Aug-05-2020
16:58:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BM89H1

Initial Entry

5.d

Date Location User Value Reason

Aug-05-2020
16:58:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BPFZZ
0

Initial Entry

5.d Sample ID

Date Location User Value Reason

Aug-05-2020
16:58:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPFZZ0

Initial Entry

5.e

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-05-2020
16:58:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BPFZZ
1

Initial Entry

5.e Sample ID

Date Location User Value Reason

Aug-05-2020
16:58:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPFZZ1

Initial Entry

09
01

77
e1

96
ae

40
2b

\F
in

al
\F

in
al
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-05-2020
11:46:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-05-2020
11:46:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-05-2020
16:57:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Aug-05-2020
11:46:38

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09

01
77

e1
96

ae
40

2b
\F

in
al

\F
in

al
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Aug-05-2020
11:46:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Aug/5/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-05-2020
16:57:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BM89F
3

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-05-2020
16:57:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BM89F3

Initial Entry

09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-05-2020
11:58:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-05-2020
11:58:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-05-2020
11:58:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
e1
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ae

40
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al
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in
al
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-05-2020
11:58:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/5/2020 11:14

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-05-2020
11:58:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-05-2020
11:58:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Aug-05-2020
11:58:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

09
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77
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\F
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-05-2020
11:58:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Aug-05-2020
11:58:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

09
01

77
e1

96
ae

40
2b

\F
in

al
\F
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al
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail
History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Aug-05-2020
11:58:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES - REACTOGENI
CITY E-DIARY COL
LECTED FOR THIS S
UBJECT

Initial Entry

09
01

77
e1

96
ae

40
2b

\F
in

al
\F

in
al
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-26-2020
12:07:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/26/2020

Initial Entry

09
01

77
e1

96
ae

40
2b

\F
in

al
\F

in
al

 O
n:
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: F

E
V
E
R

Were fever or sys
temic symptoms
present on the las
t day the Subject
Diary was compl
eted?:

N
O

Initial Entry

2.a Symptom:

Date Location User Value Reason09
01

77
e1

96
ae

40
2b

\F
in

al
\F

in
al

 O
n:
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FEVER

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: FA

TI
G
U
E

Were fever or sys
temic symptoms
present on the la
st day the Subjec
t Diary was com
pleted?:

N
O

Initial Entry

09
01

77
e1

96
ae

40
2b

\F
in

al
\F

in
al

 O
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.b Symptom:

Date Location User Value Reason

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: HE

AD
AC
HE

Initial Entry

09
01

77
e1

96
ae

40
2b
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al
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Were fever or sy
stemic symptom
s present on the l
ast day the Subj
ect Diary was co
mpleted?:

NO

2.c Symptom:

Date Location User Value Reason

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Aug-26-2020
12:09:20

ACV0PFEINFP6000  Laura
Pace

Data Entry:
Symptom:: C

Initial Entry

09
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.lpace) HI
L
LS

Were fever or sys
temic symptoms
present on the las
t day the Subject
Diary was compl
eted?:

N
O

2.d Symptom:

Date Location User Value Reason

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.e

Date Location User Value Reason

09
01

77
e1

96
ae

40
2b
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: VO

MI
TI
NG

Were fever or sy
stemic symptom
s present on the
last day the Subj
ect Diary was co
mpleted?:

NO

Initial Entry

2.e Symptom:

Date Location User Value Reason

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

40
2b

\F
in

al
\F

in
al

 O
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.f

Date Location User Value Reason

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: DI

AR
RH
EA

Were fever or sy
stemic symptom
s present on the l
ast day the Subj
ect Diary was co
mpleted?:

NO

Initial Entry

09
01

77
e1

96
ae

40
2b

\F
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\F
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al
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n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130695



Page 190 of 297

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.f Symptom:

Date Location User Value Reason

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: NEW

OR W
ORSE
NED
MUSC
LE PA
IN

Initial Entry

09
01

77
e1
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ae

40
2b

\F
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Were fever o
r systemic sy
mptoms pres
ent on the las
t day the Sub
ject Diary wa
s completed?
:

NO

2.g Symptom:

Date Location User Value Reason

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR WORSENE
D MUSCLE PAIN

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.h

Date Location User Value Reason

09
01

77
e1

96
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40
2b
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: NEW

OR W
ORSE
NED J
OINT
PAIN

Were fever or
systemic sym
ptoms presen
t on the last d
ay the Subjec
t Diary was c
ompleted?:

NO

Initial Entry

09
01

77
e1

96
ae

40
2b

\F
in

al
\F
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al

 O
n:
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.h Symptom:

Date Location User Value Reason

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR WORSENE
D JOINT PAIN

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason09
01

77
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96
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40
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry

5.a

Date Location User Value Reason

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site Re
action::

RE
D
NE
SS

Were injection si
te reactions pres
ent on the last da
y the Subject Dia
ry was complete
d?:

N
O

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
REDNESS

Initial Entry

09
01

77
e1
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2b
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site R
eaction::

SW
EL
LI
NG

Were injection s
ite reactions pre
sent on the last
day the Subject
Diary was comp
leted?:

NO

Initial Entry

09
01

77
e1

96
ae

40
2b

\F
in

al
\F
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al
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.b Injection Site Reaction:

Date Location User Value Reason

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site
Reaction::

PAIN
AT I
NJE
CTIO
N SI
TE

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Were injection
site reactions p
resent on the l
ast day the Su
bject Diary wa
s completed?:

NO

5.c Injection Site Reaction:

Date Location User Value Reason

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
PAIN AT INJECTION
SITE

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-26-2020
12:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

40
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Aug-26-2020
12:08:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/26/2020

Initial Entry

2.a

Date Location User Value Reason

Aug-26-2020
12:08:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Ide
ntifier::

1

Temperatur
e:

36.8

Temperatur
e Unit:

C

Temperatur
e Location::

ORAL
CAVIT
Y

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Aug-26-2020
12:08:16
(UTC-05:00)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

09
01

77
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Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time (US
& Canada)

2.a Temperature:

Date Location User Value Reason

Aug-26-2020
12:08:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
36.8

Initial Entry

2.a Unit:

Date Location User Value Reason

Aug-26-2020
12:08:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
C

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Aug-26-2020
12:08:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Aug-26-2020
12:07:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Aug-26-2020
12:07:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Aug-26-2020
12:07:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)09
01

77
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ae

40
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al
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-26-2020
12:07:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Aug-26-2020
12:07:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason

Aug-26-2020
12:07:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sponsor-Defi
ned Identifie
r:

Not Ap
plicabl
e

Test:: Not Ap
plicabl
e

Result:: Not Ap
plicabl
e

Initial Entry
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Not Done:: Not Ap
plicabl
e

6.a Sponsor ID:

Date Location User Value Reason

Aug-26-2020
12:07:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Aug-26-2020
12:07:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Aug-26-2020
12:07:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

09
01

77
e1

96
ae

40
2b

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130708



Page 203 of 297

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

6.a Not Done:

Date Location User Value Reason

Aug-26-2020
12:07:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

09
01

77
e1

96
ae

40
2b

\F
in

al
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al
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n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130709



Page 204 of 297

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-26-2020
12:07:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-26-2020
12:07:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-26-2020
13:46:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Aug-26-2020
12:07:55

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09

01
77

e1
96

ae
40

2b
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in
al
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Aug-26-2020
12:07:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Aug/26/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-26-2020
13:46:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BP75G
9

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-26-2020
13:46:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BP75G9

Initial Entry

09
01

77
e1

96
ae

40
2b

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130711



Page 206 of 297

***Confidential***
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Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-26-2020
16:44:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-26-2020
16:44:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-26-2020
16:44:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
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ae
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-26-2020
16:44:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/26/2020 12:16

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-26-2020
16:44:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-26-2020
16:44:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Aug-26-2020
16:44:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

09
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Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-26-2020
16:44:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Aug-26-2020
16:44:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

09
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Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-23-2020
11:10:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sep/23/2020

Initial Entry

09
01
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2b
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: F

E
V
E
R

Were fever or sys
temic symptoms
present on the las
t day the Subject
Diary was compl
eted?:

N
O

Initial Entry

2.a Symptom:

Date Location User Value Reason09
01

77
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ae

40
2b
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al
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FEVER

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: FA

TI
G
U
E

Were fever or sys
temic symptoms
present on the la
st day the Subjec
t Diary was com
pleted?:

N
O

Initial Entry

09
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e1

96
ae

40
2b

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130717



Page 212 of 297

***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.b Symptom:

Date Location User Value Reason

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: HE

AD
AC
HE

Initial Entry

09
01

77
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2b

\F
in

al
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al
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Were fever or sy
stemic symptom
s present on the l
ast day the Subj
ect Diary was co
mpleted?:

NO

2.c Symptom:

Date Location User Value Reason

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Sep-23-2020
11:12:01

ACV0PFEINFP6000  Laura
Pace

Data Entry:
Symptom:: C

Initial Entry

09
01

77
e1

96
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40
2b

\F
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.lpace) HI
L
LS

Were fever or sys
temic symptoms
present on the las
t day the Subject
Diary was compl
eted?:

N
O

2.d Symptom:

Date Location User Value Reason

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.e

Date Location User Value Reason

09
01

77
e1

96
ae

40
2b

\F
in

al
\F

in
al
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: VO

MI
TI
NG

Were fever or sy
stemic symptom
s present on the
last day the Subj
ect Diary was co
mpleted?:

NO

Initial Entry

2.e Symptom:

Date Location User Value Reason

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

40
2b

\F
in

al
\F

in
al
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.f

Date Location User Value Reason

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: DI

AR
RH
EA

Were fever or sy
stemic symptom
s present on the l
ast day the Subj
ect Diary was co
mpleted?:

NO

Initial Entry

09
01

77
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.f Symptom:

Date Location User Value Reason

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: NEW

OR W
ORSE
NED
MUSC
LE PA
IN

Initial Entry

09
01
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Were fever o
r systemic sy
mptoms pres
ent on the las
t day the Sub
ject Diary wa
s completed?
:

NO

2.g Symptom:

Date Location User Value Reason

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR WORSENE
D MUSCLE PAIN

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.h

Date Location User Value Reason

09
01

77
e1

96
ae

40
2b
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: NEW

OR W
ORSE
NED J
OINT
PAIN

Were fever or
systemic sym
ptoms presen
t on the last d
ay the Subjec
t Diary was c
ompleted?:

NO

Initial Entry

09
01

77
e1

96
ae

40
2b

\F
in

al
\F
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.h Symptom:

Date Location User Value Reason

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR WORSENE
D JOINT PAIN

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason09
01

77
e1
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ae
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2b
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry

5.a

Date Location User Value Reason

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site Re
action::

RE
D
NE
SS

Were injection si
te reactions pres
ent on the last da
y the Subject Dia
ry was complete
d?:

N
O

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
REDNESS

Initial Entry

09
01
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e1
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ae
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2b
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site R
eaction::

SW
EL
LI
NG

Were injection s
ite reactions pre
sent on the last
day the Subject
Diary was comp
leted?:

NO

Initial Entry

09
01

77
e1

96
ae

40
2b

\F
in

al
\F

in
al
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.b Injection Site Reaction:

Date Location User Value Reason

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site
Reaction::

PAIN
AT I
NJE
CTIO
N SI
TE

Initial Entry

09
01

77
e1

96
ae

40
2b

\F
in

al
\F
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Were injection
site reactions p
resent on the l
ast day the Su
bject Diary wa
s completed?:

NO

5.c Injection Site Reaction:

Date Location User Value Reason

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
PAIN AT INJECTION
SITE

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-23-2020
11:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

40
2b

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130730



Page 225 of 297

***Confidential***

 

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-23-2020
11:11:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-23-2020
11:11:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-23-2020
11:42:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Sep-23-2020
11:11:21

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09

01
77

e1
96

ae
40

2b
\F

in
al

\F
in

al
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n:
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Sep-23-2020
11:11:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Sep/23/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-23-2020
11:42:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BPYTS
S

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-23-2020
11:42:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPYTSS

Initial Entry

5.b09
01

77
e1

96
ae

40
2b

\F
in

al
\F

in
al

 O
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 0
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Sep-23-2020
11:42:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample I
D:

BMPSB
H

Initial Entry

5.b Sample ID

Date Location User Value Reason

Sep-23-2020
11:42:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BMPSBH

Initial Entry

5.c

Date Location User Value Reason

Sep-23-2020
11:42:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BMPSB
J

Initial Entry

09
01

77
e1

96
ae

40
2b

\F
in

al
\F
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al
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n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130733



Page 228 of 297

***Confidential***

Header Text: c4591001
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c Sample ID

Date Location User Value Reason

Sep-23-2020
11:42:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BMPSBJ

Initial Entry
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Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Sep-23-2020
11:12:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sep/23/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Sep-23-2020
11:12:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Sep-23-2020
11:12:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Feb-14-2021
20:49:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created
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Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Feb-14-2021
20:50:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created
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Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Feb-14-2021
20:54:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created

09
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Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Feb-14-2021
20:55:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Feb-14-2021
20:57:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category:

Date Location User Value Reason

Feb-14-2021
20:49:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Feb-14-2021
20:49:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-14-2021
20:49:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
generalized myalgia

Initial Entry

4. Start Date Time:
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Feb-14-2021
20:49:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/9/2021 18:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-14-2021
20:49:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date Time:

Feb/10/2021 18:00

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Feb-14-2021
20:49:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Feb-14-2021
20:49:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Feb-14-2021
20:49:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Feb-14-2021
20:49:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason
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History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Feb-14-2021
20:49:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Feb-14-2021
20:49:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Feb-14-2021
20:49:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Feb-14-2021
20:49:43
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RECOVERED/RESOL
VED

Initial Entry
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

& Canada)

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Feb-14-2021
20:49:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

09
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category:

Date Location User Value Reason

Feb-14-2021
20:50:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Feb-14-2021
20:50:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-14-2021
20:50:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
chills

Initial Entry

4. Start Date Time:09
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Feb-14-2021
20:50:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/9/2021 18:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-14-2021
20:50:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date Time:

Feb/10/2021 18:00

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Feb-14-2021
20:50:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Feb-14-2021
20:50:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Feb-14-2021
20:50:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Feb-14-2021
20:50:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason
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Feb-14-2021
20:50:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Feb-14-2021
20:50:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Feb-14-2021
20:50:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Feb-14-2021
20:50:45
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RECOVERED/RESOL
VED

Initial Entry
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& Canada)

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Feb-14-2021
20:50:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Feb-14-2021
20:54:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Feb-14-2021
20:54:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-14-2021
20:54:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
axillary lymphadenopa
thy

Initial Entry

4. Start Date Time:09
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Date Location User Value Reason

Feb-14-2021
20:54:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/10/2021 UNK:UN
K

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-21-2021
11:26:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date Time:

Feb/12/2021 UNK
:UNK

New
Information

Feb-14-2021
20:54:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Feb-14-2021
20:54:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

09
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7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Feb-14-2021
20:54:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Feb-14-2021
20:54:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Feb-14-2021
20:54:02
(UTC-05:00)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RELATED

Initial Entry

09
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77
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\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130753



Page 248 of 297

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time (US
& Canada)

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Feb-14-2021
20:54:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Feb-14-2021
20:54:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Feb-14-2021
20:54:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:09
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Date Location User Value Reason

Feb-21-2021
11:26:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Feb-21-2021
11:26:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
RECOVERED/RE
SOLVED

New Information

Feb-21-2021
11:26:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened For AE axillary
lymphadenopathy:
Response to
"What was the
outcome of this
adverse event?" is
'Not
Recovered/Not
Resolved' but AE
End Date/Time is
present.

Feb-14-2021
20:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NOT RECOVERE
D/NOT RESOLVE
D

Transcription
Error

Feb-14-2021
20:54:02
(UTC-05:00)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
RECOVERED/RE
SOLVED

Initial Entry
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Eastern Time (US
& Canada)

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Feb-14-2021
20:54:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

09
01

77
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Back to Form

1. Category:

Date Location User Value Reason

Feb-14-2021
20:55:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Feb-14-2021
20:55:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-14-2021
20:55:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
headache

Initial Entry

4. Start Date Time:09
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Date Location User Value Reason

Feb-14-2021
20:55:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/9/2021 18:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-14-2021
20:55:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date Time:

Feb/10/2021 18:00

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Feb-14-2021
20:55:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
2

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important09
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medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Feb-14-2021
20:55:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Feb-14-2021
20:55:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Feb-14-2021
20:55:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason
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Feb-14-2021
20:55:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Feb-14-2021
20:55:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Feb-14-2021
20:55:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Feb-14-2021
20:55:53
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RECOVERED/RESOL
VED

Initial Entry
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& Canada)

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Feb-14-2021
20:56:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category:

Date Location User Value Reason

Feb-14-2021
20:57:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Feb-14-2021
20:57:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-14-2021
20:57:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
injection site pain

Initial Entry

4. Start Date Time:09
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Date Location User Value Reason

Feb-14-2021
20:57:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/10/2021 UNK:UN
K

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-14-2021
20:57:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date Time:

Feb/11/2021 UNK:
UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Feb-14-2021
20:57:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;09
01
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Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Feb-14-2021
20:57:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Feb-14-2021
20:57:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Feb-14-2021
20:57:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:09
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Date Location User Value Reason

Feb-14-2021
20:57:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Feb-14-2021
20:57:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Feb-14-2021
20:57:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Feb-14-2021
20:57:15
(UTC-05:00)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RECOVERED/RESOL
VED

Initial Entry

09
01
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Eastern Time (US
& Canada)

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Feb-14-2021
20:57:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

09
01
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96
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\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130766



Page 261 of 297

***Confidential***

 

Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-19-2021
09:49:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jan/13/2021

Initial Entry
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Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Jan-19-2021
09:49:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Participant is willing t
o return for Vaccinatio
n 3

Participant is:

eligible per local/na
tional recommendat
ions and confirmed
to have received onl
y placebo at Vaccin
ation 1/2

Initial Entry
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Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Jan-19-2021
09:49:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jan/14/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Jan-19-2021
09:49:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ASSESS ELIGIBILIT
Y FOR ADDITIONA
L VACCINATION

Initial Entry

09
01

77
e1

96
ae

40
2b
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-19-2021
09:49:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jan/19/2021

Initial Entry

09
01

77
e1

96
ae

40
2b

\F
in

al
\F

in
al
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER
VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Jan-19-2021
11:23:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
OBTAINED

Date Written Consent
Obtained

Jan/19/2021

Initial Entry

09
01

77
e1

96
ae

40
2b
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al
\F

in
al
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Jan-19-2021
11:24:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jan/19/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Jan-19-2021
11:24:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
REPEAT SCREENING
1

Initial Entry

3. Status:

Date Location User Value Reason

Jan-19-2021
11:24:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Jan-19-2021
11:24:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Jan-19-2021
11:24:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Jan-19-2021
11:24:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)09
01

77
e1
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ae

40
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al
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al
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jan-19-2021
11:24:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Jan-19-2021
11:24:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason

Jan-19-2021
11:24:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sponsor-Defi
ned Identifie
r:

Not Ap
plicabl
e

Test:: Not Ap
plicabl
e

Result:: Not Ap
plicabl
e

Initial Entry

09
01

77
e1

96
ae

40
2b
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Not Done:: Not Ap
plicabl
e

6.a Sponsor ID:

Date Location User Value Reason

Jan-19-2021
11:24:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Jan-19-2021
11:24:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Jan-19-2021
11:24:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

6.a Not Done:

Date Location User Value Reason

Jan-19-2021
11:24:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

09
01

77
e1

96
ae

40
2b

\F
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al
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-19-2021
11:24:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-19-2021
11:24:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-19-2021
11:57:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Jan-19-2021
11:24:47

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09

01
77

e1
96

ae
40

2b
\F

in
al
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Jan-19-2021
11:24:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Jan/19/2021

Initial Entry

5.a

Date Location User Value Reason

Jan-19-2021
11:57:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
Sample I
D:

BRB8N
B

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jan-19-2021
11:57:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
BRB8NB

Initial Entry

5.b09
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40
2b
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al
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jan-19-2021
11:57:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
Sample I
D:

BNWM
N8

Initial Entry

5.b Sample ID

Date Location User Value Reason

Jan-19-2021
11:57:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
BNWMN8

Initial Entry

5.c

Date Location User Value Reason

Jan-19-2021
11:58:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
Sample
ID:

BNWM
NC

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c Sample ID

Date Location User Value Reason

Jan-19-2021
11:58:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
BNWMNC

Initial Entry

09
01

77
e1

96
ae

40
2b
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-19-2021
11:24:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-19-2021
11:24:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-19-2021
11:30:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Jan-19-2021
11:24:55

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09

01
77

e1
96

ae
40

2b
\F

in
al

\F
in

al
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n:
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Jan-19-2021
11:24:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Jan/19/2021

Initial Entry

5.a

Date Location User Value Reason

Jan-19-2021
11:30:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BRB8N
9

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jan-19-2021
11:30:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BRB8N9

Initial Entry

09
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e1

96
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40
2b
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Jan-19-2021
11:25:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Jan-19-2021
11:25:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Jan-19-2021
11:25:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
e1

96
ae

40
2b

\F
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al
\F

in
al
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-19-2021
11:25:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jan/19/2021 10:46

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Jan-19-2021
11:25:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Jan-19-2021
11:25:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Jan-19-2021
11:25:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

09
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e1
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

8. Actual Dose:

Date Location User Value Reason

Jan-19-2021
11:25:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Jan-19-2021
11:25:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Jan-19-2021
11:25:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-19-2021
11:25:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-09-2021
13:11:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/9/2021

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Feb-09-2021
13:11:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Feb-09-2021
13:11:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Feb-09-2021
13:11:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)09
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Feb-09-2021
13:11:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Feb-09-2021
13:11:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason

Feb-09-2021
13:11:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sponsor-Defi
ned Identifie
r:

Not Ap
plicabl
e

Test:: Not Ap
plicabl
e

Result:: Not Ap
plicabl
e

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Not Done:: Not Ap
plicabl
e

6.a Sponsor ID:

Date Location User Value Reason

Feb-09-2021
13:11:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Feb-09-2021
13:11:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Feb-09-2021
13:11:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

6.a Not Done:

Date Location User Value Reason

Feb-09-2021
13:11:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-09-2021
13:12:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-09-2021
13:12:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-09-2021
13:22:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Feb-09-2021
13:12:07

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Feb-09-2021
13:12:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Feb/9/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-09-2021
13:22:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
Sample I
D:

BRB94
Y

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-09-2021
13:22:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
BRB94Y

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Feb-09-2021
14:23:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Feb-09-2021
14:23:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Feb-09-2021
14:23:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Feb-09-2021
14:23:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/9/2021 13:37

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Feb-09-2021
14:23:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Feb-09-2021
14:23:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Feb-09-2021
14:23:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

8. Actual Dose:

Date Location User Value Reason

Feb-09-2021
14:23:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Feb-09-2021
14:23:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Feb-09-2021
14:23:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Feb-09-2021
14:23:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V103_MONTH1 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-10-2021
09:26:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Mar/9/2021

Initial Entry
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Header Text: c4591001

Visit: V103_MONTH1 Form: CONTACT OUTCOME - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Contact Type:

Date Location User Value Reason

Mar-10-2021
09:26:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
TELEPHONE VISIT

Initial Entry

2. Was contact made?

Date Location User Value Reason

Mar-10-2021
09:26:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Date of Contact:

Mar/9/2021

Initial Entry

09
01

77
e1

96
ae

40
2b

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130799



Page 294 of 297

***Confidential***

 

Header Text: c4591001

Visit:
FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT - eCRF Audit
Trail History

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Mar-10-2021
09:26:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Mar/9/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Mar-10-2021
09:26:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
OPEN LABEL TREAT
MENT

Initial Entry

3. Status:

Date Location User Value Reason

Mar-10-2021
09:26:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject Status

Date Location User Value Reason

Sep-23-2020
11:12:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Aug-05-2020
11:50:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDO
MIZED

Initial Entry

Aug-05-2020
11:45:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Sep-23-2020
11:12:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sep/23/2020

Initial Entry

Aug-05-2020 ACV0PFEINFP6000  auto calc Data Entry: Initial Entry09
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

11:50:32
(UTC-05:00)
Eastern Time (US
& Canada)

(autocalc) Aug/5/2020

Aug-05-2020
11:45:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/5/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071124 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Casebook Signature

Date Location User Value Reason

Sep-10-2020
07:20:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Click Here to Enable

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per
protocol amendment 5, STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response
- Protocol version

24 JUL 2020

2. Select appropriate response
- What cohort does the
subject belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Aug/10/2020
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Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Demography

1. Subject ID [10071159]

2. Birth Date: /1971

3. Sex: FEMALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that
apply):

BLACK OR AFRICAN AMERICAN

6. Racial Designation:
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Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/10/2020

2. Erroneous Visit
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Aug/10/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Allergy codeine]

Start Date: UNK/UNK/1995

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Headache]

Start Date: UNK/UNK/1985

Ongoing: YES
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Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Aug/10/2020

2. Weight: [125.3]

3. Unit: kg

4. Height: [165.0]

5. Unit: cm

6. Body Mass Index: [46.0]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [36.5]

Unit: C

Temperature Location: ORAL CAVITY
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Aug/10/2020

4. Laboratory Name and
Address (Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition

1. Randomization Date : Aug/10/2020

2. Randomization Number: [45643]

3. Randomization Group: [ ]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Aug/10/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BM812C]

5.b Sample ID [BM812D]

5.c Sample ID [BM812F]

5.d Sample ID [BPG03J]

5.e Sample ID [BPG03K]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/10/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BM8124]

09
01

77
e1

96
ae

40
2d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130815



Page 13 of 178

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/10/2020 14:50

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response
- Reactogenicity diary
collection

YES - REACTOGENICITY E-DIARY COLLECTED FOR
THIS SUBJECT

09
01

77
e1

96
ae

40
2d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130817



Page 15 of 178

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/31/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat
fever/pain given on the last
day the Subject Diary was
completed?

NO

2.a Symptom: FEVER

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO
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Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.d Symptom: CHILLS

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.e Symptom: VOMITING

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.f Symptom: DIARRHEA

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

3. Injection Site Location: DELTOID MUSCLE

4. Injection Site Body Side: LEFT

5.a Injection Site Reaction: REDNESS

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO

5.b Injection Site Reaction: SWELLING

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Aug/31/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [37.0]

Unit: C

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Aug/31/2020

4. Laboratory Name and
Address (Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/31/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP75MB]
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/31/2020 11:23

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/28/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat
fever/pain given on the last
day the Subject Diary was
completed?

NO

2.a Symptom: FEVER

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.d Symptom: CHILLS

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.e Symptom: VOMITING

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.f Symptom: DIARRHEA

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

3. Injection Site Location: DELTOID MUSCLE

4. Injection Site Body Side: LEFT

5.a Injection Site Reaction: REDNESS

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO

5.b Injection Site Reaction: SWELLING

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Sep/28/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPYTTR]

5.b Sample ID [BMPSDC]

5.c Sample ID [BMPSDD]
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Header Text: c4591001

Visit: V4_MONTH6_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/23/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Feb/23/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR0ZYB]

5.b Sample ID [BNWN4T]

5.c Sample ID [BNWN4Y]
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Header Text: c4591001

Visit: V5_MONTH12_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

09
01

77
e1

96
ae

40
2d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130833



Page 31 of 178

***Confidential***

 

Header Text: c4591001

Visit: V5_MONTH12_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: V6_MONTH24_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V6_MONTH24_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19

Form Version: 20-Feb-2021 02:17 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom
Started:

//

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]

Health Care Utilization

3. Has the subject been
hospitalized due to potential
COVID-19 illness?
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained
for Potential COVID-19
Illness?

3. Toxicity Grade:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Unplanned - New Unscheduled
Visit

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned - New Unscheduled
Visit

Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Unplanned Assessments

1. Assessments
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Sep/28/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB
- New Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB
- New Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT
SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Category
AE Ide
ntifier

Adverse Event Start Date
Is the Adverse Eve

nt Still Ongoing
Form Instan

ce

 1. ADVERS
E EVENT 

1  Left axilla enlarg
ed lymph node 

Aug/11/2020
UNK:UNK 

NO
End Date Time:

Aug/12/2020 UN
K:UNK

 

Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[Left axilla enlarged lymph node]

4. Start Date Time: Aug/11/2020 UNK:UNK

5. Is the adverse event still
ongoing?

NO

End Date Time:
Aug/12/2020 UNK:UNK

6. Toxicity Grade: 1
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

YES
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Header Text: c4591001

Visit: Logs Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Categ

ory
Medicatio
n Error

Start
Date

Is the medication erro
r Still Ongoing

Study Medication
Errors Action

Form Instan
ce

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with
Study Treatment:

6. Was a Concomitant
Medication given?

7. Was a Non-Drug Treatment
given?

8. Did the Medication Error
cause the subject to be
discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defin
ed Identifier

Category for
Medication

Concomitant Medica
tions Pre-specified

Name of M
edication

Start
Date

Form Instan
ce

 1.           Repeating
Pages
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Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS -
PROHIBITED

Form Version: 22-Apr-2020 21:03

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defi
ned Identifier

Category for
Medication

Concomitant Medic
ations Pre-specified

Name of
Medicatio

n

Dose Des
cription

Form Instan
ce
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Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS -
PROHIBITED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?09
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Header Text: c4591001

Visit: Logs Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Categ

ory
Treatment Ide

ntifier
Con Non-Drug Treatments

Pre-specified
Treatm

ent
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment
Identifier?

[ ]

3. Concomitant Non-drug
Treatment Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Header Text: c4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and
Address (Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vaccination

1. Was there a temporary
delay of vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: INFORMED CONSENT - ASYMPTOMATIC
SURVEILLANCE

Form Version: 14-Jan-2021 02:29 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Informed Consent - Asymptomatic Surveillance

1. Consent Was:
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/16/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response
- Is participant willing to
return for Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible and NOT confirmed to have received only placebo at
Vaccination 1/2
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Feb/17/2021

2. Primary Reason for
Unblinding:

ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Withdrawal Of Consent

1. Withdrawal of Consent
Date :

//
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Death Details

1. Date of Collection /
Notification of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Sep/28/2020
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Robert
Frenck 

Approved Mar-08-2021 21:06:00 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA -
Comments

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Aug-10-2020 15:13:48 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable

09
01

77
e1

96
ae

40
2d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130883



Page 81 of 178

***Confidential***

Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Robert
Frenck 

Approved Mar-08-2021 21:06:00 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Laura Pace  N/A Feb-21-2021 16:19:32 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert
Frenck 

Approved Sep-29-2020 10:25:58 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Laura Pace  N/A Sep-28-2020 11:23:46 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert
Frenck 

Approved Sep-10-2020 15:11:19 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Aug-10-2020
13:53:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Aug-10-2020
13:53:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Aug-10-2020
13:53:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
OBTAINED

Date Written Consent
Obtained

Aug/10/2020

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject ID

Date Location User Value Reason

Aug-10-2020
13:53:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10071159

Item copied
from previous
form

2. Birth Date:

Date Location User Value Reason

Aug-10-2020
13:53:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1971

Enrollment
Entry

3. Sex:

Date Location User Value Reason

Aug-10-2020
13:53:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason09
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-10-2020
13:53:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT HISPANIC OR L
ATINO(A) OR OF SP
ANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Aug-10-2020
13:53:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
BLACK OR AFRICA
N AMERICAN

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-10-2020
13:54:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/10/2020

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Aug-10-2020
15:14:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/10/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Aug-10-2020
15:14:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Aug-10-2020
15:14:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Aug-10-2020
15:16:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

1

Medical His
tory Term:

Allergy
codeine

Start Date: UNK/U
NK/199
5

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Aug-10-2020
15:16:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-10-2020
15:16:30
(UTC-05:00)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Allergy codeine

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time (US
& Canada)

1.a Start Date:

Date Location User Value Reason

Aug-10-2020
15:16:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1995

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Aug-10-2020
15:16:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.b

Date Location User Value Reason

Aug-10-2020
15:16:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

2

Medical His
tory Term:

Headach
e

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Start Date: UNK/U
NK/198
5

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.b Line/MH Number:

Date Location User Value Reason

Aug-10-2020
15:16:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-10-2020
15:16:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Headache

Initial Entry

1.b Start Date:

Date Location User Value Reason

Aug-10-2020
15:16:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1985

Initial Entry

1.b Ongoing:

Date Location User Value Reason
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-10-2020
15:16:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Aug-10-2020
15:15:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/10/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Aug-10-2020
15:15:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
125.3

Initial Entry

3. Unit:

Date Location User Value Reason

Aug-10-2020
15:15:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
kg

Initial Entry

4. Height:09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-10-2020
15:15:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
165.0

Initial Entry

5. Unit:

Date Location User Value Reason

Aug-10-2020
15:15:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Aug-10-2020
15:15:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
46.0

Initial Entry

7.a

Date Location User Value Reason

Aug-10-2020
15:15:40
(UTC-05:00)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Ide 1

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time (US
& Canada)

ntifier::

Temperatur
e:

36.5

Temperatur
e Unit:

C

Temperatur
e Location::

ORAL
CAVIT
Y

7.a Record Identifier:

Date Location User Value Reason

Aug-10-2020
15:15:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Aug-10-2020
15:15:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
36.5

Initial Entry

7.a Unit:

Date Location User Value Reason

09
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\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130900
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-10-2020
15:15:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
C

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Aug-10-2020
15:15:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL CAVITY

Initial Entry

09
01

77
e1

96
ae

40
2d
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n:
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Aug-10-2020
15:15:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Aug-10-2020
15:15:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Aug-10-2020
15:15:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/10/2020

Initial Entry

4. Laboratory Name and Address (Derived)09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-10-2020
15:15:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Aug-10-2020
15:15:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Aug-10-2020
15:15:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

113

Test:: Choriogon
adotropin
Beta_PX11
3

Result:: NEGATIV
E

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Not Done
::

6.a Sponsor ID:

Date Location User Value Reason

Aug-10-2020
15:15:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Aug-10-2020
15:15:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Choriogonadotropin B
eta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Aug-10-2020
15:15:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEGATIVE

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Randomization Date :

Date Location User Value Reason

Aug-10-2020
15:17:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/10/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Aug-10-2020
15:17:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
45643

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-10-2020
15:14:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-10-2020
15:14:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-10-2020
17:34:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Aug-10-2020
15:14:24

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09

01
77

e1
96

ae
40

2d
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Aug-10-2020
15:14:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Aug/10/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-10-2020
17:34:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BM812
C

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-10-2020
17:34:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BM812C

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-10-2020
17:35:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BM812
D

Initial Entry

5.b Sample ID

Date Location User Value Reason

Aug-10-2020
17:35:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BM812D

Initial Entry

5.c

Date Location User Value Reason

Aug-10-2020
17:35:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BM812
F

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c Sample ID

Date Location User Value Reason

Aug-10-2020
17:35:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BM812F

Initial Entry

5.d

Date Location User Value Reason

Aug-10-2020
17:35:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BPG03J

Initial Entry

5.d Sample ID

Date Location User Value Reason

Aug-10-2020
17:35:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPG03J

Initial Entry

5.e

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-10-2020
17:35:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BPG03
K

Initial Entry

5.e Sample ID

Date Location User Value Reason

Aug-10-2020
17:35:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPG03K

Initial Entry

09
01

77
e1
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FDA-CBER-2021-5683-0130910
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-10-2020
15:14:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-10-2020
15:14:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-10-2020
17:34:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Aug-10-2020
15:14:32

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09
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96

ae
40

2d
\F

in
al
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Aug-10-2020
15:14:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Aug/10/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-10-2020
17:34:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BM812
4

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-10-2020
17:34:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BM8124

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-10-2020
15:32:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-10-2020
15:32:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-10-2020
15:32:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-10-2020
15:32:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/10/2020 14:50

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-10-2020
15:32:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-10-2020
15:32:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Aug-10-2020
15:32:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-10-2020
15:32:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Aug-10-2020
15:32:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

09
01
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\F
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail
History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Aug-10-2020
15:34:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES - REACTOGENI
CITY E-DIARY COL
LECTED FOR THIS S
UBJECT

Initial Entry

09
01

77
e1

96
ae

40
2d

\F
in
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-31-2020
11:35:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/31/2020

Initial Entry

09
01

77
e1

96
ae

40
2d

\F
in
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al
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: F

E
V
E
R

Were fever or sys
temic symptoms
present on the las
t day the Subject
Diary was compl
eted?:

N
O

Initial Entry

2.a Symptom:

Date Location User Value Reason09
01

77
e1

96
ae

40
2d

\F
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al
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al
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FEVER

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: FA

TI
G
U
E

Were fever or sys
temic symptoms
present on the la
st day the Subjec
t Diary was com
pleted?:

N
O

Initial Entry

09
01
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40
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.b Symptom:

Date Location User Value Reason

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: HE

AD
AC
HE

Initial Entry

09
01
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Were fever or sy
stemic symptom
s present on the l
ast day the Subj
ect Diary was co
mpleted?:

NO

2.c Symptom:

Date Location User Value Reason

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Aug-31-2020
11:37:14

ACV0PFEINFP6000  Laura
Pace

Data Entry:
Symptom:: C

Initial Entry

09
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.lpace) HI
L
LS

Were fever or sys
temic symptoms
present on the las
t day the Subject
Diary was compl
eted?:

N
O

2.d Symptom:

Date Location User Value Reason

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.e

Date Location User Value Reason

09
01

77
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: VO

MI
TI
NG

Were fever or sy
stemic symptom
s present on the
last day the Subj
ect Diary was co
mpleted?:

NO

Initial Entry

2.e Symptom:

Date Location User Value Reason

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

40
2d
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al
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al
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.f

Date Location User Value Reason

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: DI

AR
RH
EA

Were fever or sy
stemic symptom
s present on the l
ast day the Subj
ect Diary was co
mpleted?:

NO

Initial Entry

09
01

77
e1

96
ae

40
2d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
2 

(G
M

T
)

FDA-CBER-2021-5683-0130924



Page 122 of 178

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.f Symptom:

Date Location User Value Reason

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: NEW

OR W
ORSE
NED
MUSC
LE PA
IN

Initial Entry

09
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Were fever o
r systemic sy
mptoms pres
ent on the las
t day the Sub
ject Diary wa
s completed?
:

NO

2.g Symptom:

Date Location User Value Reason

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR WORSENE
D MUSCLE PAIN

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.h

Date Location User Value Reason
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: NEW

OR W
ORSE
NED J
OINT
PAIN

Were fever or
systemic sym
ptoms presen
t on the last d
ay the Subjec
t Diary was c
ompleted?:

NO

Initial Entry

09
01

77
e1
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ae

40
2d

\F
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Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.h Symptom:

Date Location User Value Reason

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR WORSENE
D JOINT PAIN

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason09
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry

5.a

Date Location User Value Reason

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site Re
action::

RE
D
NE
SS

Were injection si
te reactions pres
ent on the last da
y the Subject Dia
ry was complete
d?:

N
O

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
REDNESS

Initial Entry

09
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Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site R
eaction::

SW
EL
LI
NG

Were injection s
ite reactions pre
sent on the last
day the Subject
Diary was comp
leted?:

NO

Initial Entry

09
01
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Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.b Injection Site Reaction:

Date Location User Value Reason

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site
Reaction::

PAIN
AT I
NJE
CTIO
N SI
TE

Initial Entry
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History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Were injection
site reactions p
resent on the l
ast day the Su
bject Diary wa
s completed?:

NO

5.c Injection Site Reaction:

Date Location User Value Reason

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
PAIN AT INJECTION
SITE

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-31-2020
11:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

09
01

77
e1
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2d
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al
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al
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Aug-31-2020
11:36:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/31/2020

Initial Entry

2.a

Date Location User Value Reason

Aug-31-2020
11:36:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Ide
ntifier::

1

Temperatur
e:

37.0

Temperatur
e Unit:

C

Temperatur
e Location::

ORAL
CAVIT
Y

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Aug-31-2020
11:36:04
(UTC-05:00)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

09
01

77
e1

96
ae

40
2d

\F
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al
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al
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time (US
& Canada)

2.a Temperature:

Date Location User Value Reason

Aug-31-2020
11:36:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
37.0

Initial Entry

2.a Unit:

Date Location User Value Reason

Aug-31-2020
11:36:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
C

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Aug-31-2020
11:36:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Aug-31-2020
11:36:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Aug-31-2020
11:36:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Aug-31-2020
11:36:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/31/2020

Initial Entry

4. Laboratory Name and Address (Derived)09
01
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e1

96
ae

40
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\F

in
al
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-31-2020
11:36:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Aug-31-2020
11:36:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Aug-31-2020
11:36:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

113

Test:: Choriogon
adotropin
Beta_PX11
3

Result:: NEGATIV
E

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Not Done
::

6.a Sponsor ID:

Date Location User Value Reason

Aug-31-2020
11:36:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Aug-31-2020
11:36:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Choriogonadotropin B
eta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Aug-31-2020
11:36:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-31-2020
11:36:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-31-2020
11:36:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-31-2020
15:21:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Aug-31-2020
11:36:25

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09

01
77

e1
96
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2d
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Aug-31-2020
11:36:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Aug/31/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-31-2020
15:21:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BP75M
B

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-31-2020
15:21:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BP75MB

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-31-2020
12:13:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-31-2020
12:13:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-31-2020
12:13:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
e1

96
ae

40
2d

\F
in

al
\F

in
al
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-31-2020
12:13:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/31/2020 11:23

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-31-2020
12:13:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-31-2020
12:13:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Aug-31-2020
12:13:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

09
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-31-2020
12:13:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Aug-31-2020
12:13:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

09
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-28-2020
11:23:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sep/28/2020

Initial Entry

09
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: F

E
V
E
R

Were fever or sys
temic symptoms
present on the las
t day the Subject
Diary was compl
eted?:

N
O

Initial Entry

2.a Symptom:

Date Location User Value Reason09
01

77
e1

96
ae

40
2d

\F
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al
\F

in
al
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FEVER

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: FA

TI
G
U
E

Were fever or sys
temic symptoms
present on the la
st day the Subjec
t Diary was com
pleted?:

N
O

Initial Entry

09
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.b Symptom:

Date Location User Value Reason

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: HE

AD
AC
HE

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Were fever or sy
stemic symptom
s present on the l
ast day the Subj
ect Diary was co
mpleted?:

NO

2.c Symptom:

Date Location User Value Reason

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Sep-28-2020
11:24:38

ACV0PFEINFP6000  Laura
Pace

Data Entry:
Symptom:: C

Initial Entry

09
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.lpace) HI
L
LS

Were fever or sys
temic symptoms
present on the las
t day the Subject
Diary was compl
eted?:

N
O

2.d Symptom:

Date Location User Value Reason

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.e

Date Location User Value Reason

09
01

77
e1

96
ae

40
2d

\F
in

al
\F
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: VO

MI
TI
NG

Were fever or sy
stemic symptom
s present on the
last day the Subj
ect Diary was co
mpleted?:

NO

Initial Entry

2.e Symptom:

Date Location User Value Reason

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

40
2d
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.f

Date Location User Value Reason

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: DI

AR
RH
EA

Were fever or sy
stemic symptom
s present on the l
ast day the Subj
ect Diary was co
mpleted?:

NO

Initial Entry

09
01
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.f Symptom:

Date Location User Value Reason

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: NEW

OR W
ORSE
NED
MUSC
LE PA
IN

Initial Entry

09
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Were fever o
r systemic sy
mptoms pres
ent on the las
t day the Sub
ject Diary wa
s completed?
:

NO

2.g Symptom:

Date Location User Value Reason

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR WORSENE
D MUSCLE PAIN

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.h

Date Location User Value Reason

09
01

77
e1

96
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40
2d
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: NEW

OR W
ORSE
NED J
OINT
PAIN

Were fever or
systemic sym
ptoms presen
t on the last d
ay the Subjec
t Diary was c
ompleted?:

NO

Initial Entry

09
01

77
e1

96
ae

40
2d

\F
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.h Symptom:

Date Location User Value Reason

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR WORSENE
D JOINT PAIN

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason09
01
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry

5.a

Date Location User Value Reason

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site Re
action::

RE
D
NE
SS

Were injection si
te reactions pres
ent on the last da
y the Subject Dia
ry was complete
d?:

N
O

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
REDNESS

Initial Entry

09
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e1
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site R
eaction::

SW
EL
LI
NG

Were injection s
ite reactions pre
sent on the last
day the Subject
Diary was comp
leted?:

NO

Initial Entry

09
01

77
e1

96
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40
2d

\F
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.b Injection Site Reaction:

Date Location User Value Reason

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site
Reaction::

PAIN
AT I
NJE
CTIO
N SI
TE

Initial Entry

09
01

77
e1

96
ae

40
2d

\F
in

al
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Were injection
site reactions p
resent on the l
ast day the Su
bject Diary wa
s completed?:

NO

5.c Injection Site Reaction:

Date Location User Value Reason

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
PAIN AT INJECTION
SITE

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-28-2020
11:24:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

40
2d

\F
in

al
\F
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 O
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-28-2020
11:23:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-28-2020
11:23:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-28-2020
13:35:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Sep-28-2020
11:23:59

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09

01
77

e1
96

ae
40

2d
\F

in
al
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in

al
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n:
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Sep-28-2020
11:23:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Sep/28/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-28-2020
13:35:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BPYTT
R

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-28-2020
13:35:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPYTTR

Initial Entry

5.b09
01

77
e1

96
ae

40
2d
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Sep-28-2020
13:35:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample I
D:

BMPSD
C

Initial Entry

5.b Sample ID

Date Location User Value Reason

Sep-28-2020
13:35:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BMPSDC

Initial Entry

5.c

Date Location User Value Reason

Sep-28-2020
13:35:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample I
D:

BMPSD
D

Initial Entry

09
01

77
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96
ae

40
2d

\F
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c Sample ID

Date Location User Value Reason

Sep-28-2020
13:35:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BMPSDD

Initial Entry

09
01

77
e1

96
ae

40
2d

\F
in

al
\F

in
al

 O
n:
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Header Text: c4591001

Visit: V4_MONTH6_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-23-2021
10:49:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/23/2021

Initial Entry

09
01

77
e1

96
ae

40
2d

\F
in
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n:

 0
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Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-23-2021
10:49:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-23-2021
10:49:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-23-2021
10:52:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Feb-23-2021
10:49:34

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09

01
77

e1
96

ae
40

2d
\F

in
al

\F
in

al
 O

n:
 0

1-
A

pr
-2

02
1 

05
:3

2 
(G

M
T

)

FDA-CBER-2021-5683-0130964



Page 162 of 178
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Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Feb-23-2021
10:49:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Feb/23/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-23-2021
10:52:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
Sample I
D:

BR0ZY
B

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-23-2021
10:52:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
BR0ZYB

Initial Entry
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Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Feb-23-2021
10:53:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
Sample I
D:

BNWN
4T

Initial Entry

5.b Sample ID

Date Location User Value Reason

Feb-23-2021
10:53:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
BNWN4T

Initial Entry

5.c

Date Location User Value Reason

Feb-23-2021
10:53:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
Sample I
D:

BNWN
4Y

Initial Entry
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Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c Sample ID

Date Location User Value Reason

Feb-23-2021
10:53:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
BNWN4Y

Initial Entry
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit
Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Sep-28-2020
11:24:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sep/28/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Sep-28-2020
11:24:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Sep-28-2020
11:24:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Aug-25-2020
11:50:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category:

Date Location User Value Reason

Aug-25-2020
11:50:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Aug-25-2020
11:50:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Aug-27-2020
04:36:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Closed Response
satisfies query

Aug-26-2020
10:10:32

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answere
d

Transcription
Error09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Aug-26-2020
10:10:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Left axilla enlarge
d lymph node

Transcription
Error

Aug-26-2020
10:03:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Swaranjali
Subhash
Pawar
(pfe.pawars01)

Query 1: Opened DM: A trailing
space is
identified. To
avoid
processing
errors, please
remove the
identified
character by
deleting the
entry and
re-entering the
data (without
using copy and
paste).

Aug-25-2020
11:50:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Left axilla enlarge
d lymph node

Initial Entry

4. Start Date Time:
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-25-2020
11:50:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/11/2020 UNK:U
NK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Aug-25-2020
11:50:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date Time:

Aug/12/2020 UNK:
UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Aug-25-2020
11:50:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;09
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Aug-25-2020
11:50:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Aug-25-2020
11:50:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Aug-27-2020
13:11:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:09
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-25-2020
11:50:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Aug-25-2020
11:50:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Aug-25-2020
11:50:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Aug-25-2020
11:50:10
(UTC-05:00)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RECOVERED/RESO
LVED

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time (US
& Canada)

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Aug-25-2020
11:50:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-21-2021
16:20:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/16/2021

Transcription
Error

Feb-21-2021
16:19:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/17/2021

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION -
eCRF Audit Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Feb-21-2021
16:20:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Participant is willing t
o return for Vaccinatio
n 3

Participant is:

eligible and NOT c
onfirmed to have re
ceived only placebo
at Vaccination 1/2

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Feb-21-2021
16:19:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/17/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Feb-21-2021
16:19:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ASSESS ELIGIBILIT
Y FOR ADDITIONA
L VACCINATION

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject Status

Date Location User Value Reason

Sep-28-2020
11:24:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Aug-10-2020
15:17:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDO
MIZED

Initial Entry

Aug-10-2020
15:14:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Sep-28-2020
11:24:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sep/28/2020

Initial Entry

Aug-10-2020 ACV0PFEINFP6000  auto calc Data Entry: Initial Entry09
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

15:17:30
(UTC-05:00)
Eastern Time (US
& Canada)

(autocalc) Aug/10/2020

Aug-10-2020
15:14:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/10/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071159 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Casebook Signature

Date Location User Value Reason

Sep-10-2020
07:58:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Click Here to Enable

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol
amendment 5, STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response -
Protocol version

24 JUL 2020

2. Select appropriate response -
What cohort does the subject
belong to?

STAGE 3 COHORTS
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Aug/13/2020
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Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Demography

1. Subject ID [10071192]

2. Birth Date: /1943

3. Sex: FEMALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): WHITE

6. Racial Designation:
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/13/2020

2. Erroneous Visit

09
01

77
e1

96
ae

40
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0130985



Page 5 of 283

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Aug/13/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Hysterectomy]

Start Date: Dec/UNK/1992

Ongoing: NO

End Date:
Dec/UNK/1992

1.b Line/MH Number: [2]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Uterine fibroid polyp]

Start Date: UNK/UNK/1992

Ongoing: NO

End Date:
Dec/UNK/1992

1.c Line/MH Number: [3]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Bladder prolapse]

Start Date: UNK/UNK/2006

Ongoing: NO

End Date:
UNK/UNK/2006
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.d Line/MH Number: [4]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Cystocele repair]

Start Date: UNK/UNK/2006

Ongoing: NO

End Date:
UNK/UNK/2006

1.e Line/MH Number: [5]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Hypothyroidism]

Start Date: Feb/UNK/2020

Ongoing: YES

1.f Line/MH Number: [6]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Type 2 diabetes mellitus]

Start Date: Mar/UNK/2020

Ongoing: YES

1.g Line/MH Number: [7]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Basal cell carcinoma of skin in situ]

Start Date: Oct/UNK/2019

Ongoing: NO

End Date:
Oct/UNK/201909
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.h Line/MH Number: [8]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Plastic repair of pinna]

Start Date: Oct/UNK/2019

Ongoing: NO

End Date:
Oct/UNK/2019

1.i Line/MH Number: [9]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Basal cell carcinoma]

Start Date: UNK/UNK/2010

Ongoing: YES

1.j Line/MH Number: [10]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Hypercholesterolemia]

Start Date: UNK/UNK/2005

Ongoing: YES

1.k Line/MH Number: [11]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Left ventricular hypertrophy]

Start Date: Feb/27/2019

Ongoing: YES
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.l Line/MH Number: [12]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Bursitis of right hip]

Start Date: UNK/UNK/2019

Ongoing: YES

1.m Line/MH Number: [13]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Barrett's esophagus]

Start Date: Mar/17/2017

Ongoing: NO

End Date:
Aug/9/2019

1.n Line/MH Number: [14]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Chronic gastritis]

Start Date: Mar/17/2017

Ongoing: YES

1.o Line/MH Number: [15]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Chronic kidney disease stage 3]

Start Date: UNK/UNK/2019

Ongoing: YES
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Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Aug/13/2020

2. Weight: [64.3]

3. Unit: kg

4. Height: [154.0]

5. Unit: cm

6. Body Mass Index: [27.1]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [36.5]

Unit: C

Temperature Location: ORAL CAVITY
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Center
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and Address
(Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition

1. Randomization Date : Aug/13/2020

2. Randomization Number: [228139]

3. Randomization Group: [ ]

09
01

77
e1

96
ae

40
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0130994



Page 14 of 283

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Aug/13/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BM817Y]

5.b Sample ID [BM817Z]

5.c Sample ID [BM8180]

5.d Sample ID [BPG06D]

5.e Sample ID [BPG06F]
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/13/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BM816F]
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/13/2020 14:49

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: RIGHT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES

09
01

77
e1

96
ae

40
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0130997



Page 17 of 283

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

YES - REACTOGENICITY E-DIARY COLLECTED FOR THIS
SUBJECT
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/3/2020

2. Erroneous Visit

09
01

77
e1

96
ae

40
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0130999



Page 19 of 283

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat
fever/pain given on the last day
the Subject Diary was
completed?

NO

2.a Symptom: FEVER

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO

2.d Symptom: CHILLS

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO
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Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.e Symptom: VOMITING

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO

2.f Symptom: DIARRHEA

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO

2.h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO

3. Injection Site Location: DELTOID MUSCLE

4. Injection Site Body Side: RIGHT

5.a Injection Site Reaction: REDNESS

Were injection site reactions
present on the last day the
Subject Diary was
completed?

NO
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Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.b Injection Site Reaction: SWELLING

Were injection site reactions
present on the last day the
Subject Diary was
completed?

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site reactions
present on the last day the
Subject Diary was
completed?

NO
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Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Sep/3/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [36.8]

Unit: C

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and Address
(Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/3/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP75NY]
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/3/2020 14:27

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: RIGHT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/1/2020

2. Erroneous Visit

09
01

77
e1

96
ae

40
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131007



Page 27 of 283

***Confidential***

 

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat
fever/pain given on the last day
the Subject Diary was
completed?

NO

2.a Symptom: FEVER

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO

2.d Symptom: CHILLS

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.e Symptom: VOMITING

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO

2.f Symptom: DIARRHEA

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO

2.h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO

3. Injection Site Location: DELTOID MUSCLE

4. Injection Site Body Side: RIGHT

5.a Injection Site Reaction: REDNESS

Were injection site reactions
present on the last day the
Subject Diary was
completed?

NO
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.b Injection Site Reaction: SWELLING

Were injection site reactions
present on the last day the
Subject Diary was
completed?

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site reactions
present on the last day the
Subject Diary was
completed?

NO
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/1/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPYTW1]

5.b Sample ID [BMPSGY]

5.c Sample ID [BMPSGZ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 20-Feb-2021 02:17 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom Started: //

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]

Health Care Utilization

3. Has the subject been
hospitalized due to potential
COVID-19 illness?
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

3. Toxicity Grade:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Unplanned Assessments

1. Assessments
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Oct/1/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB -
New Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB -
New Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT
SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Category
AE Iden

tifier
Adverse Event Start Date

Is the Adverse Event
Still Ongoing

Form Instan
ce

 1. ADVERSE
EVENT 

1  Gastrointestinal Ble
ed 

Dec/9/2020 U
NK:UNK 

NO
End Date Time:

Jan/7/2021 UNK:U
NK

 

Repeating
Pages

 2. ADVERSE
EVENT 

2  right gluteus mediu
s tendon tear 

Sep/27/2020 U
NK:UNK 

NO
End Date Time:

Dec/3/2020 UNK:U
NK

 

Repeating
Pages

 3. ADVERSE
EVENT 

3  Gastric ulcer  Dec/11/2020 U
NK:UNK 

YES  Repeating
Pages

 4. ADVERSE
EVENT 

4  Duodenal ulcer  Dec/17/2020 U
NK:UNK 

NO
End Date Time:

Feb/11/2021 UNK:
UNK

 

Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis,
not individual symptoms)

[Gastrointestinal Bleed]

4. Start Date Time: Dec/9/2020 UNK:UNK

5. Is the adverse event still
ongoing?

NO

End Date Time:
Jan/7/2021 UNK:UNK

6. Toxicity Grade: 3
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Header Text: c4591001
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical intervention
to prevent above outcomes).

YES

Is this serious event associated with congenital anomaly or birth
defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant
disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
NO

8. Is this adverse event the result
of a study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[GI bleed after surgery. Gastric and duodenal ulcers.]

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

12. Was a Non-Drug Treatment
given?

YES

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from
the study?

NO

15. Serious Adverse Event
Number: For Pfizer Use Only

[2020491752]
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

3. Adverse Event:
(If possible specify diagnosis,
not individual symptoms)

[right gluteus medius tendon tear]

4. Start Date Time: Sep/27/2020 UNK:UNK

5. Is the adverse event still
ongoing?

NO

End Date Time:
Dec/3/2020 UNK:UNK

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical intervention
to prevent above outcomes).

NO
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8. Is this adverse event the result
of a study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[injury]

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment
given?

YES

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from
the study?

NO

15. Serious Adverse Event
Number: For Pfizer Use Only

[ ]
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [3]

3. Adverse Event:
(If possible specify diagnosis,
not individual symptoms)

[Gastric ulcer]

4. Start Date Time: Dec/11/2020 UNK:UNK

5. Is the adverse event still
ongoing?

YES

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical intervention
to prevent above outcomes).

NO
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

8. Is this adverse event the result
of a study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[surgical stress]

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of this
adverse event?:

RECOVERING/RESOLVING

14. Did the adverse event cause the
subject to be discontinued from
the study?

NO

15. Serious Adverse Event
Number: For Pfizer Use Only

[ ]
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [4]

3. Adverse Event:
(If possible specify diagnosis,
not individual symptoms)

[Duodenal ulcer]

4. Start Date Time: Dec/17/2020 UNK:UNK

5. Is the adverse event still
ongoing?

NO

End Date Time:
Feb/11/2021 UNK:UNK

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical intervention
to prevent above outcomes).

NO
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

8. Is this adverse event the result
of a study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[surgical stress]

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from
the study?

NO

15. Serious Adverse Event
Number: For Pfizer Use Only

[ ]
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#
Categ

ory
Medication

Error
Start D

ate
Is the medication error St

ill Ongoing
Study Medication Err

ors Action
Form Instanc

e

 1.           Repeating
Pages
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with
Study Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment
given?

8. Did the Medication Error cause
the subject to be discontinued
from the study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event
Number: For Pfizer Use Only

[ ]
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Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Define

d Identifier
Category for
Medication

Concomitant Medicatio
ns Pre-specified

Name of Me
dication

Start
Date

Form Instan
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 1.           Repeating
Pages
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic
drug name (including salt
form, where applicable).
Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
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Category fo
r Medicatio

n

Concomitant Medi
cations Pre-specifie

d

Name of
Medicatio

n

Dose De
scription

Form Instan
ce

 1. DELETED [ ]      [ ]  [ ]  Repeating
Pages
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Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic
drug name (including salt
form, where applicable).
Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Form Version: 22-Apr-2020 21:02

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Catego

ry
Treatment Ident
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Con Non-Drug Treatments Pre-s
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Treatme
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Start Da
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Form Instance
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment
Identifier?

[ ]

3. Concomitant Non-drug
Treatment Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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~I Transfusion Type 

~I PACKED RBC 

~I PACKED RBC 

~I PACKED RBC 

***Confidential*** 
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Site Name: (1007) Cincinnati Children's Hospital Medical 
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Subject Initials: ---
Generated Time (GMT): 29-Mar-2021 04:12 

I Date of Transfusion I Form Instance 
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I Dec/16/2020 I ReQeating Pages 
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Back to Form
eCRF Audit Trail History
Form Audit Trail

1. Transfusion Type: PACKED RBC

2. Date of Transfusion: Dec/10/2020
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Back to Form
eCRF Audit Trail History
Form Audit Trail

1. Transfusion Type: PACKED RBC

2. Date of Transfusion: Dec/16/2020
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Back to Form
eCRF Audit Trail History
Form Audit Trail

1. Transfusion Type: PACKED RBC

2. Date of Transfusion: Dec/18/2020
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Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form Version: 20-Feb-2021 02:16 Form Status: Not Started
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Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Form Version: 20-Feb-2021 02:14 Form Status: Not Started
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Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and Address
(Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/15/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible per local/national recommendations and confirmed to have
received only placebo at Vaccination 1/2
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Jan/19/2021

2. Primary Reason for
Unblinding:

ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Death Details

1. Date of Collection /
Notification of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/25/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. Consent Was: OBTAINED

Date Written Consent Obtained
Feb/25/2021
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Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. Date of
Completion/Discontinuation
/Death :

Feb/25/2021

2. Phase of Disposition: REPEAT SCREENING 1

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and Address
(Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Feb/25/2021

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRB5L6]

5.b Sample ID [BSB7C8]

5.c Sample ID [BSB7CB]
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Feb/25/2021

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRB5L7]
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Feb/25/2021 11:44

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: RIGHT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was
Observed

30 MINUTES

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and Address
(Derived)

[ ]

5. Specimen Type:

Lab Result

6.a Sponsor ID: [ ]

Test:

Result:

Not Done:
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?
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Header Text: c4591001

Visit: V103_MONTH1 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V103_MONTH1 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: V104_MONTH6 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V104_MONTH6 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: V105_MONTH18 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V105_MONTH18 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]

09
01

77
e1

96
ae

40
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131076



Page 96 of 283

***Confidential***

 

Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT

Form Version: 20-Feb-2021 02:26 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Oct/1/2020

09
01

77
e1

96
ae

40
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131078



Page 98 of 283

***Confidential***

 

Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable

09
01

77
e1

96
ae

40
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131079



Page 99 of 283

***Confidential***

 

Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Robert
Frenck 

Approved Mar-08-2021 21:25:20 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the
results of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Form Version: 20-Feb-2021 02:14 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

4 Feb-25-2021 11:51:43 (UTC-05:00)
Eastern Time (US & Canada)

Haley Muth
(pfe.hmuth)

Not Applicable
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 20-Feb-2021 02:14 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

5 Feb-25-2021 11:51:43 (UTC-05:00)
Eastern Time (US & Canada)

Haley Muth
(pfe.hmuth)

Not Applicable
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 20-Feb-2021 02:14 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

6.a Feb-25-2021 11:51:43 (UTC-05:00)
Eastern Time (US & Canada)

Haley Muth
(pfe.hmuth)

Not Applicable
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 20-Feb-2021 02:14 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

6.a Feb-25-2021 11:51:43 (UTC-05:00)
Eastern Time (US & Canada)

Haley Muth
(pfe.hmuth)

Not Applicable
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 20-Feb-2021 02:14 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

6.a Feb-25-2021 11:51:43 (UTC-05:00)
Eastern Time (US & Canada)

Haley Muth
(pfe.hmuth)

Not Applicable
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Robert
Frenck 

Approved Mar-08-2021 21:25:20 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the
results of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Laura Pace  N/A Feb-21-2021 16:29:40 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert
Frenck 

Approved Feb-07-2021 22:45:44 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the
results of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Laura Pace  N/A Jan-30-2021 16:50:49 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert
Frenck 

Approved Jan-29-2021 22:47:12 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the
results of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Laura Pace  N/A Jan-24-2021 19:49:03 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert
Frenck 

Approved Jan-11-2021 16:00:28 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the
results of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.09
01

77
e1

96
ae

40
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131111



Page 131 of 283

***Confidential***

Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Laura Pace  N/A Jan-07-2021 14:08:59 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert
Frenck 

Approved Dec-30-2020 22:35:20 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the
results of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Laura Pace  N/A Dec-22-2020 22:45:56 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert
Frenck 

Approved Dec-20-2020 22:55:11 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the
results of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.09
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Laura Pace  N/A Dec-15-2020 20:27:39 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert
Frenck 

Approved Oct-02-2020 09:29:00 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the
results of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Laura Pace  N/A Oct-01-2020 13:32:55 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert
Frenck 

Approved Sep-10-2020 17:20:59 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the
results of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that
this electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.09
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Aug-13-2020
15:14:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Aug-13-2020
15:14:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Aug-13-2020
15:14:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
OBTAINED

Date Written Consent Obt
ained

Aug/13/2020

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject ID

Date Location User Value Reason

Aug-13-2020
15:13:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10071192

Item copied
from previous
form

2. Birth Date:

Date Location User Value Reason

Aug-13-2020
15:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1943

Enrollment Entry

3. Sex:

Date Location User Value Reason

Aug-13-2020
15:14:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Aug-13-2020
15:14:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT HISPANIC OR LATI
NO(A) OR OF SPANISH O
RIGIN

Initial Entry

5. Race: (Check X all that apply):09
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-13-2020
15:14:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
WHITE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-13-2020
15:15:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/13/2020

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Aug-13-2020
15:15:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/13/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Aug-13-2020
15:15:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Aug-13-2020
15:15:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Aug-13-2020
18:54:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

1

Medical Hist
ory Term:

Hysterectom
y

Start Date: Dec/UNK/1
992

Ongoing: NO
End Date:

Dec/UN
K/1992

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Aug-13-2020
18:54:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Jan-21-2021
20:18:37
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response
satisfies query
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-21-2021
07:06:44
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered correct; 'right
gluteus medius
tendon tear start
is 27Sep2020

Jan-21-2021
00:41:26
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Reissued:Open
ed

Clinical SAE
med history (in
narrative) has
'right gluteus
medius tendon
tear from
27Sep2020
(right hip open
gluteus medius
repair on
03Dec2020), for
condition &
surgery
immediately
prior to GI bleed

Jan-20-2021
08:00:21
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered please clarify
where it is
reported
27feb2020; our
records have
27sep2020

Jan-07-2021
09:06:44
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened CLINICAL Past
Med Hx does not
contain
condition "right
gluteus medius
tendon tear" on
27Feb20, as
reported in SAE,
which led to
surgical repair
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

on 03Dec20.
Please review for
safety relevance,
and update Med
Hx as
appropriate.

Aug-13-2020
18:54:44
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Hysterectomy

Initial Entry

1.a Start Date:

Date Location User Value Reason

Aug-13-2020
18:54:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Dec/UNK/1992

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Aug-13-2020
18:54:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date:

Dec/UNK/1992

Initial Entry

1.b

Date Location User Value Reason

Aug-14-2020
12:24:33
(UTC-05:00) Eastern

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
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2
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history
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Time (US & Canada) Medical His
tory Term:

Uterine fibro
id polyp

Start Date: UNK/UNK/
1992

Ongoing: NO
End Date:

Dec/UN
K/1992

Aug-13-2020
18:55:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Line/M
H Num
ber:

2

Medical
History
Term:

Abnormal uterin
e bleeding due to
uterine fibroid

Start D
ate:

UNK/UNK/1992

Ongoin
g:

NO
End Date:

Dec/UNK/19
92

Transcription
Error

Aug-13-2020
18:55:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/M
H Num
ber:

2

Medical
History
Term:

Abnormal uterin
e bleeding due to
uterine fibroid

Start D
ate:

Dec/UNK/1992

Initial Entry
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Ongoin
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NO
End Date:

Dec/UNK/19
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1.b Line/MH Number:

Date Location User Value Reason

Aug-13-2020
18:55:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-14-2020
14:00:43
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query
1: Clo
sed

Discrepancy
has been
closed.

Aug-14-2020
12:24:33
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
1: An
swere
d

updated
medical
history

Aug-14-2020
12:24:33
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data
Entry
:
Uterin
e fibr
oid po
lyp

updated
medical
history

Aug-13-2020
22:34:37
(UTC-05:00)
Eastern Time
(US &

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query
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ened

Multiple
concepts in
the term
ABNORMAL
UTERINE
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Canada) BLEEDING
DUE TO
UTERINE
FIBROID.
Split the term
into
ABNORMAL
UTERINE
BLEEDING
and
UTERINE
FIBROID and
submit
separately.
Thank you.

Aug-13-2020
18:55:19
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data
Entry
:
Abnor
mal ut
erine
bleedi
ng du
e to ut
erine
fibroi
d

Initial Entry

1.b Start Date:

Date Location User Value Reason

Aug-13-2020
18:55:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1992

Transcription
Error
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Aug-13-2020
18:55:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Dec/UNK/1992

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Aug-13-2020
18:55:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date:

Dec/UNK/1992

Initial Entry

1.c

Date Location User Value Reason

Aug-13-2020
18:56:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

3

Medical Hist
ory Term:

Bladder prol
apse

Start Date: UNK/UNK/
2006

Ongoing: NO
End Date:

UNK/UN
K/2006

Initial Entry
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1.c Line/MH Number:

Date Location User Value Reason

Aug-13-2020
18:56:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-13-2020
18:56:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Bladder prolapse

Initial Entry

1.c Start Date:

Date Location User Value Reason

Aug-13-2020
18:56:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/2006

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Aug-13-2020
18:56:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date:

UNK/UNK/2006

Initial Entry

1.d

Date Location User Value Reason
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Aug-13-2020
18:56:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

4

Medical Hist
ory Term:

Cystocele re
pair

Start Date: UNK/UNK/
2006

Ongoing: NO
End Date:

UNK/UN
K/2006

Initial Entry

09
01

77
e1
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1.d Line/MH Number:

Date Location User Value Reason

Aug-13-2020
18:56:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-13-2020
18:56:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Cystocele repair

Initial Entry

1.d Start Date:

Date Location User Value Reason

Aug-13-2020
18:56:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/2006

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Aug-13-2020
18:56:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date:

UNK/UNK/2006

Initial Entry

1.e

Date Location User Value Reason

09
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Aug-13-2020
18:57:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

5

Medical Histor
y Term:

Hypothyro
idism

Start Date: Feb/UNK/
2020

Ongoing: YES

Initial Entry

09
01
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1.e Line/MH Number:

Date Location User Value Reason

Aug-13-2020
18:57:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-13-2020
18:57:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Hypothyroidism

Initial Entry

1.e Start Date:

Date Location User Value Reason

Aug-13-2020
18:57:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/UNK/2020

Initial Entry

1.e Ongoing:

Date Location User Value Reason

Aug-13-2020
18:57:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.f

Date Location User Value Reason09
01
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ae
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Aug-13-2020
18:58:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

6

Medical Hist
ory Term:

Type 2 diabet
es mellitus

Start Date: Mar/UNK/20
20

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

40
20
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al
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1.f Line/MH Number:

Date Location User Value Reason

Aug-13-2020
18:58:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-13-2020
18:58:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Type 2 diabetes mellitus

Initial Entry

1.f Start Date:

Date Location User Value Reason

Aug-13-2020
18:58:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Mar/UNK/2020

Initial Entry

1.f Ongoing:

Date Location User Value Reason

Aug-13-2020
18:58:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.g

Date Location User Value Reason09
01
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ae
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Aug-13-2020
18:59:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

7

Medical
History T
erm:

Basal cell carcin
oma of skin in si
tu

Start Dat
e:

Oct/UNK/2019

Ongoing: NO
End Date:

Oct/UNK/20
19

Initial Entry

09
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1.g Line/MH Number:

Date Location User Value Reason

Aug-13-2020
18:59:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-13-2020
18:59:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Basal cell carcinoma of skin
in situ

Initial Entry

1.g Start Date:

Date Location User Value Reason

Aug-13-2020
18:59:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/UNK/2019

Initial Entry

1.g Ongoing:

Date Location User Value Reason

Aug-13-2020
18:59:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date:

Oct/UNK/2019

Initial Entry

1.h

Date Location User Value Reason
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Aug-13-2020
19:00:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

8

Medical Hist
ory Term:

Plastic repair
of pinna

Start Date: Oct/UNK/20
19

Ongoing: NO
End Date:

Oct/UNK/
2019

Initial Entry

1.h Line/MH Number:

Date Location User Value Reason

Aug-13-2020
19:00:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
8

Initial Entry

1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-13-2020
19:00:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Plastic repair of pinna

Initial Entry
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.h Start Date:

Date Location User Value Reason

Aug-13-2020
19:00:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/UNK/2019

Initial Entry

1.h Ongoing:

Date Location User Value Reason

Aug-13-2020
19:00:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date:

Oct/UNK/2019

Initial Entry

1.i

Date Location User Value Reason

Aug-13-2020
19:01:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

9

Medical Hist
ory Term:

Basal cell c
arcinoma

Start Date: UNK/UNK/
2010

Ongoing: YES

Initial Entry

09
01
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.i Line/MH Number:

Date Location User Value Reason

Aug-13-2020
19:01:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
9

Initial Entry

1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-13-2020
19:01:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Basal cell carcinoma

Initial Entry

1.i Start Date:

Date Location User Value Reason

Aug-13-2020
19:01:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/2010

Initial Entry

1.i Ongoing:

Date Location User Value Reason

Aug-13-2020
19:01:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.j

Date Location User Value Reason09
01

77
e1

96
ae

40
20

\F
in

al
\F

in
al
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-13-2020
19:01:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

10

Medical Hist
ory Term:

Hypercholes
terolemia

Start Date: UNK/UNK/
2005

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

40
20
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.j Line/MH Number:

Date Location User Value Reason

Aug-13-2020
19:01:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10

Initial Entry

1.j Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-13-2020
19:01:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Hypercholesterolemia

Initial Entry

1.j Start Date:

Date Location User Value Reason

Aug-13-2020
19:01:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/2005

Initial Entry

1.j Ongoing:

Date Location User Value Reason

Aug-13-2020
19:01:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.k

Date Location User Value Reason09
01

77
e1

96
ae

40
20

\F
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al
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al
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-13-2020
19:02:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

11

Medical His
tory Term:

Left ventricul
ar hypertroph
y

Start Date: Feb/27/2019

Ongoing: YES

Initial Entry

09
01

77
e1

96
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.k Line/MH Number:

Date Location User Value Reason

Aug-13-2020
19:02:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
11

Initial Entry

1.k Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-13-2020
19:02:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Left ventricular hypertrophy

Initial Entry

1.k Start Date:

Date Location User Value Reason

Aug-13-2020
19:02:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/27/2019

Initial Entry

1.k Ongoing:

Date Location User Value Reason

Aug-13-2020
19:02:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.l

Date Location User Value Reason09
01

77
e1

96
ae

40
20

\F
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-07-2021
14:09:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Line/MH Nu
mber:

12

Medical Hist
ory Term:

Bursitis of
right hip

Start Date: UNK/UNK
/2019

Ongoing: YES

Transcription
Error

Jan-07-2021
14:08:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

12

Medical Histo
ry Term:

Bursitis of
hip

Start Date: UNK/UN
K/2019

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

40
20

\F
in
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.l Line/MH Number:

Date Location User Value Reason

Jan-07-2021 14:08:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
12

Initial Entry

1.l Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Jan-07-2021
14:09:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Bursitis of right hip

Transcription
Error

Jan-07-2021
14:08:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Bursitis of hip

Initial Entry

1.l Start Date:

Date Location User Value Reason

Jan-07-2021 14:08:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/2019

Initial Entry

1.l Ongoing:

Date Location User Value Reason

Jan-07-2021 14:08:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.m09
01

77
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jan-07-2021 14:09:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

13

Medical Hist
ory Term:

Barrett's eso
phagus

Start Date: Mar/17/201
7

Ongoing: NO
End Date:

Aug/9/20
19

Initial Entry

09
01

77
e1

96
ae

40
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.m Line/MH Number:

Date Location User Value Reason

Jan-07-2021 14:09:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
13

Initial Entry

1.m Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Jan-07-2021 14:09:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Barrett's esophagus

Initial Entry

1.m Start Date:

Date Location User Value Reason

Jan-07-2021 14:09:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Mar/17/2017

Initial Entry

1.m Ongoing:

Date Location User Value Reason

Jan-07-2021 14:09:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date:

Aug/9/2019

Initial Entry

1.n

Date Location User Value Reason

Jan-07-2021 14:10:26
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num 14

Initial Entry09
01

77
e1

96
ae

40
20
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) ber:

Medical Histor
y Term:

Chronic ga
stritis

Start Date: Mar/17/20
17

Ongoing: YES

1.n Line/MH Number:

Date Location User Value Reason

Jan-07-2021 14:10:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
14

Initial Entry

1.n Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Jan-07-2021 14:10:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Chronic gastritis

Initial Entry

1.n Start Date:

Date Location User Value Reason

Jan-07-2021 14:10:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Mar/17/2017

Initial Entry

1.n Ongoing:

Date Location User Value Reason

Jan-07-2021 14:10:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

09
01

77
e1

96
ae

40
20

\F
in

al
\F
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.o

Date Location User Value Reason

Jan-07-2021 14:10:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

15

Medical Hi
story Term
:

Chronic kidne
y disease stage
3

Start Date: UNK/UNK/20
19

Ongoing: YES

Initial Entry

09
01

77
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96
ae
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.o Line/MH Number:

Date Location User Value Reason

Jan-07-2021 14:10:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
15

Initial Entry

1.o Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Jan-07-2021 14:10:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Chronic kidney disease stag
e 3

Initial Entry

1.o Start Date:

Date Location User Value Reason

Jan-07-2021 14:10:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/2019

Initial Entry

1.o Ongoing:

Date Location User Value Reason

Jan-07-2021 14:10:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

09
01

77
e1

96
ae

40
20
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Aug-13-2020
15:17:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/13/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Aug-13-2020
15:17:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
64.3

Initial Entry

3. Unit:

Date Location User Value Reason

Aug-13-2020
15:17:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
kg

Initial Entry

4. Height:

Date Location User Value Reason

Aug-13-2020
15:17:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
154.0

Initial Entry

5. Unit:09
01

77
e1

96
ae

40
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131151



Page 171 of 283

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-13-2020
15:17:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Aug-13-2020
15:17:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
27.1

Initial Entry

7.a

Date Location User Value Reason

Aug-13-2020
15:17:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Identif
ier::

1

Temperature: 36.5

Temperature
Unit:

C

Temperature L
ocation::

ORAL CA
VITY

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Aug-13-2020
15:17:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

7.a Temperature:09
01

77
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-13-2020
15:17:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
36.5

Initial Entry

7.a Unit:

Date Location User Value Reason

Aug-13-2020
15:17:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
C

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Aug-13-2020
15:17:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Aug-13-2020
15:15:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Aug-13-2020
15:15:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Aug-13-2020
15:15:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Aug-13-2020
15:15:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-13-2020
15:15:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason

Aug-13-2020
15:15:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sponsor-Define
d Identifier:

Not Appl
icable

Test:: Not Appl
icable

Result:: Not Appl
icable

Not Done:: Not Appl
icable

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Aug-13-2020
15:15:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Aug-13-2020
15:15:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

6.a Result:

Date Location User Value Reason

Aug-13-2020
15:15:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a Not Done:

Date Location User Value Reason

Aug-13-2020
15:15:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Randomization Date :

Date Location User Value Reason

Aug-13-2020
15:18:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/13/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Aug-13-2020
15:18:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
228139

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-13-2020
15:15:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-13-2020
15:15:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-13-2020
16:57:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Aug-13-2020
15:15:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however no
barcodes are
entered. Please
review and
correct as
appropriate.

Aug-13-2020 ACV0PFEINFP6000  Laura Pace Data Entry: Initial Entry09
01
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e1
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ae
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

15:15:33
(UTC-05:00) Eastern
Time (US & Canada)

(pfe.lpace) YES
Date of Collection:

Aug/13/2020

5.a

Date Location User Value Reason

Aug-13-2020
16:57:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BM817Y

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-13-2020
16:57:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BM817Y

Initial Entry

5.b

Date Location User Value Reason

Aug-13-2020
16:57:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BM817Z

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.b Sample ID

Date Location User Value Reason

Aug-13-2020
16:57:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BM817Z

Initial Entry

5.c

Date Location User Value Reason

Aug-13-2020
16:57:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BM8180

Initial Entry

5.c Sample ID

Date Location User Value Reason

Aug-13-2020
16:57:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BM8180

Initial Entry

5.d

Date Location User Value Reason

Aug-13-2020
16:57:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BPG06D

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.d Sample ID

Date Location User Value Reason

Aug-13-2020
16:57:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPG06D

Initial Entry

5.e

Date Location User Value Reason

Aug-13-2020
16:57:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BPG06F

Initial Entry

5.e Sample ID

Date Location User Value Reason

Aug-13-2020
16:57:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPG06F

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
- eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-13-2020
15:15:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-13-2020
15:15:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-13-2020
16:56:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Aug-13-2020
15:15:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however no
barcodes are
entered. Please
review and
correct as
appropriate.

Aug-13-2020 ACV0PFEINFP6000  Laura Pace Data Entry: Initial Entry09
01

77
e1

96
ae
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
- eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

15:15:39
(UTC-05:00) Eastern
Time (US & Canada)

(pfe.lpace) YES
Date of Collection:

Aug/13/2020

5.a

Date Location User Value Reason

Aug-13-2020
16:56:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BM816F

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-13-2020
16:56:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BM816F

Initial Entry

09
01

77
e1

96
ae

40
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131163



Page 183 of 283

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-13-2020
17:35:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-13-2020
17:35:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-13-2020
17:35:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Aug-13-2020
17:35:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/13/2020 14:49

Initial Entry

5. Anatomical Location:09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-13-2020
17:35:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-13-2020
17:35:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RIGHT

Initial Entry

7. Route:

Date Location User Value Reason

Aug-13-2020
17:35:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-13-2020
17:35:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFI
ED OBSERVATION PERIO
D

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational
product administration?

Date Location User Value Reason

Aug-13-2020
17:35:39

ACV0PFEINFP6000  Laura
Pace

Data Entry:
YES

Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.lpace)
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Aug-13-2020
17:36:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES - REACTOGENICIT
Y E-DIARY COLLECTED
FOR THIS SUBJECT

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-03-2020
15:04:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sep/3/2020

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: FE

V
E
R

Were fever or systemi
c symptoms present o
n the last day the Subj
ect Diary was complet
ed?:

N
O

Initial Entry

2.a Symptom:

Date Location User Value Reason

Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FEVER

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason09
01

77
e1

96
ae

40
20

\F
in

al
\F

in
al
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n:
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Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: FA

TI
GU
E

Were fever or systemi
c symptoms present o
n the last day the Sub
ject Diary was compl
eted?:

NO

Initial Entry

2.b Symptom:

Date Location User Value Reason

Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

40
20

\F
in

al
\F

in
al
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2.c

Date Location User Value Reason

Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: HE

AD
AC
HE

Were fever or system
ic symptoms present
on the last day the S
ubject Diary was co
mpleted?:

NO

Initial Entry

2.c Symptom:

Date Location User Value Reason

Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Sep-03-2020
15:06:38

ACV0PFEINFP6000  Laura
Pace

Data Entry:
Symptom:: C

Initial Entry

09
01
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e1
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ae

40
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\F
in

al
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(UTC-05:00) Eastern
Time (US & Canada)

(pfe.lpace) HI
LL
S

Were fever or systemi
c symptoms present o
n the last day the Sub
ject Diary was comple
ted?:

N
O

2.d Symptom:

Date Location User Value Reason

Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.e

Date Location User Value Reason

Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: VO

MI
TIN
G

Initial Entry

09
01

77
e1

96
ae

40
20
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al
\F
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al
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Were fever or system
ic symptoms present
on the last day the S
ubject Diary was co
mpleted?:

NO

2.e Symptom:

Date Location User Value Reason

Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.f

Date Location User Value Reason

Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: DI

AR
RH
EA

Were fever or system
ic symptoms present
on the last day the S
ubject Diary was co
mpleted?:

NO

Initial Entry

09
01

77
e1

96
ae

40
20
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in

al
\F

in
al
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2.f Symptom:

Date Location User Value Reason

Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: NEW O

R WOR
SENED
MUSCL
E PAIN

Were fever or sy
stemic symptom
s present on the l
ast day the Subj
ect Diary was co
mpleted?:

NO

Initial Entry

09
01

77
e1

96
ae

40
20
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\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131174



Page 194 of 283

***Confidential***

Header Text: c4591001
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2.g Symptom:

Date Location User Value Reason

Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR WORSENED M
USCLE PAIN

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.h

Date Location User Value Reason

Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: NEW O

R WOR
SENED
JOINT
PAIN

Were fever or sys
temic symptoms
present on the la
st day the Subjec
t Diary was com
pleted?:

NO

Initial Entry

09
01

77
e1

96
ae

40
20
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al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131175



Page 195 of 283

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.h Symptom:

Date Location User Value Reason

Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR WORSENED JOI
NT PAIN

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Sep-03-2020 15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason

Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RIGHT

Initial Entry

5.a

Date Location User Value Reason

09
01

77
e1

96
ae

40
20
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al
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al
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Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site Reactio
n::

RE
DN
ES
S

Were injection site re
actions present on th
e last day the Subject
Diary was completed
?:

NO

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
REDNESS

Initial Entry

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site Reacti
on::

SW
ELL
ING

Initial Entry

09
01

77
e1

96
ae

40
20
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\F

in
al
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Were injection site r
eactions present on t
he last day the Subje
ct Diary was comple
ted?:

NO

5.b Injection Site Reaction:

Date Location User Value Reason

Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site Rea
ction::

PAIN
AT IN
JECTI
ON SI
TE

Initial Entry

09
01

77
e1

96
ae

40
20

\F
in

al
\F
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al
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Were injection site
reactions present
on the last day the
Subject Diary was
completed?:

NO

5.c Injection Site Reaction:

Date Location User Value Reason

Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
PAIN AT INJECTION SIT
E

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-03-2020
15:06:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

40
20

\F
in

al
\F

in
al
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Sep-03-2020
15:04:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sep/3/2020

Initial Entry

2.a

Date Location User Value Reason

Sep-03-2020
15:04:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Identif
ier::

1

Temperature: 36.8

Temperature
Unit:

C

Temperature L
ocation::

ORAL CA
VITY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Sep-03-2020
15:04:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Sep-03-2020
15:04:42

ACV0PFEINFP6000  Laura
Pace

Data Entry:
36.8

Initial Entry09
01

77
e1

96
ae

40
20
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al
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al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131180



Page 200 of 283

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.lpace)

2.a Unit:

Date Location User Value Reason

Sep-03-2020
15:04:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
C

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Sep-03-2020
15:04:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL CAVITY

Initial Entry

09
01

77
e1
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40
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Sep-03-2020
15:04:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Sep-03-2020
15:04:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Sep-03-2020
15:04:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Sep-03-2020
15:04:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:
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Date Location User Value Reason

Sep-03-2020
15:04:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason

Sep-03-2020
15:04:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sponsor-Define
d Identifier:

Not Appl
icable

Test:: Not Appl
icable

Result:: Not Appl
icable

Not Done:: Not Appl
icable

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Sep-03-2020
15:04:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Sep-03-2020
15:04:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

6.a Result:

Date Location User Value Reason

Sep-03-2020
15:04:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a Not Done:

Date Location User Value Reason

Sep-03-2020
15:04:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

09
01

77
e1

96
ae

40
20

\F
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al
\F
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al
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Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
- eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-03-2020 15:01:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-03-2020 15:01:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-03-2020
15:01:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Sep-03-2020
15:01:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however no
barcodes are
entered. Please
review and
correct as
appropriate.

Sep-03-2020
15:01:26
(UTC-05:00) Eastern

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
YES

Date of Collection:

Initial Entry
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Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
- eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada)
Sep/3/2020

5.a

Date Location User Value Reason

Sep-03-2020
15:01:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BP75NY

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-03-2020
15:01:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BP75NY

Initial Entry

09
01

77
e1
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Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-03-2020
15:07:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-03-2020 15:07:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-03-2020 15:07:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Sep-03-2020
15:07:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sep/3/2020 14:27

Initial Entry

5. Anatomical Location:

Date Location User Value Reason09
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sep-03-2020 15:07:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-03-2020
15:07:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RIGHT

Initial Entry

7. Route:

Date Location User Value Reason

Sep-03-2020 15:07:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-03-2020 15:07:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFI
ED OBSERVATION PERIO
D

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational
product administration?

Date Location User Value Reason

Sep-03-2020
15:07:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-01-2020 13:32:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/1/2020

Initial Entry
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RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: FE

V
E
R

Were fever or systemi
c symptoms present o
n the last day the Subj
ect Diary was complet
ed?:

N
O

Initial Entry

2.a Symptom:

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FEVER

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020 13:34:26 ACV0PFEINFP6000  Laura Data Entry: Initial Entry09
01

77
e1
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00) Eastern
Time (US & Canada)

Pace
(pfe.lpace)

NO

2.b

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: FA

TI
GU
E

Were fever or systemi
c symptoms present o
n the last day the Sub
ject Diary was compl
eted?:

NO

Initial Entry

2.b Symptom:

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: HE

AD
AC
HE

Were fever or system
ic symptoms present
on the last day the S
ubject Diary was co
mpleted?:

NO

Initial Entry

2.c Symptom:

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: C

HI
LL
S

Initial Entry
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Were fever or systemi
c symptoms present o
n the last day the Sub
ject Diary was comple
ted?:

N
O

2.d Symptom:

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.e

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: VO

MI
TIN
G

Were fever or system
ic symptoms present
on the last day the S
ubject Diary was co
mpleted?:

NO

Initial Entry

09
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.e Symptom:

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.f

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: DI

AR
RH
EA

Were fever or system
ic symptoms present
on the last day the S
ubject Diary was co
mpleted?:

NO

Initial Entry
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.f Symptom:

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: NEW O

R WOR
SENED
MUSCL
E PAIN

Were fever or sy
stemic symptom
s present on the l
ast day the Subj
ect Diary was co
mpleted?:

NO

Initial Entry
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.g Symptom:

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR WORSENED M
USCLE PAIN

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2.h

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptom:: NEW O

R WOR
SENED
JOINT
PAIN

Were fever or sys
temic symptoms
present on the la
st day the Subjec
t Diary was com
pleted?:

NO

Initial Entry

09
01

77
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.h Symptom:

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR WORSENED JOI
NT PAIN

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RIGHT

Initial Entry

5.a

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site Reactio
n::

RE
DN
ES

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

S

Were injection site re
actions present on th
e last day the Subject
Diary was completed
?:

NO

5.a Injection Site Reaction:

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
REDNESS

Initial Entry

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site Reacti
on::

SW
ELL
ING

Were injection site r
eactions present on t
he last day the Subje
ct Diary was comple
ted?:

NO

Initial Entry

09
01

77
e1

96
ae

40
20
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\F
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al
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.b Injection Site Reaction:

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection Site Rea
ction::

PAIN
AT IN
JECTI
ON SI
TE

Were injection site
reactions present
on the last day the
Subject Diary was
completed?:

NO

Initial Entry

09
01

77
e1

96
ae

40
20
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c Injection Site Reaction:

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
PAIN AT INJECTION SIT
E

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020 13:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

09
01

77
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20
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-01-2020 13:33:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-01-2020 13:33:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-01-2020
15:08:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Oct-01-2020
13:33:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however no
barcodes are
entered. Please
review and
correct as
appropriate.

Oct-01-2020
13:33:19
(UTC-05:00) Eastern

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Initial Entry

09
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada)
Oct/1/2020

5.a

Date Location User Value Reason

Oct-01-2020
15:08:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BPYTW1

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-01-2020
15:08:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPYTW1

Initial Entry

5.b

Date Location User Value Reason

Oct-01-2020
15:08:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BMPSGY

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-01-2020
15:08:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BMPSGY

Initial Entry

09
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c

Date Location User Value Reason

Oct-01-2020
15:08:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BMPSGZ

Initial Entry

5.c Sample ID

Date Location User Value Reason

Oct-01-2020
15:08:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BMPSGZ

Initial Entry

09
01

77
e1

96
ae
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-01-2020 13:34:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/1/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-01-2020 13:34:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Oct-01-2020 13:34:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Dec-15-2020 20:27:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created

09
01
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e1
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Dec-22-2020 22:45:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created

09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Jan-30-2021 16:53:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created

09
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77
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Jan-30-2021 16:54:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created

09
01

77
e1

96
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\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131208



Page 228 of 283

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category:

Date Location User Value Reason

Dec-15-2020
20:27:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Dec-15-2020
20:27:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Jan-07-2021
09:16:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response satisfies
query

Jan-07-2021
09:07:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Closed Query closed -
med Hx open and
query placed there

Jan-06-2021
08:22:59
(UTC-05:00)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered updated
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time (US
& Canada)

Dec-28-2020
07:42:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 2: Answered please unlock med
history so it can be
upated

Dec-17-2020
15:21:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Opened Clinical - please
update SAE report
with the medical
condition for
which Rt. hip
surgery was
performed (in med
Hx). If not a
condition on Med
Hx CRF, inform us
and the CRF will
be unlocked to add
this condition.

Dec-17-2020
15:18:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened CLINICAL Please
update SAE report
in the Con Meds
section, including
any prn meds for
inflammation/pain
treating Rt hip
bursitis condition
in med Hx

Dec-15-2020
20:27:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Gastrointestinal Bleed

Initial Entry

09
01

77
e1

96
ae

40
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131210



Page 230 of 283

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

4. Start Date Time:

Date Location User Value Reason

Dec-18-2020
07:31:09
(UTC-05:00) Eastern
Time (US &
Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Closed Response satisfies
query

Dec-17-2020
11:44:47
(UTC-05:00) Eastern
Time (US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered pending medical
record review to
confirm correct
date

Dec-17-2020
06:45:00
(UTC-05:00) Eastern
Time (US &
Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Opened SAE RECON:
AER#2020491752
,onset date was
missing in Safety
database however,
recorded as
09Dec2020 on AE
CRF. Please
confirm correct
Onset Date. If
safety update is
required, please
submit a follow-up
SAE form.

Dec-15-2020
20:27:39
(UTC-05:00) Eastern
Time (US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Dec/9/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jan-30-2021 16:50:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date Time:

Jan/7/2021 UNK:UNK

New Information

Dec-15-2020
20:27:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Dec-15-2020
20:27:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
3

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or
significant disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may
jeopardize subject and may require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Jan-07-2021
09:07:59
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Closed Response satisfies
query

Jan-06-2021 ACV0PFEINFP6000  Laura Pace Query 2: Answered updated09
01
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ae
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

08:22:44
(UTC-05:00)
Eastern Time (US &
Canada)

(pfe.lpace)

Dec-17-2020
15:23:43
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Opened Clinical COVID
test status
(yes/no) during
Hosp was not
reported in the
SAE. Please
submit a
follow-up SAE
form
[#2020491752] to
document if
COVID testing
was performed
(YES/NO or info
not available) and
if yes, the date
and results.

Dec-17-2020
06:41:49
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Dec-15-2020
20:27:39
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE
Gastrointestinal
Bleed: Response
to "Is the adverse
event serious?" is
'Yes' but "Serious
Adverse Event
Number" is blank.

Dec-15-2020 ACV0PFEINFP6000  Laura Pace Data Entry: Initial Entry09
01
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e1
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---
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20:27:39
(UTC-05:00)
Eastern Time (US &
Canada)

(pfe.lpace) YES
Is this serious event as
sociated with congenit
al anomaly or birth def
ect?

NO

Did this serious event
result in death?

NO

Did this serious event
require or prolong hos
pitalization?

YES

Did this serious event
result in persistent or s
ignificant disability/in
capacity?

NO

Is this serious event lif
e threatening?

NO

Other medically impor
tant serious event

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
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Date Location User Value Reason

Dec-15-2020
20:27:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Feb-02-2021
09:24:46
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response
satisfies query

Jan-30-2021
16:51:48
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed
Information

Jan-30-2021
16:51:48
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NOT RELATED

If Not Related to study
treatment(s), this event
is due to:

OTHER

If Other, specify:

GI bleed after surg
ery. Gastric and du
odenal ulcers.

Changed
Information

Jan-22-2021
08:29:24

ACV0PFEINFP6000  Sathenapalli
Suguna Srujan

Query 1: Opened CLINICAL
'Other' condition09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US &
Canada)

(pfe.srujas) causally related
to SAE of GI
bleed is 'likely
gastric stress
ulcer'; however,
SAE report
states EGD on
17Dec20
showed a
duodenal ulcer
with active bleed
/ probe cautery /
epinephrine.
Please review &
update if
appropriate

Jan-21-2021
20:20:45
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Candidate CLINICAL
'Other' condition
causally related
to SAE of GI
bleed is 'likely
gastric stress
ulcer'; however,
SAE report
states EGD on
17Dec20
showed a
duodenal ulcer
with active bleed
/ probe cautery /
epinephrine.
Please review &
update if
appropriate

Dec-15-2020
20:27:39
(UTC-05:00)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NOT RELATED

If Not Related to study

Initial Entry
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Eastern Time (US &
Canada)

treatment(s), this event
is due to:

OTHER

If Other, specify:

GI bleed after surg
ery. Likely gastric
stress ulcer

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Dec-15-2020
20:27:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Dec-15-2020
20:27:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Feb-17-2021
01:08:50
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response
satisfies query
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Feb-02-2021
10:13:31
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed
Information

Feb-02-2021
10:13:31
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Changed
Information

Feb-02-2021
09:39:52
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened Clinical
Non-drug
treatment is NO;
however, SAE
report states
subject was
transfused and
had a padlock
clip placed on a
bleeding lesion.
Please review,
and update
non-drug
treatment as
appropriate

Dec-15-2020
20:27:39
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Jan-30-2021 ACV0PFEINFP6000  auto query Query 2: Clo Close Auto Query09
01
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16:51:06
(UTC-05:00)
Eastern Time
(US & Canada)

(autoquery) sed

Jan-30-2021
16:51:06
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
RECOVERE
D/RESOLV
ED

New Information

Jan-30-2021
16:50:49
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Op
ened

For AE Gastrointestinal Bleed:
Response to "What was the outcome
of this adverse event?" is
'Recovering/Resolving' but AE End
Date/Time is present.

Dec-18-2020
07:31:27
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Clo
sed

Response satisfies query

Dec-17-2020
11:46:06
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Ans
wered

will submit follow up form to
change to recovering/resolving

Dec-17-2020
06:45:50
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Op
ened

SAE
RECON:AER#2020491752,outcome
was reported as NOT
RECOVERED/NOT RESOLVED to
Safety DB however, recorded as
RECOVERING/RESOLVING on
AE CRF. Please confirm correct
outcome. If safety update is
required, please submit a follow-up
form.09
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Dec-15-2020
20:27:39
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
RECOVERI
NG/RESOL
VING

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Dec-15-2020
20:27:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Dec-17-2020
06:41:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020491752

Initial Entry

09
01

77
e1

96
ae

40
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131220



Page 240 of 283

***Confidential***

 

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---
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Back to Form

1. Category:

Date Location User Value Reason

Dec-22-2020
22:45:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Dec-22-2020
22:45:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Dec-22-2020
22:45:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
right gluteus medius tendon
tear

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Dec-22-2020
22:45:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sep/27/2020 UNK:UNK

Initial Entry
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5. Is the adverse event still ongoing?

Date Location User Value Reason

Dec-22-2020
22:45:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date Time:

Dec/3/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Dec-22-2020
22:45:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
2

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or
significant disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may
jeopardize subject and may require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Dec-22-2020
22:45:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason
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Dec-22-2020
22:45:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Dec-22-2020
22:45:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT RELATED

If Not Related to study tre
atment(s), this event is due
to:

OTHER

If Other, specify:

injury

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Dec-22-2020
22:45:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Dec-22-2020
22:45:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Dec-22-2020
22:45:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Dec-22-2020
22:45:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Dec-22-2020
22:45:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Jan-30-2021 16:53:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Jan-30-2021 16:53:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Jan-30-2021
18:42:24
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query
1: Clo
sed

Discrepancy
has been
closed.

Jan-30-2021
17:46:31
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
1: Ans
wered

Transcription
Error

Jan-30-2021
17:46:31

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data
Entry:

Transcription
Error09

01
77

e1
96

ae
40

20
\F

in
al

\F
in

al
 O

n:
 0

1-
A

pr
-2

02
1 

05
:3

1 
(G

M
T

)

FDA-CBER-2021-5683-0131225



Page 245 of 283

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time
(US &
Canada)

Gastri
c ulcer

Jan-30-2021
17:43:31
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query
1: Ope
ned

Clarify the
term
GASTIC
ULCER as
follows. If
reporting
GASTRIC
ULCER, edit
as such.
Otherwise,
clarify.
Thank you.

Jan-30-2021
16:53:15
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data
Entry:
Gastic
ulcer

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Feb-17-2021
01:07:11
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response
satisfies query

Feb-03-2021
08:18:36
(UTC-05:00)
Eastern Time (US &

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed
Information
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Canada)

Feb-03-2021
08:18:36
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Dec/11/2020 UNK:UNK

Changed
Information

Feb-02-2021
09:37:01
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened Clinical Event
start date is
07Jan21 (when
gastric ulcer was
confirmed to
still be present);
however, SAE
reports states
gastric ulcer
(>1) present on
11Dec20 EGD.
Please review
start date, and
update as
appropriate

Jan-30-2021
16:53:15
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Jan/7/2021 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Jan-30-2021 16:53:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jan-30-2021 16:53:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
2

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or
significant disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may
jeopardize subject and may require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Jan-30-2021 16:53:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Jan-30-2021 16:53:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Jan-30-2021 16:53:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT RELATED

If Not Related to study tre
atment(s), this event is due
to:

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

OTHER

If Other, specify:

surgical stress

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Jan-30-2021 16:53:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Jan-30-2021 16:53:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Jan-30-2021 16:53:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Jan-30-2021 16:53:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RECOVERING/RESOLVI
NG

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jan-30-2021 16:53:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category:

Date Location User Value Reason

Jan-30-2021 16:54:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Jan-30-2021 16:54:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Jan-30-2021 16:54:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Duodenal ulcer

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Feb-17-2021
01:08:21
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response
satisfies query

Feb-03-2021
08:19:12

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed
Information09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US &
Canada)

Feb-03-2021
08:19:12
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Dec/17/2020 UNK:UNK

Changed
Information

Feb-02-2021
09:42:21
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened Clinical Event
start date is
07Jan21 (when
duod ulcer was
confirmed to
still be present);
however, SAE
reports states
duod ulcer with
active bleeding
present on
17Dec20 EGD.
Please review
start date, and
update as
appropriate

Jan-30-2021
16:54:55
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Jan/7/2021 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-24-2021
06:52:34

ACV0PFEINFP6000  Laura
Pace

Data Entry:
NO

New Information
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.lpace) End Date Time:

Feb/11/2021 UNK:UNK

Jan-30-2021 16:54:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Jan-30-2021 16:54:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
2

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or
significant disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may
jeopardize subject and may require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Jan-30-2021 16:54:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Jan-30-2021 16:54:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

9. Is this event related to study treatment:

Date Location User Value Reason

Jan-30-2021 16:54:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT RELATED

If Not Related to study tre
atment(s), this event is due
to:

OTHER

If Other, specify:

surgical stress

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Jan-30-2021 16:54:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Jan-30-2021 16:54:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Jan-30-2021 16:54:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Feb-24-2021
06:52:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Feb-24-2021
06:52:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
RECOVERED/RESO
LVED

New Information

Feb-24-2021
06:52:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened For AE Duodenal
ulcer: Response to
"What was the
outcome of this
adverse event?" is
'Recovering/Resolving'
but AE End Date/Time
is present.

Jan-30-2021
16:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
RECOVERING/RESO
LVING

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Jan-30-2021 16:54:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED -
Audit Trail

Form Version: 22-Apr-2020 21:03 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Jan-27-2021 06:37:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Deleted query was
issued on this
form so it
caused it to be
yellow

Jan-27-2021 06:36:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Undeleted Transcription
Error

Jan-27-2021 06:34:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Deleted Changed
Information
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Incomplete, Data Complete, Deleted, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

2. Category:

Date Location User Value Reason

Jan-27-2021
16:13:19
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Mina
Francisco
(pfe.francm73)

Query 2: Closed Response
satisfies query

Jan-27-2021
06:37:26
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 2: Answered query was
issued on this
form so it
caused it to be
yellow

Jan-27-2021
02:18:51
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Amol Shinde
(pfe.shinda18)

Query 2: Opened DM: If there is
no data
expected to be
enter on this
form then
kindly consider
deleting this log
line or else
update details.
Thank you.

Jan-26-2021
10:14:51
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Dominic
Mainello
(pfe.mained02)

Query 1: Closed Response
satisfies query

Jan-24-2021
19:49:21
(UTC-05:00)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered updated
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Eastern Time (US &
Canada)

Jan-21-2021
09:08:13
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Dominic
Mainello
(pfe.mained02)

Query 1: Opened Per source
subject received
blood products.
Please add to
EDC.
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Header Text: c4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS - Audit Trail

Form Version: 22-Apr-2020 21:03 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Jan-24-2021 19:49:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS - Audit Trail

Form Version: 22-Apr-2020 21:03 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Jan-27-2021 19:28:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS - Audit Trail

Form Version: 22-Apr-2020 21:03 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Jan-27-2021 19:29:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Transfusion Type:

Date Location User Value Reason

Jan-24-2021 19:49:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
PACKED RBC

Initial Entry

2. Date of Transfusion:

Date Location User Value Reason

Feb-02-2021
10:30:26
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Dominic
Mainello
(pfe.mained02)

Query 2: Closed Response
satisfies query

Jan-28-2021
05:22:42
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Closed Response
satisfies query

Jan-27-2021
17:33:49
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered Initial Entry

Jan-27-2021
17:33:49
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Initial Entry

Jan-27-2021
17:33:49
(UTC-05:00)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Dec/10/2020

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time (US &
Canada)

Jan-27-2021
15:50:06
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Christian
Mayfield
(pfe.mayfic01)

Query 1: Reissued:Open
ed

DM RQ: Please
consider
updating the field
to complete the
CRF. Else,
clarify.

Jan-27-2021
10:49:07
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered duplicate query

Jan-27-2021
10:24:05
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Dominic
Mainello
(pfe.mained02)

Query 2: Opened Per SAE
information,
RBCs were given
24Dec2020.
Please confirm
and update
appropriately.

Jan-25-2021
03:41:59
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Amol Shinde
(pfe.shinda18)

Query 1: Opened DM: Please
complete this
item. Thank you.
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Header Text: c4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Transfusion Type:

Date Location User Value Reason

Jan-27-2021 19:28:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
PACKED RBC

Initial Entry

2. Date of Transfusion:

Date Location User Value Reason

Jan-27-2021 19:28:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Dec/16/2020

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Transfusion Type:

Date Location User Value Reason

Jan-27-2021 19:29:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
PACKED RBC

Initial Entry

2. Date of Transfusion:

Date Location User Value Reason

Jan-27-2021 19:29:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Dec/18/2020

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-21-2021
16:29:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jan/15/2021

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Feb-21-2021
16:30:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Participant is willing to retu
rn for Vaccination 3

Participant is:

eligible per local/nationa
l recommendations and c
onfirmed to have receive
d only placebo at Vaccin
ation 1/2

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Feb-21-2021
16:29:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jan/19/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Feb-21-2021
16:29:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ASSESS ELIGIBILITY FO
R ADDITIONAL VACCIN
ATION

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-25-2021
11:18:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Haley
Muth
(pfe.hmuth)

Data Entry:
Feb/25/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION -
eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Feb-25-2021
11:18:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Haley
Muth
(pfe.hmuth)

Data Entry:
OBTAINED

Date Written Consent Obt
ained

Feb/25/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Feb-25-2021
11:36:21
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
Feb/25/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Feb-25-2021 11:36:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
REPEAT SCREENING 1

Initial Entry

3. Status:

Date Location User Value Reason

Feb-25-2021
11:36:21
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF
Audit Trail History

Form Version: 20-Feb-2021 02:14 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Feb-25-2021
11:51:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Haley
Muth
(pfe.hmuth)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Feb-25-2021
11:51:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Haley
Muth
(pfe.hmuth)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Feb-25-2021
11:51:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Haley
Muth
(pfe.hmuth)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Feb-25-2021
11:51:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Haley
Muth
(pfe.hmuth)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF
Audit Trail History

Form Version: 20-Feb-2021 02:14 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Feb-25-2021
11:51:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Haley
Muth
(pfe.hmuth)

Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason

Feb-25-2021
11:51:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Haley
Muth
(pfe.hmuth)

Data Entry:
Sponsor-Define
d Identifier:

Not App
licable

Test:: Not App
licable

Result:: Not App
licable

Not Done:: Not App
licable

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Feb-25-2021
11:51:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Haley
Muth
(pfe.hmuth)

Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Feb-25-2021
11:51:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Haley
Muth
(pfe.hmuth)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF
Audit Trail History

Form Version: 20-Feb-2021 02:14 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

6.a Result:

Date Location User Value Reason

Feb-25-2021
11:51:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Haley
Muth
(pfe.hmuth)

Data Entry:
Not Applicable

Initial Entry

6.a Not Done:

Date Location User Value Reason

Feb-25-2021
11:51:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Haley
Muth
(pfe.hmuth)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-25-2021 11:49:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-25-2021 11:49:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-25-2021
11:49:33
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Feb-25-2021
11:49:21
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however no
barcodes are
entered. Please
review and
correct as
appropriate.

Feb-25-2021
11:49:21

ACV0PFEINFP6000  Morgan
Messeder

Data Entry:
YES

Initial Entry

09
01

77
e1

96
ae

40
20

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131255



Page 275 of 283

***Confidential***

Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US &
Canada)

(pfe.mmesseder) Date of Collection:

Feb/25/2021

5.a

Date Location User Value Reason

Feb-25-2021
11:49:33
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
Sample ID: BRB5L6

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-25-2021
11:49:33
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
BRB5L6

Initial Entry

5.b

Date Location User Value Reason

Feb-25-2021
11:49:46
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
Sample ID: BSB7C8

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.b Sample ID

Date Location User Value Reason

Feb-25-2021
11:49:46
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
BSB7C8

Initial Entry

5.c

Date Location User Value Reason

Feb-25-2021
11:50:00
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
Sample ID: BSB7CB

Initial Entry

5.c Sample ID

Date Location User Value Reason

Feb-25-2021
11:50:00
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
BSB7CB

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
- eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-25-2021 11:36:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-25-2021 11:36:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-25-2021
11:36:46
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Feb-25-2021
11:36:33
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however no
barcodes are
entered. Please
review and
correct as
appropriate.

Feb-25-2021
11:36:33

ACV0PFEINFP6000  Morgan
Messeder

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
- eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US &
Canada)

(pfe.mmesseder) Date of Collection:

Feb/25/2021

5.a

Date Location User Value Reason

Feb-25-2021
11:36:46
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
Sample ID: BRB5L7

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-25-2021
11:36:46
(UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
BRB5L7

Initial Entry

09
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96
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Feb-25-2021
12:20:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Haley
Muth
(pfe.hmuth)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Feb-25-2021 12:20:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Feb-25-2021 12:20:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Feb-25-2021
12:20:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Haley
Muth
(pfe.hmuth)

Data Entry:
Feb/25/2021 11:44

Initial Entry

5. Anatomical Location:

Date Location User Value Reason09
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Feb-25-2021 12:20:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Feb-25-2021
12:20:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Haley
Muth
(pfe.hmuth)

Data Entry:
RIGHT

Initial Entry

7. Route:

Date Location User Value Reason

Feb-25-2021 12:20:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Feb-25-2021 12:20:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Feb-25-2021 12:20:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason09
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Feb-25-2021 12:20:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational
product administration?

Date Location User Value Reason

Feb-25-2021
12:20:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Haley
Muth
(pfe.hmuth)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject Status

Date Location User Value Reason

Oct-01-2020 13:34:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Aug-13-2020
15:18:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZE
D

Initial Entry

Aug-13-2020
15:15:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Oct-01-2020 13:34:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/1/2020

Initial Entry

Aug-13-2020
15:18:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/13/2020

Initial Entry

Aug-13-2020
15:15:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/13/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071192 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Casebook Signature

Date Location User Value Reason

Sep-10-2020
08:07:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Click Here to Enable

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5,
STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response -
Protocol version

24 JUL 2020

2. Select appropriate response - What
cohort does the subject belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Aug/26/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Demography

1. Subject ID [10071276]

2. Birth Date: /1977

3. Sex: MALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): WHITE

6. Racial Designation:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/26/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Screening

1. Date of Completion/Discontinuation
/Death

Aug/26/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Asthma]

Start Date: UNK/UNK/1990

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Vasectomy]

Start Date: UNK/UNK/2016

Ongoing: NO

End Date:
UNK/UNK/2016

1.c Line/MH Number: [3]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Seasonal allergy]

Start Date: UNK/UNK/1987

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Aug/26/2020

2. Weight: [91.4]

3. Unit: kg

4. Height: [187.0]

5. Unit: cm

6. Body Mass Index: [26.1]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [37.0]

Unit: C

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition

1. Randomization Date : Aug/26/2020

2. Randomization Number: [68489]

3. Randomization Group: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Aug/26/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP75HL]

5.b Sample ID [BP75HM]

5.c Sample ID [BP75HN]

5.d Sample ID [BPG0DV]

5.e Sample ID [BPG0DW]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/26/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP75H2]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/26/2020 15:11

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS SUBJECT
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/17/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Sep/17/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [37.2]

Unit: C

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/17/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPYTRY]
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/17/2020 14:33

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/15/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/15/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPYV2P]

5.b Sample ID [BMRTHG]

5.c Sample ID [BMRTHH]
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Header Text: c4591001

Visit: V4_MONTH6_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

09
01

77
e1

96
ae

40
21

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131284



Page 21 of 187

***Confidential***

 

Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: V5_MONTH12_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V5_MONTH12_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: V6_MONTH24_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V6_MONTH24_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/7/2020

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: Oct/7/2020

2. Date of First Symptom Started: Oct/5/2020

3. Symptoms Ongoing? NO

Date of Last Symptom Resolved:
Oct/10/2020

Symptoms

4.a Symptoms: FEVER

Was symptom present? NO

4.b Symptoms: NEW OR INCREASED COUGH

Was symptom present? YES

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH

Was symptom present? YES

4.d Symptoms: CHILLS

Was symptom present? NO

4.e Symptoms: NEW OR INCREASED MUSCLE PAIN

Was symptom present? NO

4.f Symptoms: NEW LOSS OF TASTE OR SMELL

Was symptom present? NO

4.g Symptoms: NEW OR INCREASED SORE THROAT

Was symptom present? YES

4.h Symptoms: DIARRHEA

Was symptom present? NO

4.i Symptoms: VOMITING

Was symptom present? NO
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Date of C
ollection

Specimen Ty
pe

Specimen Collec
tion Location

Assay Code and Description Device Type
Form Instan

ce

 1. Oct/10/20
20 

SWABBED M
ATERIAL 

NASOPHARYN
X 

SEVERE ACUTE RESP SYND
ROME CORONAVIRUS 2 

SARS-COV-2 DIA
GNOSTIC TEST 

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. Actual Date of Collection: Oct/10/2020

2. Specimen Type: SWABBED MATERIAL

3. Specimen Collection Location: NASOPHARYNX

4. Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2

5. Device Type: SARS-COV-2 DIAGNOSTIC TEST

6. Trade Name: OTHER

7. Test Result: NEGATIVE

8. Comments/Findings/Details: [ ]

9. Trade Name Other, Specify: [CLIA certified lab; PCR test]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB_SELF

3. Sample Collected? NO

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[subject unable]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? NO

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[subject unable]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: HEALTH CARE UTILIZATION

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Health Care Utilization

1.a Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or Contacts: NO

1.b Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts: NO

1.c Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or Contacts: NO

1.d Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or Contacts: NO

1.e Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts: NO

1.f Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or Contacts: NO

Health Care Utilization Other

2. Other Type of Practitioner Specify: [ ]

Health Care Utilization

3. Has the subject been hospitalized
due to potential COVID-19 illness?

NO
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Header Text: c4591001 

Visit: POT COVID ILL 1 Form: RESPIRATORY TREATMENT - -
Form Version: 06-Jul-2020 21:53 

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center 

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12 

'" 
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Form Instance 
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Respiratory Treatment

1. What is the treatment Identifier? [ ]

2. Concomitant Non-drug Treatment
Pre-specified:

3. Treatment:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Not Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: POTENTIAL COVID-19 ILLNESS

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

YES

Respiratory Illness Diagnosis:
[seasonal allergies]

Date of Diagnosis:
Oct/8/2020

3. Toxicity Grade: 1
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Header Text: c4591001 

Visit: POT COVID ILL 1 - -
Form Version: 17-Jul-202021:55 

Site No: 1007 

Subject No: 10071276 

Generated By: pfe.levissc 

'" 
Category of Clinical Event 

: 

~ 

***Confidential*** 

Form: ILLNESS DETAILS - SEVERE 

Site Name: (1007) Cincinnati Children's Hospital Medical Center 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:12 

Subcategory of Clinical Even Diagnosis Obtaine Toxicity Grad 
Form Instance 

t d e 

I I I Rel!eatine. Pae.es 

Page 37of187 



Page 38 of 187

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Illness Details

1. Category of Clinical Event:

2. Subcategory of Clinical Event:

3. Was a diagnosis obtained?

4. Toxicity Grade:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 21-Aug-2020 02:49

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Category for Lab

Test
Vendor Na

me
Collection D

ate:
Specimen T

ype
Lab Result Form Instance

 1.         Sponsor-Defined Ide
ntifier

Tes
t:

Resul
t:

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 21-Aug-2020 02:49 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Lab Chemistry Details

1. Lab Panel:

2. Laboratory Name and Address [ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

Not Done:

LNMT Low
[ ]
High
[ ]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 21-Aug-2020 02:51

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Category for L

ab Test
Vendor Name (DE

RIVED)
Collection

Date:
Specimen

Type
Lab Result

Form Instanc
e
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Tes
t:

Resu
lt:

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 21-Aug-2020 02:51 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Laboratory Data Hematology

1. Lab Panel:

2. Laboratory Name and Address [ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

Not Done:

LNMT Low
[ ]
High
[ ]
Unit
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Header Text: c4591001 

Visit: POT COVID ILL 1 - -
Form Version: 21-Aug-2020 02:50 

Site No: 1007 

Subject No: 10071276 

Generated By: pfe.levissc 

Form: VITAL SIGNS - COVID 

Site Name: (1007) Cincinnati Children's Hospital Medical Center 

Subject Initials : ---

Generated Time (GMT): 29-Mar-2021 04:12 

1-1 Date: I Vital Signs Details I 
~~t11:;:::====R=e=c=o=r=d=l=d=en=tif=.=re=1=·:=====::===S=y=s=to=li=.c=: ==:::::===D=ia=s=t=oli=.c=:===:;-1-l1r-~~R-e-p-ea-t-in_g_P_a_g_e_s~~I 

Form Instance 
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: VITAL SIGNS - COVID

Form Version: 21-Aug-2020 02:50 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Systolic: [ ]

Diastolic: [ ]

Respiratory Rate in
respirations/minute:

[ ]

Heart Rate in beats/minute: [ ]
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Header Text: c4591001 

Visit: POT COVID ILL 1 - -
Form Version: 21-Aug-2020 02:51 

Site No: 1007 

Subject No: 10071276 

Generated By: pfe.levissc 

Form: VITAL SIGNS - PULSE OX ROOM AIR 

Site Name: (1007) Cincinnati Children's Hospital Medical Center 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:12 

1-1 Date: I Vital Signs Details I 
~~~11;::====R=e=c=o=r=d=l=d=en=ti=.fi=1e=1=·:=====::======0=xy==g=e=n=S=a=tu=1=·a=ti=.o=n======~1T1~~-R~ep_e_a-tin~g-P-a-ge-s~~-il 

Form Instance 
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 21-Aug-2020 02:51 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

SPO2 Pulse Oximetry % [ ]
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Header Text: c4591001 

Visit: POT COVID ILL 1 - -
Form Version: 06-Jul-2020 21:52 

Site No: 1007 

Subject No: 10071276 

Generated By: pfe.levissc 

Form: OXYGENATION PARAMETERS 

Site Name: (1007) Cincinnati Children's Hospital Medical Center 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:12 

i-;-1 Date Time of Assessment I Arterial Blood Gases Pa02 I Fi02 (Fraction oflnhaled Oxygen) Form Instance 

~I I I Repeating Pages 
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Oxygenation Parameters

1. Date Time of Assessment: //

2. Arterial Blood Gases PaO2
(mmHg):

[ ]

3. FiO2 (Fraction of Inhaled Oxygen): [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defined Id

entifier
Category for Med

ication
Concomitant Medications Pr

e-specified
Name of Medic

ation
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[ ]

5. Start Date: //

6. Ongoing?
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Header Text: c4591001 

Visit: POT COVID ILL 1 - -
Form Version: 06-Jul-2020 21:53 

Site No: 1007 

Subject No: 10071276 

Generated By: pfe.levissc 

Form: IMAGING 

Site Name: (1007) Cincinnati Children's Hospital Medical Center 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:12 

i-;-1 Date of Assessment I Location of Assessment Imaging Method Overall Assessment Form Instance 

~I I Repeating Pai:tes 
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: IMAGING

Form Version: 06-Jul-2020 21:53 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Imaging

1. Date of Assessment: //

2. Location of Assessment:

3. Type of Imaging Exam:

4. Assessment:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Sep/25/2020

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/25/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Sep/25/2020

Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Unplanned Assessments

1. Assessments CONTACT OUTCOME
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Sep/25/2020

Form: CONTACT OUTCOME - UNPLANNED

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Contact Outcome

1. Contact Type: TELEPHONE VISIT

2. Was contact made? YES

Date of Contact:
Sep/25/2020

Contact Outcome:
VISIT NOT ARRANGED, UNABLE TO ATTEND

3. Comments: [ ]
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Treatment

1. Date of Completion/Discontinuation
/Death :

Oct/15/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Follow-Up

1. Date of Completion/Discontinuation
/Death :

Dec/30/2020

2. Phase of Disposition: FOLLOW-UP

3. Status: PROTOCOL DEVIATION

4. Specify Status: [Receipt of non-study COVID vaccine prior to study end]
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Category
AE Identi

fier
Adverse Event Start Date

Is the Adverse Event Still
Ongoing

Form Instanc
e

 1. ADVERSE EV
ENT 

1  leukocytosis  Sep/24/2020 UNK
:UNK 

NO
End Date Time:

Oct/19/2020 UNK:UNK
 

Repeating
Pages

 2. ADVERSE EV
ENT 

2  thrombocytosis  Sep/24/2020 UNK
:UNK 

NO
End Date Time:

Oct/26/2020 UNK:UNK
 

Repeating
Pages

 3. ADVERSE EV
ENT 

3  chronic myelogenous l
eukemia 

Sep/24/2020 UNK
:UNK 

YES  Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[leukocytosis]

4. Start Date Time: Sep/24/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Oct/19/2020 UNK:UNK

6. Toxicity Grade: 3

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[Chronic myelogenous leukemia]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[thrombocytosis]

4. Start Date Time: Sep/24/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Oct/26/2020 UNK:UNK

6. Toxicity Grade: 3

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[Chronic myelogenous leukemia]
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [3]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[chronic myelogenous leukemia]

4. Start Date Time: Sep/24/2020 UNK:UNK

5. Is the adverse event still ongoing? YES

6. Toxicity Grade: 4

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

YES

Is this serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
NO

Did this serious event result in persistent or significant disability/incapacity?
NO

Is this serious event life threatening?
YES

Other medically important serious event
NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[Genetic change in stem cells]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERING/RESOLVING

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number: For
Pfizer Use Only

[2020373397]
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Form Version: 17-Jul-2020 21:54

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---
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#
Catego

ry
Medication Er

ror
Start Da

te
Is the medication error Still O

ngoing
Study Medication Errors

Action
Form Instance

 1.           Repeating
Pages
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Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment given?

8. Did the Medication Error cause the
subject to be discontinued from the
study?

9. Was this medication error
associated with any adverse events?

10. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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#
Sponsor-Defined

Identifier
Category for Me

dication
Concomitant Medications

Pre-specified
Name of Medication

Start Da
te

Form Instanc
e

 1. 1  VACCINATION
S 

NO  SARS-CoV-2 vaccina
tion Pfizer 

Dec/30/2
020 

Repeating
Pages
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Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Concomitant Medications

1. What is the medication identifier? [1]

2. Category: VACCINATIONS

3. Concomitant Medications
Pre-specified:

NO

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[SARS-CoV-2 vaccination Pfizer]

5. Date: Dec/30/2020
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Visit: Logs Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Define

d Identifier
Category for Medication

Concomitant Medicati
ons Pre-specified

Name of M
edication

Dose Desc
ription

Form Instan
ce

 1. 1  CONCOMITANT IMMUNOSU
PPRESSIVE THERAPY 

NO  Dasatinib  100  Repeating
Pages
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Concomitant Medications

1. What is the medication identifier? [1]

2. Category: CONCOMITANT IMMUNOSUPPRESSIVE THERAPY

3. Concomitant Medications
Pre-specified:

NO

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[Dasatinib]

5. Dose: [100]

6. Dose Unit: mg

7. Dose Frequency: QD

8. Route: ORAL

9. Start Date: Oct/6/2020

10. Ongoing? YES
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Visit: Logs - Unscheduled Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Site Name: (1007) Cincinnati Children's Hospital Medical Center 

Subject Initials: ---
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Date of n·ansfusion Form Instance 
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Visit: Logs - Unscheduled Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started
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Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Visit: Unplanned Vaccination - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

09
01

77
e1

96
ae

40
21

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131343



Page 80 of 187

***Confidential***

 

Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Visit: Unplanned Vaccination - Unscheduled Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?
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Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: INFORMED CONSENT - ASYMPTOMATIC SURVEILLANCE

Form Version: 14-Jan-2021 02:29 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Informed Consent - Asymptomatic Surveillance

1. Consent Was:
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: V201_SURVEIL_CONSENT -
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Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]

09
01

77
e1

96
ae

40
21

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131351



Page 88 of 187

***Confidential***

 

Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/23/2020

2. Erroneous Visit
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Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?

Participant is NOT willing to return for Vaccination 3 OR otherwise not eligible
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Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Dec/30/2020

2. Primary Reason for Unblinding: OTHER

If other, specify:
[Subject plans to receive non-study COVID vaccine]
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Death Details

1. Date of Collection / Notification of
Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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eCRF Audit Trail History

Subject Status

1. Subject Status DISCONTINUED

2. Subject Status Date Dec/30/2020
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign
CRF_Sign_1

Name Signature
Meaning

Date Type Action
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - Comments

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Aug-26-2020 15:17:38 (UTC-05:00) Eastern
Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign
CRF_Sign_1

Name Signature
Meaning

Date Type Action

Laura Pace  N/A Mar-11-2021 15:49:13 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert Frenck  Approved Mar-08-2021 22:48:48 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Laura Pace  N/A Feb-21-2021 11:05:39 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert Frenck  Approved Feb-07-2021 22:56:53 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

09
01

77
e1

96
ae

40
21

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131361



Page 98 of 187

***Confidential***

Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Laura Pace  N/A Jan-30-2021 09:38:58 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert Frenck  Approved Oct-30-2020 12:00:10 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Laura Pace  N/A Oct-29-2020 11:46:11 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert Frenck  Approved Oct-28-2020 18:25:42 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Laura Pace  N/A Oct-28-2020 16:56:36 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Robert Frenck  Approved Oct-26-2020 17:54:33 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Laura Pace  N/A Oct-26-2020 10:46:59 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert Frenck  Approved Oct-22-2020 08:35:55 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Aug-26-2020 15:16:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Aug-26-2020 15:16:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Aug-26-2020 15:16:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
OBTAINED

Date Written Consent Obtained

Aug/26/2020

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject ID

Date Location User Value Reason

Aug-26-2020 15:16:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10071276

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Aug-26-2020 15:16:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1977

Enrollment Entry

3. Sex:

Date Location User Value Reason

Aug-26-2020 15:17:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
MALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Aug-26-2020 15:17:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT HISPANIC OR LATINO(A)
OR OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Aug-26-2020 15:17:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
WHITE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-26-2020 15:17:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/26/2020

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Aug-26-2020 15:17:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/26/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Aug-26-2020 15:17:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Aug-26-2020 15:17:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Aug-26-2020 15:22:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 1

Medical History T
erm:

Asthma

Start Date: UNK/UNK/1
990

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Aug-26-2020 15:22:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-26-2020 15:22:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Asthma

Initial Entry

1.a Start Date:

Date Location User Value Reason

Aug-26-2020 15:22:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1990

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Aug-26-2020 15:22:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.b
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-26-2020 15:24:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

2

Medical History
Term:

Vasectomy

Start Date: UNK/UNK/201
6

Ongoing: NO
End Date:

UNK/UNK/
2016

Initial Entry

1.b Line/MH Number:

Date Location User Value Reason

Aug-26-2020 15:24:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-26-2020 15:24:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Vasectomy

Initial Entry

1.b Start Date:

Date Location User Value Reason

Aug-26-2020 15:24:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/2016

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Aug-26-2020 15:24:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date:

UNK/UNK/2016

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.c

Date Location User Value Reason

Oct-16-2020 20:05:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 3

Medical History T
erm:

Seasonal aller
gy

Start Date: UNK/UNK/1
987

Ongoing: YES

Initial Entry

1.c Line/MH Number:

Date Location User Value Reason

Oct-16-2020 20:05:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-16-2020 20:05:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Seasonal allergy

Initial Entry

1.c Start Date:

Date Location User Value Reason

Oct-16-2020 20:05:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1987

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Oct-16-2020 20:05:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Aug-26-2020 15:19:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/26/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Aug-26-2020 15:19:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
91.4

Initial Entry

3. Unit:

Date Location User Value Reason

Aug-26-2020 15:19:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
kg

Initial Entry

4. Height:

Date Location User Value Reason

Aug-26-2020 15:19:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
187.0

Initial Entry

5. Unit:

Date Location User Value Reason

Aug-26-2020 15:19:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Aug-26-2020 15:19:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
26.1

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7.a

Date Location User Value Reason

Aug-26-2020 15:19:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Identifier:: 1

Temperature: 37.0

Temperature Unit: C

Temperature Locat
ion::

ORAL CAVI
TY

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Aug-26-2020 15:19:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Aug-26-2020 15:19:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
37.0

Initial Entry

7.a Unit:

Date Location User Value Reason

Aug-26-2020 15:19:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
C

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Aug-26-2020 15:19:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Randomization Date :

Date Location User Value Reason

Aug-26-2020 15:21:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/26/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Aug-26-2020 15:21:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
68489

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-26-2020 15:18:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-26-2020 15:18:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-26-2020 16:02:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-26-2020 15:18:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-26-2020 15:18:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Aug/26/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-26-2020 16:02:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BP75HL

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a Sample ID

Date Location User Value Reason

Aug-26-2020 16:02:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BP75HL

Initial Entry

5.b

Date Location User Value Reason

Aug-26-2020 16:03:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BP75HM

Initial Entry

5.b Sample ID

Date Location User Value Reason

Aug-26-2020 16:03:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BP75HM

Initial Entry

5.c

Date Location User Value Reason

Aug-26-2020 16:03:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BP75HN

Initial Entry

5.c Sample ID

Date Location User Value Reason

Aug-26-2020 16:03:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BP75HN

Initial Entry

5.d

Date Location User Value Reason

Aug-26-2020 16:26:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BPG0DV

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.d Sample ID

Date Location User Value Reason

Aug-26-2020 16:26:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPG0DV

Initial Entry

5.e

Date Location User Value Reason

Aug-26-2020 16:26:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BPG0DW

Initial Entry

5.e Sample ID

Date Location User Value Reason

Aug-26-2020 16:26:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPG0DW

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-26-2020 15:18:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-26-2020 15:18:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-26-2020 15:42:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-26-2020 15:18:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-26-2020 15:18:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Aug/26/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-26-2020 15:42:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BP75H2

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a Sample ID

Date Location User Value Reason

Aug-26-2020 15:42:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BP75H2

Initial Entry

09
01

77
e1

96
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-26-2020 15:56:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-26-2020 15:56:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-26-2020 15:56:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Aug-26-2020 15:56:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aug/26/2020 15:11

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-26-2020 15:56:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-26-2020 15:56:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7. Route:

Date Location User Value Reason

Aug-26-2020 15:56:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-26-2020 15:56:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED OB
SERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Aug-26-2020 15:56:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO - REACTOGENICITY E-DIA
RY NOT COLLECTED FOR THIS
SUBJECT

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-15-2020 05:43:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy
Vedamuthu
(pfe.vedamn)

Query 1: Closed Response satisfies
query

Oct-14-2020 15:57:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered subject had visit on
07oct2020

Oct-13-2020 09:24:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Sonali shah
(pfe.shahs132)

Query 1: Opened As per Illness ediary
records, subject
reported "Yes" for
the question "Have
you experienced any
of the following?”
for the COVID-19
symptoms or
diagnosis on
08OCT2020. But
there is no COVID
Illness visit reported
in the database.

Sep-17-2020 14:20:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Sep/17/2020

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Sep-17-2020 14:20:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sep/17/2020

Initial Entry

2.a

Date Location User Value Reason

Sep-17-2020 14:20:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Identifier:: 1

Temperature: 37.2

Temperature Unit: C

Temperature Locat
ion::

ORAL CAVI
TY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Sep-17-2020 14:20:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Sep-17-2020 14:20:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
37.2

Initial Entry

2.a Unit:

Date Location User Value Reason

Sep-17-2020 14:20:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
C

Initial Entry

2.a Temperature Location:09
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Sep-17-2020 14:20:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL CAVITY

Initial Entry

09
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-17-2020 14:21:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-17-2020 14:21:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-17-2020 15:08:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-17-2020 14:21:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Sep-17-2020 14:21:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Sep/17/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-17-2020 15:08:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BPYTRY

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a Sample ID

Date Location User Value Reason

Sep-17-2020 15:08:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPYTRY

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-17-2020 15:11:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-17-2020 15:11:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-17-2020 15:11:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Sep-17-2020 15:11:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sep/17/2020 14:33

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-17-2020 15:11:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-17-2020 15:11:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7. Route:

Date Location User Value Reason

Sep-17-2020 15:11:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-17-2020 15:11:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED OB
SERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Sep-17-2020 15:11:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-15-2020 15:26:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Oct/15/2020

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-15-2020 15:26:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-15-2020 15:26:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-15-2020 15:26:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-15-2020 15:26:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-15-2020 15:26:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
YES

Date of Collection:

Oct/15/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-15-2020 15:26:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BPYV2P

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a Sample ID

Date Location User Value Reason

Oct-15-2020 15:26:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPYV2P

Initial Entry

5.b

Date Location User Value Reason

Oct-15-2020 15:26:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BMRTHG

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-15-2020 15:26:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BMRTHG

Initial Entry

5.c

Date Location User Value Reason

Oct-15-2020 15:27:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BMRTHH

Initial Entry

5.c Sample ID

Date Location User Value Reason

Oct-15-2020 15:27:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BMRTHH

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-16-2020 01:43:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Swapna
Varikuti
(pfe.variks)

Query 1: Closed As per site
confirmation -
updated PD tracker

Oct-15-2020 08:31:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered correct neither nasal
swab was done

Oct-15-2020 07:13:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Swapna
Varikuti
(pfe.variks)

Query 1: Opened PDQ : Details for
either Nasal Swab
Self or Nasal Swab
expected to be
completed. Please
check and update
else clarify.

Oct-14-2020 15:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto Query

Oct-14-2020 15:46:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate Date of Visit is
completed but Date
of Assessment in the
Signs and Symptoms
form is missing.
Please review and
update as
appropriate.

Oct-14-2020 15:46:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate Date of Visit is
completed but Date
of Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Oct-14-2020 15:46:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Oct/7/2020

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

3. COVID-19 Illness Visit:

Date Location User Value Reason

Oct-14-2020 15:46:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
COVID_A

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Oct-14-2020 15:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/7/2020

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Oct-14-2020 15:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/5/2020

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

Oct-15-2020 19:46:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Oct-15-2020 19:46:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Date of Last Symptom Resolved:

Oct/10/2020

Transcription Error

Oct-15-2020 19:46:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Last Symptom
Resolved Date is
before the First
Symptom Start Date.
Please correct.

Oct-15-2020 19:46:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Date of Last Symptom Resolved:

Sep/10/2020

New Information

Oct-14-2020 15:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

4.a

Date Location User Value Reason

Oct-14-2020 15:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptoms: FEVER

Symptom Present: NO

Initial Entry

4.a Symptoms:

Date Location User Value Reason

Oct-14-2020 15:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FEVER

Initial Entry

4.a Was symptom present?

Date Location User Value Reason

Oct-14-2020 15:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4.b

Date Location User Value Reason

Oct-14-2020 15:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptoms: NEW OR INCREAS

ED COUGH

Symptom P
resent:

YES

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

4.b Symptoms:

Date Location User Value Reason

Oct-14-2020 15:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR INCREASED COUGH

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Oct-14-2020 15:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

4.c

Date Location User Value Reason

Oct-14-2020 15:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sympto
ms:

NEW OR INCREASED
SHORTNESS OF BRE
ATH

Sympto
m Prese
nt:

YES

Initial Entry

4.c Symptoms:

Date Location User Value Reason

Oct-14-2020 15:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR INCREASED SHORTN
ESS OF BREATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Oct-14-2020 15:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

4.d

Date Location User Value Reason09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-14-2020 15:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptoms: CHILLS

Symptom Present: NO

Initial Entry

4.d Symptoms:

Date Location User Value Reason

Oct-14-2020 15:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Oct-14-2020 15:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4.e

Date Location User Value Reason

Oct-14-2020 15:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptoms
:

NEW OR INCREASE
D MUSCLE PAIN

Symptom
Present:

NO

Initial Entry

4.e Symptoms:

Date Location User Value Reason

Oct-14-2020 15:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR INCREASED MUSCLE
PAIN

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Oct-14-2020 15:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4.f
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Oct-14-2020 15:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptoms: NEW LOSS OF TAS

TE OR SMELL

Symptom
Present:

NO

Initial Entry

4.f Symptoms:

Date Location User Value Reason

Oct-14-2020 15:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW LOSS OF TASTE OR SMEL
L

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Oct-14-2020 15:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4.g

Date Location User Value Reason

Oct-14-2020 15:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptoms
:

NEW OR INCREASE
D SORE THROAT

Symptom
Present:

YES

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

4.g Symptoms:

Date Location User Value Reason

Oct-14-2020 15:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR INCREASED SORE TH
ROAT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Oct-14-2020 15:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

4.h

Date Location User Value Reason

Oct-14-2020 15:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptoms: DIARRHEA

Symptom Present: NO

Initial Entry

4.h Symptoms:

Date Location User Value Reason

Oct-14-2020 15:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Oct-14-2020 15:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4.i

Date Location User Value Reason

Oct-14-2020 15:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptoms: VOMITING

Symptom Present: NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

4.i Symptoms:

Date Location User Value Reason

Oct-14-2020 15:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Oct-14-2020 15:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: MICROBIOLOGY SPECIMEN - Audit Trail

Form Version: 06-Jul-2020 21:54 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Oct-15-2020 19:48:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Oct-15-2020 19:48:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/10/2020

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Oct-15-2020 19:48:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
SWABBED MATERIAL

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Oct-15-2020 19:48:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NASOPHARYNX

Initial Entry

4. Assay Code and Description:

Date Location User Value Reason

Oct-15-2020 19:48:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SEVERE ACUTE RESP SYNDRO
ME CORONAVIRUS 2

Initial Entry

5. Device Type:

Date Location User Value Reason

Oct-15-2020 19:48:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SARS-COV-2 DIAGNOSTIC TES
T

Initial Entry

6. Trade Name:

Date Location User Value Reason

Oct-15-2020 19:48:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
OTHER

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7. Test Result:

Date Location User Value Reason

Oct-15-2020 19:48:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEGATIVE

Initial Entry

9. Trade Name Other, Specify:

Date Location User Value Reason

Oct-15-2020 19:48:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
CLIA certified lab; PCR test

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-14-2020 15:53:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-14-2020 15:53:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-14-2020 15:53:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Oct-14-2020 15:53:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
subject unable

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-14-2020 15:53:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-14-2020 15:53:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-14-2020 15:53:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Oct-14-2020 15:53:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
subject unable

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Oct-14-2020 15:47:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Type of Practitioner: SPECIA

LIST

Occurrence of Visits or
Contacts:

NO

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

Oct-14-2020 15:47:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
SPECIALIST

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-14-2020 15:47:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

1.b

Date Location User Value Reason

Oct-14-2020 15:47:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Type of Practitione
r:

EMERGENC
Y ROOM

Occurrence of Visi
ts or Contacts:

NO

Initial Entry

09
01

77
e1

96
ae

40
21

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131407



Page 144 of 187

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Oct-14-2020 15:47:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EMERGENCY ROOM

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-14-2020 15:47:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

1.c

Date Location User Value Reason

Oct-14-2020 15:47:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Type of Practitio
ner:

PRIMARY CA
RE PHYSICIA
N

Occurrence of V
isits or Contacts
:

NO

Initial Entry

1.c Physician or Healthcare Professional:

Date Location User Value Reason

Oct-14-2020 15:47:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
PRIMARY CARE PHYSICIAN

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-14-2020 15:47:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

1.d

Date Location User Value Reason09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-14-2020 15:47:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Type of Practitioner: URGENT

CARE

Occurrence of Visits
or Contacts:

NO

Initial Entry

1.d Physician or Healthcare Professional:

Date Location User Value Reason

Oct-14-2020 15:47:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
URGENT CARE

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-14-2020 15:47:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

1.e

Date Location User Value Reason

Oct-14-2020 15:47:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Type of Practiti
oner:

TELEPHONE C
ONSULTATIO
N

Occurrence of V
isits or Contacts
:

NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.e Physician or Healthcare Professional:

Date Location User Value Reason

Oct-14-2020 15:47:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
TELEPHONE CONSULTATION

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-14-2020 15:47:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

1.f

Date Location User Value Reason

Oct-14-2020 15:47:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Type of Practitioner: OTHE

R

Occurrence of Visits or C
ontacts:

NO

Initial Entry

1.f Physician or Healthcare Professional:

Date Location User Value Reason

Oct-14-2020 15:47:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
OTHER

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-14-2020 15:47:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

3. Has the subject been hospitalized due to potential COVID-19 illness?

Date Location User Value Reason

Oct-14-2020 15:47:01
(UTC-05:00) Eastern

ACV0PFEINFP6000  Laura
Pace

Data Entry:
NO

Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) (pfe.lpace)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Oct/07/2020

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Not Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Oct-14-2020 15:54:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
POTENTIAL COVID-19 ILLNESS

Initial Entry

2. Was a diagnosis obtained for Potential COVID-19 Illness?

Date Location User Value Reason

Mar-11-2021 15:49:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Respiratory Illness Diagnosis:

seasonal allergies

Date of Diagnosis:

Oct/8/2020

New Information

Oct-14-2020 15:54:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

3. Toxicity Grade:

Date Location User Value Reason

Oct-14-2020 15:54:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Sep/25/2020

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-04-2020 19:56:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Xiaoxia
Liu
(pfe.xiaoxl)

Query 1: Closed Response satisfies
query

Oct-01-2020 16:10:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered subject had an SAE

Sep-28-2020 20:12:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Xiaoxia
Liu
(pfe.xiaoxl)

Query 1: Opened ClinQuery: Please
can you confirm why
subject was called
for UNPL visit?
Subject is not part of
reactogenicity subset
of patients. If this
pertains to an AE
please update AE log
else clarify. Thanks

Sep-25-2020 16:27:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Sep/25/2020

Initial Entry
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Sep/25/2020

Form: UNPLANNED VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Assessments

Date Location User Value Reason

Sep-25-2020 16:27:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-25-2020 16:27:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Contact Outcome is
ticked however
'CONTACT
OUTCOME' form is
not entered. Please
review and update as
appropriate.

Sep-25-2020 16:27:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
CONTACT OUTCOME

Initial Entry
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Sep/25/2020

Form: CONTACT OUTCOME - UNPLANNED - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Contact Type:

Date Location User Value Reason

Sep-25-2020 16:27:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
TELEPHONE VISIT

Initial Entry

2. Was contact made?

Date Location User Value Reason

Sep-25-2020 16:27:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Date of Contact:

Sep/25/2020

Contact Outcome:

VISIT NOT ARRANGED, UN
ABLE TO ATTEND

Initial Entry
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-15-2020 15:27:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/15/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-15-2020 15:27:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Oct-15-2020 15:27:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Jan-30-2021 09:38:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Dec/30/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Jan-30-2021 09:38:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

3. Status:

Date Location User Value Reason

Feb-22-2021 07:02:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Hayley
Wyper
(pfe.wyperh)

Query 1: Closed Response satisfies
query

Feb-21-2021 11:05:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed
Information

Feb-21-2021 11:05:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
PROTOCOL DEVIATION

Changed
Information

Feb-15-2021 05:53:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Hayley
Wyper
(pfe.wyperh)

Query 1: Reissued:Opened CLINQUERY:
Please update status
selection in field to
match to
PROTOCOL
DEVIATION (will
link to non-study
covid-19 vaccine
receipt prior to study
end)

Feb-14-2021 18:24:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered protocol deviation
completed
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Feb-08-2021 02:20:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Sathenapalli
Suguna
Srujan
(pfe.srujas)

Query 1: Opened CLINQUERY: If
non-study covid-19
vaccine was received
prior to study end,
please capture as
PROTOCOL
DEVIATION status

Feb-05-2021 06:03:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Hayley
Wyper
(pfe.wyperh)

Query 1: Candidate CLINQUERY: If
non-study covid-19
vaccine was received
prior to study end,
please capture as
PROTOCOL
DEVIATION status

Jan-30-2021 09:38:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO LONGER MEETS ELIGIBI
LITY CRITERIA

Initial Entry

4. Specify Status:

Date Location User Value Reason

Feb-21-2021 11:05:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Receipt of non-study COVID vacci
ne prior to study end

Changed
Information

Jan-30-2021 09:38:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Exclusion 12; received a COVID-1
9 vaccine outside of the study.

Initial Entry

09
01

77
e1

96
ae

40
21

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131418



Page 155 of 187

***Confidential***

 

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Sep-25-2020 16:35:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Sep-25-2020 16:38:52
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Oct-15-2020 19:59:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category:

Date Location User Value Reason

Sep-25-2020 16:35:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Sep-25-2020 16:35:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Nov-05-2020 14:46:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Closed Response satisfies
query

Nov-04-2020 14:38:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered this was already
done; see all AEs

Nov-04-2020 11:33:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Erik Sundgaard
(pfe.sundgaardea)

Query 1: Opened CLINICAL Please
clarify if a more
specific diagnosis
of CML has be
reached; if so
please update and
report the specific
diagnosis

Nov-04-2020 11:30:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Candidate CLINICAL Please
clarify if a more
specific diagnosis
of CML has be
reached; if so
please update and
report the specific
diagnosis
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sep-25-2020 16:35:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
leukocytosis

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Sep-25-2020 16:35:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sep/24/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Oct-26-2020 10:46:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date Time:

Oct/19/2020 UNK:UNK

New Information

Sep-25-2020 16:35:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Oct-29-2020 14:59:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
3

Changed Information

Oct-27-2020 17:46:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Juleen
Gayed
(pfe.gayedj)

Query 1: Closed Clin: Posted in error

Oct-27-2020 17:44:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Juleen
Gayed
(pfe.gayedj)

Query 1: Opened Clin: Please clarify
how this AE is
life-threatening

Sep-25-2020 16:35:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
4

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Oct-16-2020 05:29:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto Query

Oct-15-2020 19:54:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate For AE
leukocytosis:
Response to "Is the
adverse event
serious?" is 'No' but
"Serious Adverse
Event Number" is
present.

Oct-15-2020 19:54:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Changed
Information

Sep-28-2020 03:28:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy
Vedamuthu
(pfe.vedamn)

Query 1: Deleted Query can be
addressed internally

Sep-25-2020 16:35:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE
leukocytosis:
Response to "Is the
adverse event
serious?" is 'Yes' but
"Serious Adverse
Event Number" is
blank.

Sep-25-2020 16:35:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Is this serious event associated
with congenital anomaly or birt
h defect?

NO

Did this serious event result in d
eath?

NO

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Did this serious event require or
prolong hospitalization?

NO

Did this serious event result in p
ersistent or significant disability
/incapacity?

NO

Is this serious event life threaten
ing?

YES

Other medically important serio
us event

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Sep-25-2020 16:35:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Oct-12-2020 09:18:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT RELATED

If Not Related to study treatment(
s), this event is due to:

OTHER

If Other, specify:

Chronic myelogenous leuke
mia

New Information

Sep-25-2020 16:35:56 ACV0PFEINFP6000  Laura Data Entry: Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00) Eastern
Time (US & Canada)

Pace
(pfe.lpace)

NOT RELATED
If Not Related to study treatment(
s), this event is due to:

OTHER

If Other, specify:

Probable lymphoproliferative
disorder

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Sep-25-2020 16:35:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Sep-25-2020 16:35:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Sep-25-2020 16:35:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Oct-26-2020 10:47:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Oct-26-2020 10:47:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
RECOVERED/RESOLVED

New Information

Oct-26-2020 10:46:59
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened For AE leukocytosis:
Response to "What
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) was the outcome of
this adverse event?"
is 'Not
Recovered/Not
Resolved' but AE
End Date/Time is
present.

Sep-25-2020 16:35:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NOT RECOVERED/NOT RESOL
VED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Sep-25-2020 16:35:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Oct-16-2020 05:29:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry: downgraded to non
serious in both
database

Sep-28-2020 05:42:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020373397

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category:

Date Location User Value Reason

Sep-25-2020 16:38:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Sep-25-2020 16:38:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Sep-25-2020 16:38:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
thrombocytosis

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Sep-25-2020 16:38:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sep/24/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Oct-28-2020 16:56:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date Time:

Oct/26/2020 UNK:UNK

New Information

Sep-25-2020 16:38:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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6. Toxicity Grade:

Date Location User Value Reason

Oct-29-2020 12:05:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ahmed
Hassan
(pfe hassaa38)

Query 2: Closed Response satisfies query

Oct-29-2020 11:46:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered Changed Information

Oct-29-2020 11:46:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
3

Changed Information

Oct-29-2020 09:37:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ahmed
Hassan
(pfe hassaa38)

Query 2: Opened ClinQuery:thrombocytosis:
this is listed as a grade 4
AE but is also listed as a
not serious. Please review
and update as appropriate.
Thanks

Oct-27-2020 17:45:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Juleen Gayed
(pfe.gayedj)

Query 1: Closed Clin: Posted in error

Oct-27-2020 17:45:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Juleen Gayed
(pfe.gayedj)

Query 1: Opened Clin: Please clarify how
this AE is life-threatening

Sep-25-2020 16:38:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
4

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Oct-23-2020 11:12:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 3: Closed updated per SAE
report
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Oct-23-2020 11:07:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 3: Opened Clinical - SAE report
states
"Thrombocytosis
does still need to be
reported as an SAE.
It was inadvertently
removed from the
report sent to Pfizer
on 09Oct2020." If
statement is correct,
please return this
event to 'Serious =
yes'.

Oct-16-2020 05:28:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto Query

Oct-15-2020 19:56:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate For AE
thrombocytosis:
Response to "Is the
adverse event
serious?" is 'No' but
"Serious Adverse
Event Number" is
present.

Oct-15-2020 19:56:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Changed Information

Sep-28-2020 03:28:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy
Vedamuthu
(pfe.vedamn)

Query 1: Deleted Query can be
addressed internally

Sep-25-2020 16:38:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE
thrombocytosis:
Response to "Is the
adverse event
serious?" is 'Yes' but
"Serious Adverse
Event Number" is
blank.

Sep-25-2020 16:38:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Is this serious event associated
with congenital anomaly or bir
th defect?

Initial Entry
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NO

Did this serious event result in
death?

NO

Did this serious event require
or prolong hospitalization?

NO

Did this serious event result in
persistent or significant disabil
ity/incapacity?

NO

Is this serious event life threate
ning?

YES

Other medically important seri
ous event

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Sep-25-2020 16:38:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Oct-12-2020 09:43:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT RELATED

If Not Related to study treatment(
s), this event is due to:

OTHER

Changed
Information
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If Other, specify:

Chronic myelogenous leuke
mia

Sep-25-2020 16:38:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT RELATED

If Not Related to study treatment(
s), this event is due to:

OTHER

If Other, specify:

Probable lymphoproliferative
disorder

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Sep-25-2020 16:38:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Sep-25-2020 16:38:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Sep-25-2020 16:38:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Oct-28-2020 16:56:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query
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Oct-28-2020 16:56:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
RECOVERED/RESOLVED

New Information

Oct-28-2020 16:56:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened For AE
thrombocytosis:
Response to "What
was the outcome of
this adverse event?"
is 'Not
Recovered/Not
Resolved' but AE
End Date/Time is
present.

Sep-25-2020 16:38:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NOT RECOVERED/NOT RESOL
VED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Sep-25-2020 16:38:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Oct-16-2020 05:28:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry: downgraded to non
serious in both
database

Sep-28-2020 05:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020373397

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Oct-15-2020 19:59:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Oct-15-2020 19:59:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Oct-15-2020 19:59:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
chronic myelogenous leukemia

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Oct-15-2020 19:59:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sep/24/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-01-2021 14:00:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Christian
Mayfield
(pfe.mayfic01)

Query 1: Closed Response satisfies
query

Feb-01-2021 12:51:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered Ae will not have an
end date

Jan-30-2021 09:38:58
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened 'Disposition
Follow-up form is
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Time (US & Canada) completed and this
Adverse Event is
still ongoing. Please
review and update
as appropriate.

Oct-15-2020 19:59:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Oct-15-2020 19:59:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
4

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Oct-29-2020 13:35:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Closed Query closed; will
follow for SAE
update with the
requested COVID
test info

Oct-29-2020 11:29:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 2: Answered will include in
follow up SAE form

Oct-28-2020 23:44:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Reissued:Opened Clinical - querying
to have SAE report
include any COVID
test performed at
Hosp. Orig response
was "there was a
covid test done and
result was negative;
testing was not
performed due to the
SAE", which is
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unclear.

Oct-27-2020 16:34:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 2: Answered can you please
clarify what question
you are referring to.
I do not understand
what you are asking

Oct-26-2020 16:33:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Reissued:Opened Clinical The
question only refers
to (non-study) Covid
tests in ER/Hospital.
If NO hospital Covid
test performed is
known, please
submit this on
follow-up SAE form
as pertinent
information for this
trial.

Oct-26-2020 09:57:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 2: Answered there was a covid
test done and result
was negative; testing
was not performed
due to the SAE

Oct-23-2020 11:09:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Opened CLINICAL COVID
testing has not been
reported in the SAE
submitted to safety.
Please submit a
follow-up SAE form
[#2020373397] to
provide whether
COVID testing was
performed (yes/no)
and if yes, the
results.

Oct-16-2020 05:28:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-15-2020 19:59:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE chronic
myelogenous
leukemia: Response
to "Is the adverse
event serious?" is
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'Yes' but "Serious
Adverse Event
Number" is blank.

Oct-15-2020 19:59:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Is this serious event associated
with congenital anomaly or bir
th defect?

NO

Did this serious event result in
death?

NO

Did this serious event require o
r prolong hospitalization?

NO

Did this serious event result in
persistent or significant disabili
ty/incapacity?

NO

Is this serious event life threate
ning?

YES

Other medically important seri
ous event

NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Oct-15-2020 19:59:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:
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Date Location User Value Reason

Oct-15-2020 19:59:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT RELATED

If Not Related to study treatment(s
), this event is due to:

OTHER

If Other, specify:

Genetic change in stem cells

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Oct-15-2020 19:59:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Oct-15-2020 19:59:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Oct-15-2020 19:59:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Feb-16-2021
02:52:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Closed SDB update

Feb-11-2021
13:04:16
(UTC-05:00) Eastern

ACV0PFEINFP6000  Gladys Noi
(pfe noig)

Query 1: Reissued:Cand
idate

pending SDB update
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Time (US & Canada)

Feb-10-2021
11:51:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered updated SAE report

Feb-10-2021
00:31:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Opened SAE
RECON:AER#2020373397,outcome
was updated to
RECOVERING/RESOLVING on
AE CRF while reported as Not
Recovered/Not Resolved in Safety
database. Please confirm correct
outcome. If safety update is
required, please submit a follow-up
form.

Feb-01-2021
12:51:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
RECOVERING/RESOL
VING

Changed Information

Oct-15-2020
19:59:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NOT RECOVERED/N
OT RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Oct-15-2020 19:59:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Oct-16-2020 05:28:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020373397

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - Audit Trail

Form Version: 22-Apr-2020 21:03 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Jan-31-2021 20:23:18
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Jan-31-2021 20:23:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

2. Category:

Date Location User Value Reason

Jan-31-2021 20:23:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATIONS

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Jan-31-2021 20:23:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NO

Initial Entry

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown, enter
the full trade or proprietary name. Include clarifying information in the Medication text (e.g., Ingredient(s), route, use,
formulation).

Date Location User Value Reason

Jan-31-2021 20:23:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
SARS-CoV-2 vaccination Pfizer

Initial Entry

5. Date:

Date Location User Value Reason

Jan-31-2021 20:23:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Dec/30/2020

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED - Audit Trail

Form Version: 22-Apr-2020 21:03 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Oct-16-2020 20:08:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Oct-16-2020 20:08:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

2. Category:

Date Location User Value Reason

Oct-16-2020 20:08:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
CONCOMITANT IMMUNOSUPP
RESSIVE THERAPY

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Oct-16-2020 20:08:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NO

Initial Entry

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown, enter
the full trade or proprietary name. Include clarifying information in the Medication text (e.g., Ingredient(s), route, use,
formulation).

Date Location User Value Reason

Oct-16-2020 20:08:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Dasatinib

Initial Entry

5. Dose:

Date Location User Value Reason

Oct-16-2020 20:08:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
100

Initial Entry

6. Dose Unit:

Date Location User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-16-2020 20:08:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
mg

Initial Entry

7. Dose Frequency:

Date Location User Value Reason

Oct-16-2020 20:08:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
QD

Initial Entry

8. Route:

Date Location User Value Reason

Oct-16-2020 20:08:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL

Initial Entry

9. Start Date:

Date Location User Value Reason

Oct-16-2020 20:08:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/6/2020

Initial Entry

10. Ongoing?

Date Location User Value Reason

Oct-16-2020 20:08:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-30-2021 09:39:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Dec/23/2020

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit Trail
History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Jan-30-2021 09:40:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Participant is NOT willing to return
for Vaccination 3 OR otherwise not
eligible

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Jan-30-2021 09:39:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Dec/30/2020

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Mar-10-2021
02:51:17
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Amol Deshmukh
(pfe.deshma24)

Query
2: Clo
sed

Closed per site
confirmation.

Mar-08-2021
21:23:01
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query
2: An
swere
d

correct as entered

Mar-08-2021
05:21:47
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Amol Deshmukh
(pfe.deshma24)

Query
2: Rei
ssued:
Opene
d

IVRS Re-query 1:
Thank you for
response. Please
confirm primary reason
for unblinding recorded
'Other' is correct. Else,
update as appropriate.

Mar-04-2021
21:49:06
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
2: An
swere
d

Changed Information

Mar-04-2021
21:49:06
(UTC-05:00)
Eastern Time
(US &

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data
Entry
:
OTH
ER

Changed Information
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Canada) If ot
her,
spec
ify:

Su
bje
ct
pla
ns
to r
ece
ive
no
n-s
tud
y
C
O
VI
D
va
cci
ne

Mar-04-2021
05:06:55
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Clo
sed

Auto closed by
Validation Check:
VC_DS001_35

Mar-04-2021
02:55:19
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Amol Deshmukh
(pfe.deshma24)

Query
2: Op
ened

IVRS Reconciliation:
Other is selected as the
primary reason for
unblinding but
matching blind break is
not captured in IRT.
Please correct primary
reason in Inform or
confirm as correct”.

Mar-03-2021
23:00:36
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Gajanan Deshmukh
(pfe.deshmg08)

Query
1: Rei
ssued:
Opene
d

DM : Primary Reason
for Unblinding is
recorded as OTHER.
However, Other,
specify is missing.
Please review and
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

update. Else,clarify.

Mar-03-2021
14:33:42
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
1: An
swere
d

Changed Information

Mar-03-2021
14:33:42
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data
Entry
:
OTH
ER

Changed Information

Feb-22-2021
08:57:55
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW7349520;Primary
Reason for Unblinding
is "ASSESS
ELIGIBILITY FOR
ADDITIONAL
VACCINATION", but
"Participant is willing
to return for
Vaccination 3" is not
selected in the Further
Vaccination
Confirmation CRF.
Please review and
update as appropriate.

Jan-30-2021
09:39:33
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data
Entry
:
ASSE
SS EL
IGIBI
LITY
FOR
ADDI
TION
AL V
ACCI
NATI
ON

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject Status

Date Location User Value Reason

Feb-21-2021 11:05:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DISCONTINUED

Changed
Information

Jan-30-2021 09:38:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DISCONTINUED

Initial Entry

Oct-15-2020 15:27:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Aug-26-2020 15:21:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Aug-26-2020 15:17:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Feb-21-2021 11:05:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Dec/30/2020

Changed
Information

Jan-30-2021 09:38:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Dec/30/2020

Initial Entry

Oct-15-2020 15:27:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/15/2020

Initial Entry

Aug-26-2020 15:21:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/26/2020

Initial Entry

Aug-26-2020 15:17:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/26/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071276 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Casebook Signature

Date Location User Value Reason

Oct-21-2020 16:47:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Click Here to Enable

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5, STAGE 3
option is equivalent to PHASE 2/3.

1. Select appropriate response - Protocol
version

24 JUL 2020

2. Select appropriate response - What
cohort does the subject belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Aug/27/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Demography

1. Subject ID [10071280]

2. Birth Date: /1982

3. Sex: FEMALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): WHITE

6. Racial Designation:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/27/2020

2. Erroneous Visit
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion Criterion
Met

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Screening

1. Date of Completion/Discontinuation
/Death

Aug/27/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Kidney stones]

Start Date: Nov/UNK/2019

Ongoing: NO

End Date:
Aug/4/2020

1.b Line/MH Number: [2]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Lithotripsy]

Start Date: Nov/UNK/2019

Ongoing: NO

End Date:
Nov/UNK/2019

1.c Line/MH Number: [3]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Pyeloplasty]

Start Date: Aug/4/2020

Ongoing: NO

End Date:
Aug/4/2020

1.d Line/MH Number: [4]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Asthma]

Start Date: UNK/UNK/1997

Ongoing: YES
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.e Line/MH Number: [5]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Seasonal allergy]

Start Date: UNK/UNK/1990

Ongoing: YES

1 f Line/MH Number: [6]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Allergic to cats]

Start Date: UNK/UNK/1990

Ongoing: YES

1.g Line/MH Number: [7]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Dust allergy]

Start Date: UNK/UNK/1990

Ongoing: YES

1.h Line/MH Number: [8]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Sleeve gastrectomy]

Start Date: May/UNK/2019

Ongoing: NO

End Date:
May/UNK/2019

1.i Line/MH Number: [9]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Overweight]

Start Date: UNK/UNK/1996

Ongoing: NO

End Date:
Jun/UNK/2020
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Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Aug/27/2020

2. Weight: [75.4]

3. Unit: kg

4. Height: [174.0]

5. Unit: cm

6. Body Mass Index: [24.9]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [37.0]

Unit: C

Temperature Location: ORAL CAVITY
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Aug/27/2020

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition

1. Randomization Date : Aug/27/2020

2. Randomization Number: [68493]

3. Randomization Group: [ ]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Aug/27/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP75JJ]

5.b Sample ID [BP75JK]

5.c Sample ID [BP75JL]

5.d Sample ID [BPG0F5]

5.e Sample ID [BPG0F6]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/27/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP75J8]
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Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/27/2020 10:14

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES
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Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS SUBJECT
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Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/23/2020

2. Erroneous Visit
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Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Sep/23/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [37.0]

Unit: C

Temperature Location: ORAL CAVITY
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Sep/23/2020

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/23/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPYTSJ]
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Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

YES

Date of First Delay:
Sep/17/2020

Reason(s) for Temporary Delay of Vaccination
FEVER OR ACUTE ILLNESS

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/23/2020 09:15

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES
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Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/21/2020

2. Erroneous Visit
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? NO

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[samples are in convalescent visit]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/17/2020

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: Sep/17/2020

2. Date of First Symptom Started: Sep/12/2020

3. Symptoms Ongoing? NO

Date of Last Symptom Resolved:
Sep/17/2020

Symptoms

4.a Symptoms: FEVER

Was symptom present? NO

4.b Symptoms: NEW OR INCREASED COUGH

Was symptom present? NO

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH

Was symptom present? NO

4.d Symptoms: CHILLS

Was symptom present? NO

4.e Symptoms: NEW OR INCREASED MUSCLE PAIN

Was symptom present? NO

4 f Symptoms: NEW LOSS OF TASTE OR SMELL

Was symptom present? NO

4.g Symptoms: NEW OR INCREASED SORE THROAT

Was symptom present? YES

4.h Symptoms: DIARRHEA

Was symptom present? NO

4.i Symptoms: VOMITING

Was symptom present? NO

Symptoms - Other

5.a Symptoms - Other Text: [headache]
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Heade1· Text: c4591001 

Visit: POT COVID ILL 1 - -
Form Ve1·sion: 06-Jul-2020 21:54 

Site No: 1007 

Subject No: 10071280 

Gene1·ated By: pfe.levissc 

~ Date of Collectio Specimen Typ 
n e 

~I Not Done I Not Done 

***Confidential*** 

Fo1·m: MICROBIOLOGY SPECIMEN 

Site Name: (1007) Cincinnati Children's Hospital Medical Center 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:12 

Specimen Collection Loc.ati Assay Code and Descripti I Device Typ 
Form Instance 

on on e 

I Not Done I Not Done I Not Done I Repeating Pages 
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

1. Actual Date of Collection: Not Done

//

Comments

2. Specimen Type: Not Done Comments

3. Specimen Collection Location: Not Done Comments

4. Assay Code and Description: Not Done Comments

5. Device Type: Not Done Comments

6. Trade Name: Not Done Comments

7. Test Result: Not Done Comments

8. Comments/Findings/Details: Not Done

[ ]

Comments

9. Trade Name Other, Specify: Not Done

[ ]

Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB_SELF

3. Sample Collected? NO

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[subject came in for visit]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/17/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPYTR6]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: HEALTH CARE UTILIZATION

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Health Care Utilization

1.a Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or Contacts: NO

1.b Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts: NO

1.c Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or Contacts: NO

1.d Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or Contacts: NO

1.e Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts: NO

1 f Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or Contacts: NO

Health Care Utilization Other

2. Other Type of Practitioner Specify: [ ]

Health Care Utilization

3. Has the subject been hospitalized due
to potential COVID-19 illness?

NO
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Heade1· Text: c4591001 

Visit: POT COVID ILL 1 - -
Form Ve1·sion: 06-Jul-2020 21:53 

Site No: 1007 

Subject No: 10071280 

Gene1·ated By: pfe.levissc 

Fo1·m: RESPIRATORY TREATMENT 

Site Name: (1007) Cincinnati Children's Hospital Medical Center 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:12 

r;-1 Treatment Identifie1· I Con Non-Drug Treatments Pi·e-specified I Treatment I Treatment I Start Date I Form Instance 

~I I I I I I RCJ?eating Pages , 
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Respiratory Treatment

1. What is the treatment Identifier? [ ]

2. Concomitant Non-drug Treatment
Pre-specified:

3. Treatment:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: POTENTIAL COVID-19 ILLNESS

2. Was a diagnosis obtained for Potential
COVID-19 Illness?

NO

3. Toxicity Grade: 1
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Heade1· Text: c4591001 

Visit: POT COVID ILL 1 - -
Form Ve1·sion: 17-Jul-2020 21:55 

Site No: 1007 

Subject No: 10071280 

Gene1·ated By: pfe.levissc 

f71 Category of Clinical Event: I 
~·1 I 

***Confidential*** 

Fo1·m: ILLNESS DETAILS - SEVERE 

Site Name: (1007) Cincinnati Children's Hospital Medical Center 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:12 

Subc.ategory of Clinical Event I Diagnosis Obtained I Toxicity Grade I Form Instance 

I I I Repeating Pages 
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Illness Details

1. Category of Clinical Event:

2. Subcategory of Clinical Event:

3. Was a diagnosis obtained?

4. Toxicity Grade:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 21-Aug-2020 02:49

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Category for Lab

Test
Vendor Na

me
Collection Da

te:
Specimen Ty

pe
Lab Result Form Instance

 1.         Sponsor-Defined Ident
ifier

Test
:

Resul
t:

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 21-Aug-2020 02:49 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Lab Chemistry Details

1. Lab Panel:

2. Laboratory Name and Address [ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

Not Done:

LNMT Low
[ ]
High
[ ]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 21-Aug-2020 02:51

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Category for La

b Test
Vendor Name (DER

IVED)
Collection D

ate:
Specimen T

ype
Lab Result

Form Instanc
e

 1.         Sponsor-Defined Id
entifier

Tes
t:

Resul
t:

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 21-Aug-2020 02:51 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Laboratory Data Hematology

1. Lab Panel:

2. Laboratory Name and Address [ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

Not Done:

LNMT Low
[ ]
High
[ ]
Unit
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Heade1· Text: c4591001 

Visit: POT COVID ILL 1 - -
Form Ve1·sion: 21-Aug-2020 02:50 

Site No: 1007 

Subject No: 10071280 

Gene1·ated By: pfe.levissc 

Fo1·m: VITAL SIGNS - COVID 

Site Name: (1007) Cincinnati Children's Hospital Medical Center 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:12 

1-1 Date: I Vital Signs Details I 
~~1r1;:::=====R=e=c=or=d=l=d=e=n=ti=fi=e=r=: ====:::;====S=ys=t=o=lic=:==:::;====Di=.=a=st=o=li=c:====11r1~~-::R~e-pe_a_t~in-g~P~a-g_e_s~~-.1 

Form Instance 
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: VITAL SIGNS - COVID

Form Version: 21-Aug-2020 02:50 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Systolic: [ ]

Diastolic: [ ]

Respiratory Rate in
respirations/minute:

[ ]

Heart Rate in beats/minute: [ ]

09
01

77
e1

96
ae

40
27

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131491



FDA-CBER-2021-5683-0131492

-I-
~ 
(9 ._ 

..-
N 
0 
N 
~ 
a. 

<!= ..--
0 

c 
0 
co 
c 
u. -co 
c 
u. -l"-
N 
0 

l 
co 

CD 
0) 
..-
Q) 

l"-
1"-..--
0 
0) 
0 

Heade1· Text: c4591001 

Visit: POT COVID ILL 1 - -
Form Ve1·sion: 21-Aug-2020 02:51 

Site No: 1007 

Subject No: 10071280 

Gene1·ated By: pfe.levissc 

Fo1·m: VITAL SIGNS - PULSE OX ROOM AIR 

Site Name: (1007) Cincinnati Children's Hospital Medical Center 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:12 

1-1 Date: I Vital Signs Details I 
~i---------~11;:::::=====R=e=c=o1=·d==ld=e=n=tifi= . • =e=r=: ====::::;=======O=xy==g=e=n=S=a=tu=1=·a=ti=o=n======~1-1r--~~R:-epe~a~ti~n-g~P~a-ge-s~~~.I 

Form Instance 
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 21-Aug-2020 02:51 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

SPO2 Pulse Oximetry % [ ]
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Heade1· Text: c4591001 

Visit: POT COVID ILL 1 - -
Form Ve1·sion: 06-Jul-2020 21:52 

Site No: 1007 

Subject No: 10071280 

Gene1·ated By: pfe.levissc 

Fo1·m: OXYGENATION PARAMETERS 

Site Name: (1007) Cincinnati Children's Hospital Medical Center 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:12 
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Oxygenation Parameters

1. Date Time of Assessment: //

2. Arterial Blood Gases PaO2 (mmHg): [ ]

3. FiO2 (Fraction of Inhaled Oxygen): [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defined Ide

ntifier
Category for Medic

ation
Concomitant Medications Pre-

specified
Name of Medica

tion
Start D

ate
Form Instance

 1.           Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[ ]

5. Start Date: //

6. Ongoing?
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Heade1· Text: c4591001 

Visit: POT COVID ILL 1 - -
Form Ve1·sion: 06-Jul-2020 21:53 

Site No: 1007 

Subject No: 10071280 

Gene1·ated By: pfe.levissc 

Fo1·m: IMAGING 

Site Name: (1007) Cincinnati Children's Hospital Medical Center 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:12 
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: IMAGING

Form Version: 06-Jul-2020 21:53 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Imaging

1. Date of Assessment: //

2. Location of Assessment:

3. Type of Imaging Exam:

4. Assessment:
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit
on Oct/21/2020

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/21/2020

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A1
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit
on Oct/21/2020

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/21/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPYV5B]

5.b Sample ID [BMRTLB]

5.c Sample ID [BMRTLC]
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Unplanned Assessments

1. Assessments
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Treatment

1. Date of Completion/Discontinuation
/Death :

Oct/21/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Disposition - Follow-Up

1. Date of Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]

09
01

77
e1

96
ae

40
27

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131505



Page 55 of 212

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Category
AE Identi

fier
Adverse Event Start Date

Is the Adverse Event Still
Ongoing

Form Instanc
e

 1. ADVERSE EV
ENT 

1  Muscle Soreness in arm of injecti
on 

Jan/28/2021 2
0:00 

NO
End Date Time:

Jan/30/2021 08:00
 

Repeating
Pages

 2. ADVERSE EV
ENT 

2  bilateral deep cervical swollen ly
mph nodes 

Feb/18/2021 0
8:00 

NO
End Date Time:

Feb/25/2021 UNK:UNK
 

Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Muscle Soreness in arm of injection]

4. Start Date Time: Jan/28/2021 20:00

5. Is the adverse event still ongoing? NO

End Date Time:
Jan/30/2021 08:00

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study treatment: RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication given? YES

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this adverse
event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

15. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[bilateral deep cervical swollen lymph nodes]

4. Start Date Time: Feb/18/2021 08:00

5. Is the adverse event still ongoing? NO

End Date Time:
Feb/25/2021 UNK:UNK

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study treatment: RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication given? NO

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this adverse
event?:

RECOVERED/RESOLVED
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Categor

y
Medication Err

or
Start Dat

e
Is the medication error Still Ong

oing
Study Medication Errors Act

ion
Form Instance

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of Medication
Error):

[ ]

3. Start Date: //

4. Is the medication error still ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication given?

7. Was a Non-Drug Treatment given?

8. Did the Medication Error cause the
subject to be discontinued from the
study?

9. Was this medication error associated
with any adverse events?

10. Serious Adverse Event Number: For
Pfizer Use Only

[ ]

09
01

77
e1

96
ae

40
27

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131514



Page 64 of 212

***Confidential***

 

Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defined Ide

ntifier
Category for Medic

ation
Concomitant Medications Pre-

specified
Name of Medica

tion
Start D

ate
Form Instance

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[ ]

5. Date: //

09
01

77
e1

96
ae

40
27

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131516



Page 66 of 212

***Confidential***

 

Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defined Id

entifier
Category for Medi

cation
Concomitant Medications Pre

-specified
Name of Medic

ation
Dose Descrip

tion
Form Instanc

e

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Visit: Logs 

Form Ve1·sion: 22-Apr-2020 21:02 

Site No: 1007 

Subject No: 10071280 

Gene1·ated By: pfe.levissc 

r;-1 Category I Treatment Identifier I 
~I ·1 I 

Fo1·m: RADIATION TREATMENT 

Site Name: (1007) Cincinnati Children's Hospital Medical Center 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:12 

Con Non-Drng Treatments Pre-specified I Treatment I Start Date I Form Instance 

I I I Re.peating Pages 
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Header Text: c4591001

Visit: Logs - Unscheduled Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?

09
01

77
e1

96
ae

40
27

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131520



FDA-CBER-2021-5683-0131521

-I-
~ 
(9 ._ 

..-
N 
0 
N 
~ 
a. 

<!= ..--
0 

c 
0 
co 
c 
u. -co 
c 
u. -l"-
N 
0 

l 
co 

CD 
0) 
..-
Q) 

l"-
1"-..--
0 
0) 
0 

Heade1· Text: c4591001 

Visit: Logs 

Form Ve1·sion: 22-Apr-2020 21:03 

Site No: 1007 

Subject No: 10071280 

Gene1·ated By: pfe.levissc 

Fo1·m: TRANSFUSIONS 

Site Name: (1007) Cincinnati Children's Hospital Medical Center 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:12 

r---;--r'~~~~T-ra_n_s_ru_s_i_on~T_)~~e~~~~•'~~~~-D_a_t_e_o_r_T_ra_n_s_ru_s_i_on~~~~-r~~~~F-o_r_m_I_n_s_ta_n_c_e~~~~.i 
~I I Repeating Pages 
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Header Text: c4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and Address
(Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:

09
01

77
e1

96
ae

40
27

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131525



Page 75 of 212

***Confidential***

 

Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/24/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact - Unscheduled Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible per local/national recommendations and confirmed to have received only
placebo at Vaccination 1/2
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Jan/27/2021

2. Primary Reason for Unblinding: ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Death Details

1. Date of Collection / Notification of
Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/28/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. Consent Was: OBTAINED

Date Written Consent Obtained
Jan/28/2021

09
01

77
e1

96
ae

40
27

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131535



Page 85 of 212

***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER VACCINATION

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion Criterion
Met

Not Applicable
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. Date of Completion/Discontinuation
/Death :

Jan/28/2021

2. Phase of Disposition: REPEAT SCREENING 1

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Jan/28/2021

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Jan/28/2021

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRB8ZX]

5.b Sample ID [BNWMW6]

5.c Sample ID [BNWMW8]
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Jan/28/2021

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRB900]
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Jan/28/2021 13:14

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was Observed 30 MINUTES

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/17/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Feb/17/2021

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Feb/17/2021

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR0ZR5]
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Feb/17/2021 13:35

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was Observed 30 MINUTES

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES
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Header Text: c4591001

Visit: V103_MONTH1 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V103_MONTH1 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: V104_MONTH6 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V104_MONTH6 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: V105_MONTH18 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

09
01

77
e1

96
ae

40
27

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131550



Page 100 of 212

***Confidential***

 

Header Text: c4591001

Visit: V105_MONTH18 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT

Form Version: 20-Feb-2021 02:26 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Disposition - Treatment

1. Date of Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Oct/21/2020
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable

09
01

77
e1

96
ae

40
27

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131554



Page 104 of 212

***Confidential***

 

Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Robert Frenck  Approved Mar-08-2021 22:50:53 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic signature
is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - Comments

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Aug-27-2020 10:31:03 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Sep-17-2020 10:55:49 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

1 Sep-17-2020 10:55:49 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

2 Sep-17-2020 10:55:49 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

3 Sep-17-2020 10:55:49 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

4 Sep-17-2020 10:55:49 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

5 Sep-17-2020 10:55:49 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

6 Sep-17-2020 10:55:49 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

7 Sep-17-2020 10:55:49 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

8 Sep-17-2020 10:55:49 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

9 Sep-17-2020 10:55:49 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Done
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Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER VACCINATION -
Comments

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Jan-28-2021 13:51:28 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Robert Frenck  Approved Mar-08-2021 22:50:53 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic signature
is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Haley Muth  N/A Feb-17-2021 13:40:01 (UTC-05:00) Eastern Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert Frenck  Approved Jan-29-2021 22:57:13 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic signature
is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Laura Pace  N/A Jan-28-2021 13:50:35 (UTC-05:00) Eastern Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert Frenck  Approved Oct-28-2020 18:26:06 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic signature
is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Aug-27-2020 10:00:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Aug-27-2020 10:00:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Aug-27-2020 10:00:45
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
OBTAINED

Date Written Consent Obtained

Aug/27/2020

Initial Entry

09
01

77
e1

96
ae

40
27

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131571



Page 121 of 212

***Confidential***

 

Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject ID

Date Location User Value Reason

Aug-27-2020 10:00:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10071280

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Aug-27-2020 10:00:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1982

Enrollment Entry

3. Sex:

Date Location User Value Reason

Aug-27-2020 10:00:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Aug-27-2020 10:00:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NOT HISPANIC OR LATINO(A) OR
OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Aug-27-2020 10:00:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
WHITE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-27-2020 10:01:18
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Aug/27/2020

Initial Entry

09
01

77
e1

96
ae

40
27

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131573



Page 123 of 212

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Aug-27-2020 10:31:20
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Aug/27/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Aug-27-2020 10:31:20
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Aug-27-2020 10:31:20
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Aug-27-2020 10:34:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 1

Medical History Ter
m:

Kidney stones

Start Date: Nov/UNK/201
9

Ongoing: NO
End Date:

Aug/4/2020

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Aug-27-2020 10:34:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-27-2020 10:34:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Kidney stones

Initial Entry

1.a Start Date:

Date Location User Value Reason

Aug-27-2020 10:34:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Nov/UNK/2019

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Aug-27-2020 10:34:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

End Date:

Aug/4/2020

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.b

Date Location User Value Reason

Aug-27-2020 10:35:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 2

Medical History Te
rm:

Lithotripsy

Start Date: Nov/UNK/2019

Ongoing: NO
End Date:

Nov/UNK/20
19

Initial Entry

1.b Line/MH Number:

Date Location User Value Reason

Aug-27-2020 10:35:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-27-2020 10:35:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Lithotripsy

Initial Entry

1.b Start Date:

Date Location User Value Reason

Aug-27-2020 10:35:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Nov/UNK/2019

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Aug-27-2020 10:35:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

End Date:

Nov/UNK/2019

Initial Entry

1.c

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-27-2020 10:35:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 3

Medical History Term
:

Pyeloplasty

Start Date: Aug/4/2020

Ongoing: NO
End Date:

Aug/4/202
0

Initial Entry

1.c Line/MH Number:

Date Location User Value Reason

Aug-27-2020 10:35:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-27-2020 10:35:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Pyeloplasty

Initial Entry

1.c Start Date:

Date Location User Value Reason

Aug-27-2020 10:35:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Aug/4/2020

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Aug-27-2020 10:35:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

End Date:

Aug/4/2020

Initial Entry

1.d

Date Location User Value Reason

Aug-27-2020 10:36:01
(UTC-05:00) Eastern Time

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 4

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(US & Canada) Medical History Ter
m:

Asthma

Start Date: UNK/UNK/19
97

Ongoing: YES

1.d Line/MH Number:

Date Location User Value Reason

Aug-27-2020 10:36:01
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-27-2020 10:36:01
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Asthma

Initial Entry

1.d Start Date:

Date Location User Value Reason

Aug-27-2020 10:36:01
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1997

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Aug-27-2020 10:36:01
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.e

Date Location User Value Reason

Aug-27-2020 10:36:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 5

Medical History Ter
m:

Seasonal allerg
y

Start Date: UNK/UNK/19
90

Ongoing: YES

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.e Line/MH Number:

Date Location User Value Reason

Aug-27-2020 10:36:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-27-2020 10:36:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Seasonal allergy

Initial Entry

1.e Start Date:

Date Location User Value Reason

Aug-27-2020 10:36:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1990

Initial Entry

1.e Ongoing:

Date Location User Value Reason

Aug-27-2020 10:36:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.f

Date Location User Value Reason

Aug-27-2020 10:36:48
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 6

Medical History Ter
m:

Allergic to cats

Start Date: UNK/UNK/19
90

Ongoing: YES

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.f Line/MH Number:

Date Location User Value Reason

Aug-27-2020 10:36:48
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-27-2020 10:36:48
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Allergic to cats

Initial Entry

1.f Start Date:

Date Location User Value Reason

Aug-27-2020 10:36:48
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1990

Initial Entry

1.f Ongoing:

Date Location User Value Reason

Aug-27-2020 10:36:48
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.g

Date Location User Value Reason

Aug-27-2020 10:37:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 7

Medical History Ter
m:

Dust allergy

Start Date: UNK/UNK/19
90

Ongoing: YES

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.g Line/MH Number:

Date Location User Value Reason

Aug-27-2020 10:37:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-27-2020 10:37:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Dust allergy

Initial Entry

1.g Start Date:

Date Location User Value Reason

Aug-27-2020 10:37:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1990

Initial Entry

1.g Ongoing:

Date Location User Value Reason

Aug-27-2020 10:37:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.h

Date Location User Value Reason

Aug-27-2020 10:37:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 8

Medical History Te
rm:

Sleeve gastrecto
my

Start Date: May/UNK/2019

Ongoing: NO
End Date:

May/UNK/20
19

Initial Entry

09
01

77
e1

96
ae

40
27

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131581



Page 131 of 212

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.h Line/MH Number:

Date Location User Value Reason

Aug-27-2020 10:37:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
8

Initial Entry

1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-27-2020 10:37:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Sleeve gastrectomy

Initial Entry

1.h Start Date:

Date Location User Value Reason

Aug-27-2020 10:37:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
May/UNK/2019

Initial Entry

1.h Ongoing:

Date Location User Value Reason

Aug-27-2020 10:37:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

End Date:

May/UNK/2019

Initial Entry

1.i

Date Location User Value Reason

Aug-27-2020 10:38:06
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 9

Medical History Ter
m:

Overweight

Start Date: UNK/UNK/199
6

Ongoing: NO
End Date:

Jun/UNK/20
20

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.i Line/MH Number:

Date Location User Value Reason

Aug-27-2020 10:38:06
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
9

Initial Entry

1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-27-2020 10:38:06
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Overweight

Initial Entry

1.i Start Date:

Date Location User Value Reason

Aug-27-2020 10:38:06
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1996

Initial Entry

1.i Ongoing:

Date Location User Value Reason

Aug-27-2020 10:38:06
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

End Date:

Jun/UNK/2020

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Aug-27-2020 10:32:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Aug/27/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Aug-27-2020 10:32:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
75.4

Initial Entry

3. Unit:

Date Location User Value Reason

Aug-27-2020 10:32:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
kg

Initial Entry

4. Height:

Date Location User Value Reason

Aug-27-2020 10:32:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
174.0

Initial Entry

5. Unit:

Date Location User Value Reason

Aug-27-2020 10:32:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Aug-27-2020 10:32:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
24.9

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-27-2020 10:32:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Record Identifier:: 1

Temperature: 37.0

Temperature Unit: C

Temperature Locatio
n::

ORAL CAVIT
Y

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Aug-27-2020 10:32:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Aug-27-2020 10:32:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
37.0

Initial Entry

7.a Unit:

Date Location User Value Reason

Aug-27-2020 10:32:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
C

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Aug-27-2020 10:32:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Aug-27-2020 10:32:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Aug-27-2020 10:32:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Aug-27-2020 10:32:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Aug/27/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Aug-27-2020 10:32:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Aug-27-2020 10:32:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Aug-27-2020 10:32:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

113

Test:: Choriogonadotropin
Beta_PX113

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Result:: NEGATIVE

Not Done::

6.a Sponsor ID:

Date Location User Value Reason

Aug-27-2020 10:32:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Aug-27-2020 10:32:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Choriogonadotropin Beta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Aug-27-2020 10:32:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Randomization Date :

Date Location User Value Reason

Aug-27-2020 10:33:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Aug/27/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Aug-31-2020
04:05:02
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Cavin van Schalkwyk
(pfe.vanscc01)

Query 1: Close
d

Response
satisfies query

Aug-28-2020
12:22:55
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answ
ered

Transcription
Error

Aug-28-2020
12:22:55
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace (pfe.lpace) Data Entry:
68493

Transcription
Error

Aug-28-2020
09:01:01
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD
(pfe.PFESDQ_PROD)

Query 1: Open
ed

As per Impala,
Randomization
Number is 68493
. Please review
and update as
appropriate.
"[newtod07
SDQ=1861]"

Aug-27-2020
10:33:34
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace (pfe.lpace) Data Entry:
48493

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-27-2020 10:31:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-27-2020 10:31:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-27-2020 14:03:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-27-2020 10:31:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Aug-27-2020 10:31:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Aug/27/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-27-2020 14:03:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BP75JJ

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-27-2020 14:03:41 ACV0PFEINFP6000  Jesse Data Entry: Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00) Eastern Time
(US & Canada)

LePage
(pfe.jlepage)

BP75JJ

5.b

Date Location User Value Reason

Aug-27-2020 14:03:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BP75JK

Initial Entry

5.b Sample ID

Date Location User Value Reason

Aug-27-2020 14:03:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BP75JK

Initial Entry

5.c

Date Location User Value Reason

Aug-27-2020 14:03:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BP75JL

Initial Entry

5.c Sample ID

Date Location User Value Reason

Aug-27-2020 14:03:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BP75JL

Initial Entry

5.d

Date Location User Value Reason

Aug-27-2020 14:08:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BPG0F5

Initial Entry

5.d Sample ID

Date Location User Value Reason

Aug-27-2020 14:08:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPG0F5

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.e

Date Location User Value Reason

Aug-27-2020 14:08:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BPG0F6

Initial Entry

5.e Sample ID

Date Location User Value Reason

Aug-27-2020 14:08:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPG0F6

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-27-2020 10:31:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-27-2020 10:31:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-27-2020 14:00:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-27-2020 10:31:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Aug-27-2020 10:31:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Aug/27/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-27-2020 14:00:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BP75J8

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-27-2020 14:00:21 ACV0PFEINFP6000  Jesse Data Entry: Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00) Eastern Time
(US & Canada)

LePage
(pfe.jlepage)

BP75J8
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-27-2020 10:48:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-27-2020 10:48:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-27-2020 10:48:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Aug-27-2020 10:48:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Aug/27/2020 10:14

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-27-2020 10:48:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-27-2020 10:48:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-27-2020 10:48:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-27-2020 10:48:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED OBSE
RVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product administration?

Date Location User Value Reason

Aug-27-2020 10:48:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Aug-27-2020 10:48:11
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO - REACTOGENICITY E-DIARY
NOT COLLECTED FOR THIS SUBJ
ECT

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-23-2020 08:56:20
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Sep/23/2020

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Sep-23-2020 08:56:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Sep/23/2020

Initial Entry

2.a

Date Location User Value Reason

Sep-23-2020 08:56:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Record Identifier:: 1

Temperature: 37.0

Temperature Unit: C

Temperature Locatio
n::

ORAL CAVIT
Y

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Sep-23-2020 08:56:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Sep-23-2020 08:56:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
37.0

Initial Entry

2.a Unit:

Date Location User Value Reason

Sep-23-2020 08:56:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
C

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Sep-23-2020 08:56:38
(UTC-05:00) Eastern Time

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
ORAL CAVITY

Initial Entry09
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(US & Canada)
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Sep-23-2020 08:56:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Sep-23-2020 08:56:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Sep-23-2020 08:56:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Sep/23/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Sep-23-2020 08:56:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Sep-23-2020 08:56:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Sep-23-2020 08:56:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

113

Test:: Choriogonadotropin
Beta_PX113

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Result:: NEGATIVE

Not Done::

6.a Sponsor ID:

Date Location User Value Reason

Sep-23-2020 08:56:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Sep-23-2020 08:56:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Choriogonadotropin Beta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Sep-23-2020 08:56:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-23-2020 08:56:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-23-2020 08:56:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-23-2020 11:38:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-23-2020 08:56:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Sep-23-2020 08:56:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Sep/23/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-23-2020 11:38:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BPYTSJ

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-23-2020 11:38:03 ACV0PFEINFP6000  Jesse Data Entry: Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00) Eastern Time
(US & Canada)

LePage
(pfe.jlepage)

BPYTSJ
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-23-2020 10:01:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of First Delay:

Sep/17/2020

Reason(s) for Temporary Delay of Va
ccination

FEVER OR ACUTE ILLNESS

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-23-2020 10:01:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-23-2020 10:01:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Sep-23-2020 10:01:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Sep/23/2020 09:15

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-23-2020 10:01:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sep-23-2020 10:01:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Sep-23-2020 10:01:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-23-2020 10:01:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED OBSE
RVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product administration?

Date Location User Value Reason

Sep-23-2020 10:01:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

09
01

77
e1

96
ae

40
27

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131605



Page 155 of 212

***Confidential***

 

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-24-2020
03:52:35
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Nikita Singh
(pfe.singhn98)

Query
1: Clo
sed

Response satisfies query

Oct-23-2020
09:23:14
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Jesse LePage
(pfe.jlepage)

Query
1: Ans
wered

Subject had a combined Visit 3
and Convalescent Visit

Oct-23-2020
02:16:52
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Ope
ned

DMW5123368;The Date of
Visit at Visit
V3_MONTH1_POSTVAX2_L
is the same as the other Date
of Visit at Visit COVID_A1.
Please review for duplication
and update as appropriate.

Oct-21-2020
10:08:46
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data
Entry
:
Oct/21
/2020

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-21-2020 10:10:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-21-2020 10:10:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-21-2020 10:10:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Oct-21-2020 10:10:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
samples are in convalescent visit

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-17-2020 10:47:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-17-2020 10:45:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto Query

Sep-17-2020 10:44:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate Date of Visit is
completed but Date of
Assessment in the
Signs and Symptoms
form is missing.
Please review and
update as appropriate.

Sep-17-2020 10:44:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate Date of Visit is
completed but Date of
Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please review
and update as
appropriate.

Sep-17-2020 10:44:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Sep/17/2020

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Oct-08-2020 05:47:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Sharat Nair
(pfe nairs51)

Query 1: Closed Response satisfies
query

Oct-07-2020 07:34:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered subject was referring
to past of symptoms
because that is how
the question is asked
on the covid illness
diary. "Did you have
any symptoms in the
past week?"
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sep-29-2020 04:00:04
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Sonali shah
(pfe.shahs132)

Query 1: Opened As per Illness ediary
records, subject
reported "Yes" for the
question "Have you
experienced any of the
following?”for the
COVID-19 symptoms
or diagnosis on
18SEP2020. But there
is COVID Illness visit
reported in the
database for
17SEP2020. Please
clarify

Sep-17-2020 10:44:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
COVID_A

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Sep-17-2020 10:45:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Sep/17/2020

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Sep-17-2020 10:45:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Sep/12/2020

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

Nov-04-2020 01:37:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Nancy
Vedamuthu
(pfe.vedamn)

Query 1: Closed Response satisfies
query

Nov-03-2020 15:18:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered 18sep2020 is the day
subject responded to
the question on the
diary which as in the
past week did you
experience any
symptoms

Nov-03-2020 01:16:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Nancy
Vedamuthu
(pfe.vedamn)

Query 1: Reissued:Opened RQ1: Response states
'not a new event; this
was the 17sep2020
event'. Please confirm
if Illness ediary entry
on 18SEP2020 was
deemed erroneous.
Please update or
clarify.

Nov-02-2020 10:32:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered reviewed this is not a
new event; this was
the 17sep2020 event

Oct-31-2020 08:49:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Sonali shah
(pfe.shahs132)

Query 1: Opened Illness eDiary: Per
COVID illness diary
18SEP2020 was
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

reported as Yes and
symptoms ongoing is
reported with date as
17SEP2020. Please
review and confirm if
18SEP2020 reported
is new event in
comment.

Sep-17-2020 10:45:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Date of Last Symptom Resolved:

Sep/17/2020

Initial Entry

4.a

Date Location User Value Reason

Sep-17-2020 10:45:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Symptoms: FEVER

Symptom Present: NO

Initial Entry

4.a Symptoms:

Date Location User Value Reason

Sep-17-2020 10:45:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
FEVER

Initial Entry

4.a Was symptom present?

Date Location User Value Reason

Sep-17-2020 10:45:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4.b

Date Location User Value Reason

Sep-17-2020 10:45:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Symptoms: NEW OR INCREASE

D COUGH

Symptom Pr
esent:

NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

4.b Symptoms:

Date Location User Value Reason

Sep-17-2020 10:45:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NEW OR INCREASED COUGH

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Sep-17-2020 10:45:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4.c

Date Location User Value Reason

Sep-17-2020 10:45:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Symptom
s:

NEW OR INCREASED S
HORTNESS OF BREATH

Symptom
Present:

NO

Initial Entry

4.c Symptoms:

Date Location User Value Reason

Sep-17-2020 10:45:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NEW OR INCREASED SHORTNESS
OF BREATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Sep-17-2020 10:45:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4.d

Date Location User Value Reason

Sep-17-2020 10:45:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Symptoms: CHILLS

Symptom Present: NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

4.d Symptoms:

Date Location User Value Reason

Sep-17-2020 10:45:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Sep-17-2020 10:45:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4.e

Date Location User Value Reason

Sep-17-2020 10:46:04
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Symptoms: NEW OR INCREASED

MUSCLE PAIN

Symptom P
resent:

NO

Initial Entry

Sep-17-2020 10:45:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Symptoms: NEW OR INCREASED

MUSCLE PAIN

Symptom P
resent:

Initial Entry

4.e Symptoms:

Date Location User Value Reason

Sep-17-2020 10:45:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NEW OR INCREASED MUSCLE PAI
N

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Sep-17-2020 10:46:04
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4.f

Date Location User Value Reason

09
01

77
e1

96
ae

40
27

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131613



Page 163 of 212

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sep-17-2020 10:45:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Symptoms: NEW LOSS OF TASTE

OR SMELL

Symptom P
resent:

NO

Initial Entry

4.f Symptoms:

Date Location User Value Reason

Sep-17-2020 10:45:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NEW LOSS OF TASTE OR SMELL

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Sep-17-2020 10:45:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4.g

Date Location User Value Reason

Sep-17-2020 10:45:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Symptoms: NEW OR INCREASED

SORE THROAT

Symptom P
resent:

YES

Initial Entry

4.g Symptoms:

Date Location User Value Reason

Sep-17-2020 10:45:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NEW OR INCREASED SORE THRO
AT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Sep-17-2020 10:45:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Sep-17-2020 10:45:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Symptoms: DIARRHEA

Symptom Present: NO

Initial Entry

4.h Symptoms:

Date Location User Value Reason

Sep-17-2020 10:45:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Sep-17-2020 10:45:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4.i

Date Location User Value Reason

Sep-17-2020 10:45:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Symptoms: VOMITING

Symptom Present: NO

Initial Entry

4.i Symptoms:

Date Location User Value Reason

Sep-17-2020 10:45:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Sep-17-2020 10:45:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

5.a

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF Audit
Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sep-17-2020 10:46:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Symptoms - Other: headache

Initial Entry

5.a Symptoms - Other Text:

Date Location User Value Reason

Sep-17-2020 10:46:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
headache

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Sep-17-2020 10:55:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Sep-17-2020 10:55:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Sep-17-2020 10:55:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

4. Assay Code and Description:

Date Location User Value Reason

Sep-17-2020 10:55:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

5. Device Type:

Date Location User Value Reason

Sep-17-2020 10:55:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

6. Trade Name:

Date Location User Value Reason

Sep-17-2020 10:55:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

7. Test Result:
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Sep-17-2020 10:55:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

8. Comments/Findings/Details:

Date Location User Value Reason

Sep-17-2020 10:55:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

9. Trade Name Other, Specify:

Date Location User Value Reason

Sep-17-2020 10:55:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-17-2020 10:55:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-17-2020 10:55:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-17-2020 12:55:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Sep-17-2020 12:54:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Response to "Sample
Collected?" is No, but
Barcodes are present
on the page.

Sep-17-2020 10:55:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Sep-17-2020 10:55:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
subject came in for visit

Initial Entry

5.a

Date Location User Value Reason

Sep-17-2020 12:55:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID:

Changed Information
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sep-17-2020 12:54:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BPYTR6

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-17-2020 12:55:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Sep-17-2020 12:55:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry: Changed Information

Sep-17-2020 12:54:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Barcode is not 7
characters in length.
Please review and
correct as appropriate.

Sep-17-2020 12:54:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPYTR6

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-17-2020 10:47:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-17-2020 10:47:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-17-2020 12:56:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-17-2020 10:47:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Sep-17-2020 10:47:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Sep/17/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-17-2020 12:56:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BPYTR6

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-17-2020 12:56:16 ACV0PFEINFP6000  Jesse Data Entry: Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00) Eastern Time
(US & Canada)

LePage
(pfe.jlepage)

BPYTR6
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Sep-17-2020 10:50:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Type of Practitioner: SPECIAL

IST

Occurrence of Visits or C
ontacts:

NO

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

Sep-17-2020 10:50:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
SPECIALIST

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

Sep-17-2020 10:50:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

1.b

Date Location User Value Reason

Sep-17-2020 10:50:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Type of Practitioner: EMERGENC

Y ROOM

Occurrence of Visits
or Contacts:

NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Sep-17-2020 10:50:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
EMERGENCY ROOM

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Sep-17-2020 10:50:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

1.c

Date Location User Value Reason

Sep-17-2020 10:50:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Type of Practition
er:

PRIMARY CAR
E PHYSICIAN

Occurrence of Vis
its or Contacts:

NO

Initial Entry

1.c Physician or Healthcare Professional:

Date Location User Value Reason

Sep-17-2020 10:50:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
PRIMARY CARE PHYSICIAN

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Sep-17-2020 10:50:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

1.d

Date Location User Value Reason

Sep-17-2020 10:50:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Type of Practitioner: URGENT C

ARE

Occurrence of Visits or
Contacts:

NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.d Physician or Healthcare Professional:

Date Location User Value Reason

Sep-17-2020 10:50:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
URGENT CARE

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Sep-17-2020 10:50:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

1.e

Date Location User Value Reason

Sep-17-2020 10:50:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Type of Practition
er:

TELEPHONE CO
NSULTATION

Occurrence of Vis
its or Contacts:

NO

Initial Entry

1.e Physician or Healthcare Professional:

Date Location User Value Reason

Sep-17-2020 10:50:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
TELEPHONE CONSULTATION

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Sep-17-2020 10:50:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

1.f

Date Location User Value Reason

Sep-17-2020 10:50:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Type of Practitioner: OTHE

R

Occurrence of Visits or Cont
acts:

NO

Initial Entry

09
01

77
e1

96
ae

40
27

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131625



Page 175 of 212
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.f Physician or Healthcare Professional:

Date Location User Value Reason

Sep-17-2020 10:50:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
OTHER

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Sep-17-2020 10:50:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

3. Has the subject been hospitalized due to potential COVID-19 illness?

Date Location User Value Reason

Sep-17-2020 10:51:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/17/2020

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Sep-17-2020 15:13:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
POTENTIAL COVID-19 ILLNESS

Initial Entry

2. Was a diagnosis obtained for Potential COVID-19 Illness?

Date Location User Value Reason

Sep-17-2020 15:13:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

3. Toxicity Grade:

Date Location User Value Reason

Sep-17-2020 15:13:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
1

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit
on Oct/21/2020

Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-24-2020
07:28:23
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Madhan Babu
(pfe.babum05)

Query
1: Clo
sed

Response satisfies query

Oct-23-2020
09:23:27
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Jesse LePage
(pfe.jlepage)

Query
1: Ans
wered

Subject had a combined Visit 3
and Convalescent Visit

Oct-23-2020
02:16:52
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW5123367;The Date of
Visit at Visit COVID_A1 is the
same as the other Date of Visit
at Visit
V3_MONTH1_POSTVAX2_L.
Please review for duplication
and update as appropriate.

Oct-21-2020
10:09:15
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data
Entry
:
Oct/2
1/202
0

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Oct-21-2020 10:09:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
COVID_A1

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit
on Oct/21/2020

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-21-2020 10:09:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-21-2020 10:09:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-21-2020 10:58:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-21-2020 10:09:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Oct-21-2020 10:09:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Oct/21/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-21-2020 10:58:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BPYV5B

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-21-2020 10:58:35 ACV0PFEINFP6000  Jesse Data Entry: Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled Visit
on Oct/21/2020

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00) Eastern Time
(US & Canada)

LePage
(pfe.jlepage)

BPYV5B

5.b

Date Location User Value Reason

Oct-21-2020 10:59:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BMRTLB

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-21-2020 10:59:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BMRTLB

Initial Entry

5.c

Date Location User Value Reason

Oct-21-2020 10:59:18
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BMRTLC

Initial Entry

5.c Sample ID

Date Location User Value Reason

Oct-21-2020 10:59:18
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BMRTLC

Initial Entry
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-21-2020 10:09:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Oct/21/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-21-2020 10:09:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Oct-21-2020 10:09:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Feb-17-2021 17:42:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Laura Pace
(pfe.lpace)

Form Created
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Mar-04-2021 15:19:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Laura Pace
(pfe.lpace)

Form Created
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category:

Date Location User Value Reason

Feb-17-2021 17:42:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Feb-17-2021 17:42:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-17-2021 17:42:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Muscle Soreness in arm of injection

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Feb-17-2021 17:42:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Jan/28/2021 20:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-17-2021 17:42:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

End Date Time:

Jan/30/2021 08:00

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Feb-17-2021 17:42:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
1

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Feb-17-2021 17:42:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Feb-17-2021 17:42:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Feb-17-2021 17:42:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Feb-17-2021 17:42:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Feb-17-2021 17:42:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Feb-17-2021 17:42:16
(UTC-05:00) Eastern Time

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(US & Canada)

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Feb-17-2021 17:42:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Feb-17-2021 17:42:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category:

Date Location User Value Reason

Mar-04-2021 15:19:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Mar-04-2021 15:19:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Mar-04-2021 15:19:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
bilateral deep cervical swollen lymph n
odes

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Mar-04-2021 15:19:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Feb/18/2021 08:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-04-2021 15:19:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

End Date Time:

Feb/25/2021 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Mar-04-2021 15:19:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
1

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Mar-04-2021 15:19:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Mar-04-2021 15:19:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Mar-08-2021 01:29:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Gajanan
Deshmukh
(pfe.deshmg08)

Query 1: Closed Response satisfies
query

Mar-05-2021 11:22:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Initial Entry

Mar-05-2021 11:22:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
RELATED

Initial Entry

Mar-05-2021 00:10:04
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Rajashekhar
Reddy
(pfe reddyr51)

Query 1: Opened DM: The response
for "Is this event
related to study
treatment" is missing.
Kindly review and
update.

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Mar-04-2021 15:19:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NOT APPLICABLE

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

11. Was a Concomitant Medication given?

Date Location User Value Reason

Mar-04-2021 15:19:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Mar-04-2021 15:19:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Mar-04-2021 15:19:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Mar-04-2021 15:19:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact - Unscheduled Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-28-2021 13:50:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Dec/24/2020

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact - Unscheduled Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit Trail
History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Jan-28-2021 13:51:06
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Participant is willing to return for Vacc
ination 3

Participant is:

eligible per local/national recomme
ndations and confirmed to have rec
eived only placebo at Vaccination 1
/2

Transcription Error

Jan-28-2021 13:50:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Participant is willing to return for Vacc
ination 3

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Jan-28-2021 13:50:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Jan/27/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Jan-28-2021 13:50:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
ASSESS ELIGIBILITY FOR ADDITI
ONAL VACCINATION

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-28-2021 13:51:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Jan/28/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Jan-28-2021 13:51:20
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
OBTAINED

Date Written Consent Obtained

Jan/28/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION -
eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Jan-28-2021 13:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Jan/28/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Jan-28-2021 13:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
REPEAT SCREENING 1

Initial Entry

3. Status:

Date Location User Value Reason

Jan-28-2021 13:51:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Jan-28-2021 13:51:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Jan-28-2021 13:51:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Jan-28-2021 13:51:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Jan/28/2021

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Jan-28-2021 13:51:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Jan-28-2021 13:51:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Jan-28-2021 13:51:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

113

Test:: Choriogonadotropin
Beta_PX113

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Result:: NEGATIVE

Not Done::

6.a Sponsor ID:

Date Location User Value Reason

Jan-28-2021 13:51:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Jan-28-2021 13:51:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Choriogonadotropin Beta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Jan-28-2021 13:51:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-28-2021 13:52:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-28-2021 13:52:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-28-2021 15:26:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Jan-28-2021 13:52:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Jan-28-2021 13:52:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Jan/28/2021

Initial Entry

5.a

Date Location User Value Reason

Jan-28-2021 15:26:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BRB8ZX

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jan-28-2021 15:26:03 ACV0PFEINFP6000  Jesse Data Entry: Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00) Eastern Time
(US & Canada)

LePage
(pfe.jlepage)

BRB8ZX

5.b

Date Location User Value Reason

Jan-28-2021 15:26:17
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BNWMW6

Initial Entry

5.b Sample ID

Date Location User Value Reason

Jan-28-2021 15:26:17
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNWMW6

Initial Entry

5.c

Date Location User Value Reason

Jan-28-2021 15:26:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BNWMW8

Initial Entry

5.c Sample ID

Date Location User Value Reason

Jan-28-2021 15:26:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BNWMW8

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-28-2021 13:52:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-28-2021 13:52:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-28-2021 15:24:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Jan-28-2021 13:52:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Jan-28-2021 13:52:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Jan/28/2021

Initial Entry

5.a

Date Location User Value Reason

Jan-28-2021 15:24:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BRB900

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jan-28-2021 15:24:05 ACV0PFEINFP6000  Jesse Data Entry: Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00) Eastern Time
(US & Canada)

LePage
(pfe.jlepage)

BRB900
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Jan-28-2021 13:52:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Jan-28-2021 13:52:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Jan-28-2021 13:52:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Jan-28-2021 13:52:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Jan/28/2021 13:14

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Jan-28-2021 13:52:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Jan-28-2021 13:52:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jan-28-2021 13:52:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Jan-28-2021 13:52:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Jan-28-2021 13:52:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Jan-28-2021 13:52:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product administration?

Date Location User Value Reason

Jan-28-2021 13:52:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-17-2021 13:40:01
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Haley
Muth
(pfe.hmuth)

Data Entry:
Feb/17/2021

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Feb-17-2021 13:40:46
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Feb-17-2021 13:40:46
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Feb-17-2021 13:40:46
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Haley
Muth
(pfe.hmuth)

Data Entry:
Feb/17/2021

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Feb-17-2021 13:40:46
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Feb-17-2021 13:40:46
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Feb-17-2021 13:40:46
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

113

Test:: Choriogonadotropin
Beta_PX113

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Result:: NEGATIVE

Not Done::

6.a Sponsor ID:

Date Location User Value Reason

Feb-17-2021 13:40:46
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Feb-17-2021 13:40:46
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Haley
Muth
(pfe.hmuth)

Data Entry:
Choriogonadotropin Beta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Feb-17-2021 13:40:46
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Haley
Muth
(pfe.hmuth)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-17-2021 13:41:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-17-2021 13:41:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-18-2021 10:17:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Feb-18-2021 08:10:06
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe nairr29)

Query 1: Opened 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Feb-17-2021 13:41:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Feb-17-2021 13:41:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Haley Muth
(pfe hmuth)

Data Entry:
YES

Date of Collection:

Feb/17/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-18-2021 10:17:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe mmesseder)

Data Entry:
Sample ID: BR0ZR5

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a Sample ID

Date Location User Value Reason

Feb-18-2021 10:17:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe mmesseder)

Data Entry:
BR0ZR5

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Feb-17-2021 14:46:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Haley
Muth
(pfe.hmuth)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Feb-17-2021 14:46:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Feb-17-2021 14:46:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Feb-17-2021 14:46:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Haley
Muth
(pfe.hmuth)

Data Entry:
Feb/17/2021 13:35

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Feb-17-2021 14:46:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Feb-17-2021 14:46:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Haley
Muth
(pfe.hmuth)

Data Entry:
LEFT

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Feb-17-2021 14:46:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Feb-17-2021 14:46:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Feb-17-2021 14:46:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Feb-17-2021 14:46:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product administration?

Date Location User Value Reason

Feb-17-2021 14:46:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Haley
Muth
(pfe.hmuth)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject Status

Date Location User Value Reason

Oct-21-2020 10:09:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Aug-27-2020 10:33:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Aug-27-2020 10:31:20
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Mar-05-2021 13:51:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Pamela Benne
prod
(pfe.bennep07)

Query 1: Closed Response satisfies
query

Mar-04-2021 15:17:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered TrialMax DCF
submitted for
25FEB2021 entry as
participant did not
have any protocol
defined COVID
symptoms

Mar-02-2021 22:35:52
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kirubakaran
Kesavan
Kendhapedi
(pfe kendak01)

Query 1: Opened Illness eDiary:
Subject reported
"Yes" for the question
"Have you
experienced any of
the following?” for
the COVID-19
symptoms or
diagnosis on
25FEB2021. But
there is no COVID
Illness visit reported
in the database.
Please clarify.

Oct-21-2020 10:09:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/21/2020

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-27-2020 10:33:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/27/2020

Initial Entry

Aug-27-2020 10:31:20
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/27/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071280 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Casebook Signature

Date Location User Value Reason

Oct-28-2020 16:57:48
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Click Here to Enable

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per
protocol amendment 5, STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response
- Protocol version

08 SEP 2020

2. Select appropriate response
- What cohort does the
subject belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Oct/12/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Demography

1. Subject ID [10071306]

2. Birth Date: /1962

3. Sex: FEMALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that
apply):

WHITE

6. Racial Designation:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/12/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 10-Oct-2020 16:00 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Oct/12/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Hysterectomy]

Start Date: UNK/UNK/2003

Ongoing: NO

End Date:
UNK/UNK/2003

1.b Line/MH Number: [2]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Salpingo-oophorectomy unilateral]

Start Date: UNK/UNK/2003

Ongoing: NO

End Date:
UNK/UNK/2003

1.c Line/MH Number: [3]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Asthma]

Start Date: Jan/6/2020

Ongoing: YES09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.d Line/MH Number: [4]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Obesity]

Start Date: UNK/UNK/2003

Ongoing: YES

1.e Line/MH Number: [5]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Seasonal allergy]

Start Date: UNK/UNK/1992

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: HIV STATUS

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments
eCRF Audit Trail History

HIV Status

1. Select appropriate response
- What is the subject HIV
status?

The subject is NOT known to be HIV POSITIVE Comments
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Oct/12/2020

2. Weight: [93.3]

3. Unit: kg

4. Height: [170.2]

5. Unit: cm

6. Body Mass Index: [32.2]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [36.1]

Unit: C

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and
Address (Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition

1. Randomization Date : Oct/12/2020

2. Randomization Number: [268640]

3. Randomization Group: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/12/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPYTYV]

5.b Sample ID [BMPSMM]

5.c Sample ID [BMPSMN]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Oct/12/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPYTYN]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Oct/12/2020 15:31

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response
- Reactogenicity diary
collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR
THIS SUBJECT
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/2/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Nov/2/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [36.6]

Unit: C

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and
Address (Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Nov/2/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPYV99]
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Nov/2/2020 13:44

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/30/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Nov/30/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP90F8]

5.b Sample ID [BMRW8D]

5.c Sample ID [BMRW8J]
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Header Text: c4591001

Visit: V4_MONTH6_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: V5_MONTH12_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V5_MONTH12_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: V6_MONTH24_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V6_MONTH24_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/1/2021

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: Jan/1/2021

2. Date of First Symptom
Started:

Dec/31/2020

3. Symptoms Ongoing? NO

Date of Last Symptom Resolved:
Jan/16/2021

Symptoms

4.a Symptoms: FEVER

Was symptom present? NO

4.b Symptoms: NEW OR INCREASED COUGH

Was symptom present? YES

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH

Was symptom present? YES

4.d Symptoms: CHILLS

Was symptom present? YES

4.e Symptoms: NEW OR INCREASED MUSCLE PAIN

Was symptom present? NO
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

4.f Symptoms: NEW LOSS OF TASTE OR SMELL

Was symptom present? NO

4.g Symptoms: NEW OR INCREASED SORE THROAT

Was symptom present? YES

4.h Symptoms: DIARRHEA

Was symptom present? YES

4.i Symptoms: VOMITING

Was symptom present? NO

Symptoms - Other

5.a Symptoms - Other Text: [chest tightness]

5.b Symptoms - Other Text: [fatigue]

5.c Symptoms - Other Text: [headache]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Date of
Collecti

on

Specimen
Type

Specimen C
ollection Lo

cation

Assay Code and Descr
iption

Device Type
Form Insta

nce

 1. Jan/3/2
021 

SWABBE
D MATER
IAL 

NASOPHAR
YNX 

SEVERE ACUTE RES
P SYNDROME CORO
NAVIRUS 2 

SARS-COV-2
DIAGNOSTI
C TEST 

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
Form Comments
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. Actual Date of Collection: Jan/3/2021 Comments

2. Specimen Type: SWABBED MATERIAL Comments

3. Specimen Collection
Location:

NASOPHARYNX Comments

4. Assay Code and
Description:

SEVERE ACUTE RESP SYNDROME
CORONAVIRUS 2

Comments

5. Device Type: SARS-COV-2 DIAGNOSTIC TEST Comments

6. Trade Name: OTHER Comments

7. Test Result: POSITIVE Comments

8. Comments/Findings
/Details:

[ ] Comments

9. Trade Name Other, Specify: [CLIA certified lab] Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB_SELF

3. Sample Collected? YES

Date of Collection:
Jan/1/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [RW86896]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? NO

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[subject did not come in]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: HEALTH CARE UTILIZATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Health Care Utilization

1.a Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or
Contacts:

NO

1.b Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or
Contacts:

NO

1.c Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or
Contacts:

NO

1.d Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or
Contacts:

YES

Number of Visits or Contacts:
[1]

1.e Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or
Contacts:

NO
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: HEALTH CARE UTILIZATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.f Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or
Contacts:

NO

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]

Health Care Utilization

3. Has the subject been
hospitalized due to potential
COVID-19 illness?

YES

Has the subject been in intensive care due to potential
COVID-19 illness?
NO
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: HOSPITALIZATION DETAILS

Form Version: 22-Apr-2020 21:02

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Hospitalization Catego

ry
Hospitalization

Term
Admission

Date
Ongoing Form Instance

 1. HOSPITALIZATION ST
ATUS 

HOSPITAL   Jan/11/2021  NO
Discharge D
ate:

Jan/12/202
1

 

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: HOSPITALIZATION DETAILS

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Hospitalization Details

1. Hospitalization Category: HOSPITALIZATION STATUS

2. Hospitalization Term: HOSPITAL

3. Admission Date: Jan/11/2021

4. Ongoing? NO

Discharge Date:
Jan/12/2021
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Visit: POT_COVID_ILL 1 Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Treatment Ide

ntifier
Con Non-Drug Treatments

Pre-specified
Treatm

ent
Treatm

ent
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Respiratory Treatment

1. What is the treatment
Identifier?

[ ]

2. Concomitant Non-drug
Treatment Pre-specified:

3. Treatment:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: POTENTIAL COVID-19 ILLNESS

2. Was a diagnosis obtained
for Potential COVID-19
Illness?

YES

Respiratory Illness Diagnosis:
[COVID-19]

Date of Diagnosis:
Jan/3/2021

3. Toxicity Grade: 2

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131706



Page 44 of 459

***Confidential***
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Visit: POT_COVID_ILL 1 Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Category of Clinica

l Event:
Subcategory of Clinic

al Event
Diagnosis Obt

ained
Toxicity G

rade
Form Instanc

e

 1.         Repeating
Pages
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Illness Details

1. Category of Clinical Event:

2. Subcategory of Clinical
Event:

3. Was a diagnosis obtained?

4. Toxicity Grade:
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Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Version: 10-Oct-2020 15:58

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Categor
y for La
b Test

Vendor Name
Colle
ction
Date:

Speci
men
Type

Lab Result
Form Insta

nce

 1. CLINIC
AL CHE
MISTRY
 

TriHealth Laboratory
10500 Montgomery
Road,Cincinnati,OH
45242 

Jan/1
1/202
1 

BLO
OD 

Sponsor
-Defined
Identifie

r

Test:
Re
sul
t:

329  C Reactive
Protein_P
X329 

16
0 

30  Alanine A
minotransf
erase_PX3
0 

16 

28  Aspartate
Aminotran
sferase_P
X28 

[ ] 

35  Alkaline P
hosphatase
_PX35 

48 

21  Bilirubin_
PX21 

.6 

47  Blood Ure
a Nitrogen
_PX47 

14 

48  Creatinine
_PX48 

.69
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Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Version: 14-Jan-2021 02:30

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Category
for Lab

Test
Vendor Name

Collec
tion D

ate:

Speci
men
Type

Lab Result
Form Insta

nce

 2. CLINICA
L CHEM
ISTRY 

TriHealth Labora
tory
10500 Montgom
ery Road, Cincin
nati, OH 45242 

Jan/12
/2021 

BLO
OD 

Sponsor-
Defined I
dentifier

Test:
Re
sul
t:

329  C Reactive
Protein_PX
329 

[ ] 

30  Alanine Am
inotransfera
se_PX30 

[ ] 

28  Aspartate A
minotransfe
rase_PX28 

[ ] 

35  Alkaline Ph
osphatase_P
X35 

[ ] 

21  Bilirubin_P
X21 

[ ] 

47  Blood Urea
Nitrogen_P
X47 

19 

48  Creatinine_
PX48 

.62
 

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

1. Lab Panel: CLINICAL CHEMISTRY

2. Laboratory Name and
Address

[TriHealth Laboratory 10500 Montgomery Road,Cincinnati,OH
45242]

3. Collection Date: Jan/11/2021

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [329]

Test: C Reactive Protein_PX329

Result: [160]

Not Done:

LNMT Low
[0]
High
[4.9]
Unit
mg/L
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.b Sponsor ID: [30]

Test: Alanine Aminotransferase_PX30

Result: [16]

Not Done:

LNMT Low
[10]
High
[60]
Unit
U/L

5.c Sponsor ID: [28]

Test: Aspartate Aminotransferase_PX28

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.d Sponsor ID: [35]

Test: Alkaline Phosphatase_PX35

Result: [48]

Not Done:

LNMT Low
[35]
High
[135]
Unit
U/L

5.e Sponsor ID: [21]

Test: Bilirubin_PX21

Result: [.6]

Not Done:

LNMT Low
[0.0]
High
[1.2]
Unit
mg/dL

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131713



Page 51 of 459

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.f Sponsor ID: [47]

Test: Blood Urea Nitrogen_PX47

Result: [14]

Not Done:

LNMT Low
[8]
High
[26]
Unit
mg/dL

5.g Sponsor ID: [48]

Test: Creatinine_PX48

Result: [.69]

Not Done:

LNMT Low
[.60]
High
[1.20]
Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

1. Lab Panel: CLINICAL CHEMISTRY

2. Laboratory Name and
Address

[TriHealth Laboratory
10500 Montgomery Road, Cincinnati, OH 45242]

3. Collection Date: Jan/12/2021

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [329]

Test: C Reactive Protein_PX329

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.b Sponsor ID: [30]

Test: Alanine Aminotransferase_PX30

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit

5.c Sponsor ID: [28]

Test: Aspartate Aminotransferase_PX28

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131716



Page 54 of 459

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.d Sponsor ID: [35]

Test: Alkaline Phosphatase_PX35

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit

5.e Sponsor ID: [21]

Test: Bilirubin_PX21

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.f Sponsor ID: [47]

Test: Blood Urea Nitrogen_PX47

Result: [19]

Not Done:

LNMT Low
[8]
High
[26]
Unit
mg/dL

5.g Sponsor ID: [48]

Test: Creatinine_PX48

Result: [.62]

Not Done:

LNMT Low
[.6]
High
[1.2]
Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING
Hematology

Form Version: 10-Oct-2020 16:02

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Categor
y for La
b Test

Vendor Name (DERI
VED)

Colle
ction
Date:

Speci
men
Type

Lab Result
Form Insta

nce

 1. HEMAT
OLOGY
 

TriHealth Laboratory 1
0500 Montgomery Roa
d, Cincinnati,OH 4524
2 

Jan/11
/2021 

BLO
OD 

Sponsor-
Defined I
dentifier

Test:
Re
sul
t:

1  Hemogl
obin_P
X1 

12.
4 

2  Hemato
crit_PX
2 

37.
2 

3  Erythro
cytes_P
X3 

4.3
1 

5  Platelet
s_PX5 

31
9 

7  Leukoc
ytes_P
X7 

5.3
 

608  Neutrop
hils_PX
608 

81 

609  Eosinop
hils_PX
609 

0 

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING
Hematology

Form Version: 10-Oct-2020 16:02

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Categor
y for La
b Test

Vendor Name (DERI
VED)

Colle
ction
Date:

Speci
men
Type

Lab Result
Form Insta

nce

Sponsor-
Defined I
dentifier

Test:
Re
sul
t:

612  Monoc
ytes_P
X612 

8 

610  Basophi
ls_PX6
10 

0 

611  Lymph
ocytes_
PX611 

11 
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Laboratory Data Hematology

1. Lab Panel: HEMATOLOGY

2. Laboratory Name and
Address

[TriHealth Laboratory 10500 Montgomery Road,
Cincinnati,OH 45242]

3. Collection Date: Jan/11/2021

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [1]

Test: Hemoglobin_PX1

Result: [12.4]

Not Done:

LNMT Low
[12.0]
High
[15.2]
Unit
g/L
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.b Sponsor ID: [2]

Test: Hematocrit_PX2

Result: [37.2]

Not Done:

LNMT Low
[36]
High
[46]
Unit
%

5.c Sponsor ID: [3]

Test: Erythrocytes_PX3

Result: [4.31]

Not Done:

LNMT Low
[3.0]
High
[5.2]
Unit
10^3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.d Sponsor ID: [5]

Test: Platelets_PX5

Result: [319]

Not Done:

LNMT Low
[140]
High
[375]
Unit
10^3/uL

5.e Sponsor ID: [7]

Test: Leukocytes_PX7

Result: [5.3]

Not Done:

LNMT Low
[3.6]
High
[5.2]
Unit
g/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.f Sponsor ID: [608]

Test: Neutrophils_PX608

Result: [81]

Not Done:

LNMT Low
[1.8]
High
[7.7]
Unit
10^3/uL

5.g Sponsor ID: [609]

Test: Eosinophils_PX609

Result: [0]

Not Done:

LNMT Low
[.03]
High
[.45]
Unit
10^3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.h Sponsor ID: [612]

Test: Monocytes_PX612

Result: [8]

Not Done:

LNMT Low
[.20]
High
[.90]
Unit
10^3/uL

5.i Sponsor ID: [610]

Test: Basophils_PX610

Result: [0]

Not Done:

LNMT Low
[.00]
High
[.20]
Unit
10^3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.j Sponsor ID: [611]

Test: Lymphocytes_PX611

Result: [11]

Not Done:

LNMT Low
[1.00]
High
[4.00]
Unit
10^3/uL
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Header Text: c4591001 

Visit: POT COVID ILL 1 Form: VITAL SIGNS - COVID - -

Form Version: 10-0ct-2020 15:59 

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical 
Center 

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12 

1#1 Date: I Vital Signs Details I Form Instance 

I J an/1 112021 I Record Identifier: I Systolic: I Diastolic: Repeating Pages 

I 1 1134 I 10 
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Header Text: c4591001 

Visit: POT COVID ILL 1 Form: VITAL SIGNS - COVID - -

Form Version: 14-Jan-2021 02:17 

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical 
Center 

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12 

1#1 Date: I Vital Signs Details I Form Instance 

I Jan/12/2021 I Record Identifier: I Systolic: I Diastolic: Repeating Pages 

I 1 1127 168 
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: VITAL SIGNS - COVID

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/11/2021

Vital Signs Details

2.a Record Identifier: 1

Systolic: [134]

Diastolic: [70]

Respiratory Rate in
respirations/minute:

[24]

Heart Rate in
beats/minute:

[104]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: VITAL SIGNS - COVID

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/12/2021

Vital Signs Details

2.a Record Identifier: 1

Systolic: [127]

Diastolic: [68]

Respiratory Rate in
respirations/minute:

[20]

Heart Rate in
beats/minute:

[87]
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Header Text: c4591001 

Visit: POT COVID ILL 1 Form: VITAL SIGNS - PULSE OX ROOM AIR - -

Form Version: 10-0ct-2020 16:04 

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical 
Center 

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12 

1#1 Date: I Vital Signs Details I Form Instance 

I Jan/ 1112021 I Record Identifier: I Oxygen Saturation Repeating Pages 

I 1 193.0 
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Header Text: c4591001 

Visit: POT COVID ILL 1 Form: VITAL SIGNS - PULSE OX ROOM AIR - -

Form Version: 14-Jan-2021 02:17 

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical 
Center 

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12 

1#1 Date: I Vital Signs Details I Form Instance 

I Jan/12/2021 I Record Identifier: I Oxygen Saturation Repeating Pages 

I 1 199.0 
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/11/2021

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [93.0]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/12/2021

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [99.0]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Date Time of Asses

sment
Arterial Blood Gases

PaO2
FiO2 (Fraction of Inhaled

Oxygen)
Form Instance

 1.       Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Oxygenation Parameters

1. Date Time of Assessment: //

2. Arterial Blood Gases PaO2
(mmHg):

[ ]

3. FiO2 (Fraction of Inhaled
Oxygen):

[ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS

Form Version: 06-Jul-2020 21:55

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defin
ed Identifier

Category for
Medication

Concomitant Medica
tions Pre-specified

Name of M
edication

Start
Date

Form Instan
ce

 1.           Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS

Form Version: 06-Jul-2020 21:55 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Start Date: //

6. Ongoing?
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Date of As
sessment

Location of
Assessment

Imaging
Method

Overall Assessment
Form Instan

ce

 1. Jan/11/202
1 

CHEST  X-RAY  ABNORMAL
If abnormal, specify findings:

Patchy left bibasilar airspace dise
ase consistent with pneumonia

 

Repeating
Pages

 2. Jan/11/202
1 

CHEST  CT SCA
N 

NORMAL  Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: IMAGING

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. Date of Assessment: Jan/11/2021

2. Location of Assessment: CHEST

3. Type of Imaging Exam: X-RAY

4. Assessment: ABNORMAL

If abnormal, specify findings:
[Patchy left bibasilar airspace disease consistent with
pneumonia]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: IMAGING

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. Date of Assessment: Jan/11/2021

2. Location of Assessment: CHEST

3. Type of Imaging Exam: CT SCAN

4. Assessment: NORMAL
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/23/2021

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_B
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19

Form Version: 20-Feb-2021 02:17 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: Feb/23/2021

2. Date of First Symptom
Started:

Feb/19/2021

3. Symptoms Ongoing? YES

Symptoms

4.a Symptoms: FEVER

Was symptom present? YES

4.b Symptoms: NEW OR INCREASED COUGH

Was symptom present? YES

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH

Was symptom present? YES

4.d Symptoms: CHILLS

Was symptom present? NO

4.e Symptoms: NEW OR INCREASED MUSCLE PAIN

Was symptom present? NO

4.f Symptoms: NEW LOSS OF TASTE OR SMELL

Was symptom present? NO09
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19

Form Version: 20-Feb-2021 02:17 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

4.g Symptoms: NEW OR INCREASED SORE THROAT

Was symptom present? NO

4.h Symptoms: DIARRHEA

Was symptom present? NO

4.i Symptoms: VOMITING

Was symptom present? NO

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Date of Col

lection
Specimen

Type
Specimen Collecti

on Location
Assay Code and

Description
Device
Type

Form Instan
ce

 1. Not Done  Not Done  Not Done  Not Done  Not Do
ne 

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

1. Actual Date of Collection: Not Done

//

Comments

2. Specimen Type: Not Done Comments

3. Specimen Collection
Location:

Not Done Comments

4. Assay Code and
Description:

Not Done Comments

5. Device Type: Not Done Comments

6. Trade Name: Not Done Comments

7. Test Result: Not Done Comments

8. Comments/Findings
/Details:

Not Done

[ ]

Comments

9. Trade Name Other, Specify: Not Done

[ ]

Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB_SELF

3. Sample Collected? NO

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[participant did not have kit and was not interested in
completing another nasal swab]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? NO

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[subject did not come in]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Health Care Utilization

1.a Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or
Contacts:

NO

1.b Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or
Contacts:

NO

1.c Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or
Contacts:

NO

1.d Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or
Contacts:

YES

Number of Visits or Contacts:
[1]

1.e Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or
Contacts:

NO
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.f Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or
Contacts:

NO

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]

Health Care Utilization

3. Has the subject been
hospitalized due to potential
COVID-19 illness?

NO
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Header Text: c4591001 

Visit: POT COVID ILL 2 Form: HOSPITALIZATION DETAILS - -

Form Version: 22-Apr-2020 21:02 

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical 
Center 

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12 

~ Hospitalization Catego Hospitalization Ter Admission Dat I Ongoin Form Instance 
ry m e g 

~ I I I I Re12eating Pages 
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: HOSPITALIZATION DETAILS

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Hospitalization Details

1. Hospitalization Category:

2. Hospitalization Term:

3. Admission Date: //

4. Ongoing?
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Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Treatment Ide

ntifier
Con Non-Drug Treatments

Pre-specified
Treatm

ent
Treatm

ent
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Respiratory Treatment

1. What is the treatment
Identifier?

[ ]

2. Concomitant Non-drug
Treatment Pre-specified:

3. Treatment:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: POTENTIAL COVID-19 ILLNESS

2. Was a diagnosis obtained
for Potential COVID-19
Illness?

NO

3. Toxicity Grade: 2
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Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Category of Clinica

l Event:
Subcategory of Clinic

al Event
Diagnosis Obt

ained
Toxicity G

rade
Form Instanc

e

 1.         Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Illness Details

1. Category of Clinical Event:

2. Subcategory of Clinical
Event:

3. Was a diagnosis obtained?

4. Toxicity Grade:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Version: 10-Oct-2020 15:58

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Category fo
r Lab Test

Vendor
Name

Collectio
n Date:

Specime
n Type

Lab Result
Form Instan

ce

 1.   [ ]      Sponsor-Defin
ed Identifier

Te
st:

Res
ult:

[ ]    [ ] 

[ ]    [ ] 

[ ]    [ ] 

[ ]    [ ] 

[ ]    [ ] 

[ ]    [ ] 

[ ]    [ ] 

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Version: 10-Oct-2020 15:58 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Lab Chemistry Details

1. Lab Panel:

2. Laboratory Name and
Address

[ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5.a Sponsor ID: [ ]

Test:

Result: [ ]

Not Done:

LNMT Low
[ ]
High
[ ]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: LOCAL LABORATORY DATA - REPEATING
Hematology

Form Version: 10-Oct-2020 16:02

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Category f
or Lab Tes

t

Vendor Nam
e (DERIVED

)

Collecti
on Date

:

Specim
en Type

Lab Result
Form Instan

ce

 1.   [ ]      Sponsor-Defi
ned Identifie

r

Te
st:

Res
ult:

[ ]    [ ] 

[ ]    [ ] 

[ ]    [ ] 

[ ]    [ ] 

[ ]    [ ] 

[ ]    [ ] 

[ ]    [ ] 

[ ]    [ ] 

[ ]    [ ] 

[ ]    [ ] 

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology

Form Version: 10-Oct-2020 16:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Laboratory Data Hematology

1. Lab Panel:

2. Laboratory Name and
Address

[ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5.a Sponsor ID: [ ]

Test:

Result: [ ]

Not Done:

LNMT Low
[ ]
High
[ ]
Unit
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Header Text: c4591001 

Visit: POT COVID ILL 2 Form: VITAL SIGNS - COVID - -

Form Version: 10-0ct-2020 15:59 

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical 
Center 

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12 

1#1 Date: I Vital Signs Details I Form Instance 

II I Record Identifier: I Systolic: I Diastolic: Repeating Pages 

I I [] I [ ] 

Page 99 of 459 

***Confidential*** 



Page 100 of 459

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: VITAL SIGNS - COVID

Form Version: 10-Oct-2020 15:59 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Vital Signs

1. Date: //

Vital Signs Details

2.a Record Identifier:

Systolic: [ ]

Diastolic: [ ]

Respiratory Rate in
respirations/minute:

[ ]

Heart Rate in
beats/minute:

[ ]
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Header Text: c4591001 

Visit: POT COVID ILL 2 Form: VITAL SIGNS - PULSE OX ROOM AIR - -

Form Version: 10-0ct-2020 16:04 

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical 
Center 

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12 

1#1 Date: I Vital Signs Details I Form Instance 

II I Record Identifier: I Oxygen Saturation Repeating Pages 

I I [ ] 
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 10-Oct-2020 16:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Vital Signs

1. Date: //

Vital Signs Details

2.a Record Identifier:

SPO2 Pulse Oximetry % [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Date Time of Asses

sment
Arterial Blood Gases

PaO2
FiO2 (Fraction of Inhaled

Oxygen)
Form Instance

 1.       Repeating
Pages

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131766



Page 104 of 459

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Oxygenation Parameters

1. Date Time of Assessment: //

2. Arterial Blood Gases PaO2
(mmHg):

[ ]

3. FiO2 (Fraction of Inhaled
Oxygen):

[ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS

Form Version: 06-Jul-2020 21:55

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defin
ed Identifier

Category for
Medication

Concomitant Medica
tions Pre-specified

Name of M
edication

Start
Date

Form Instan
ce

 1.           Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS

Form Version: 06-Jul-2020 21:55 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Start Date: //

6. Ongoing?
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Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Date of Assessm

ent
Location of Assess

ment
Imaging Met

hod
Overall Assessm

ent
Form Instance

 1.         Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: IMAGING

Form Version: 06-Jul-2020 21:53 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Imaging

1. Date of Assessment: //

2. Location of Assessment:

3. Type of Imaging Exam:

4. Assessment:
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 -
Unscheduled Visit on Feb/01/2021

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/1/2021

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A1
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 -
Unscheduled Visit on Feb/01/2021

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Feb/1/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRB91N]

5.b Sample ID [BNWMX0]

5.c Sample ID [BNWMX2]
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB
- New Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB
- New Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT
SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Category
AE Ide
ntifier

Adverse Even
t

Start Date
Is the Adverse Eve

nt Still Ongoing
Form Instan

ce

 1. ADVERSE
EVENT 

1  left lower lobe
pneumonia 

Feb/23/2021
UNK:UNK 

YES  Repeating
Pages

 2. ADVERSE
EVENT 

2  sepsis  Feb/23/2021
UNK:UNK 

YES  Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[left lower lobe pneumonia]

4. Start Date Time: Feb/23/2021 UNK:UNK

5. Is the adverse event still
ongoing?

YES

6. Toxicity Grade: 3
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

YES

Is this serious event associated with congenital anomaly or
birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant
disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[Legionella bacteria]

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131778



Page 116 of 459

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

YES

12. Was a Non-Drug Treatment
given?

YES

13. What was the outcome of
this adverse event?:

RECOVERING/RESOLVING

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[sepsis]

4. Start Date Time: Feb/23/2021 UNK:UNK

5. Is the adverse event still
ongoing?

YES

6. Toxicity Grade: 3
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

YES

Is this serious event associated with congenital anomaly or
birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant
disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[Legionella bacteria]
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

YES

12. Was a Non-Drug Treatment
given?

YES

13. What was the outcome of
this adverse event?:

RECOVERING/RESOLVING

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Header Text: c4591001

Visit: Logs Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Categ

ory
Medicatio
n Error

Start
Date

Is the medication erro
r Still Ongoing

Study Medication
Errors Action

Form Instan
ce

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with
Study Treatment:

6. Was a Concomitant
Medication given?

7. Was a Non-Drug Treatment
given?

8. Did the Medication Error
cause the subject to be
discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defin
ed Identifier

Category for
Medication

Concomitant Medica
tions Pre-specified

Name of M
edication

Start
Date

Form Instan
ce

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS -
PROHIBITED

Form Version: 22-Apr-2020 21:03

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defi
ned Identifier

Category for
Medication

Concomitant Medic
ations Pre-specified

Name of
Medicatio

n

Dose Des
cription

Form Instan
ce

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS -
PROHIBITED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?09
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Header Text: c4591001

Visit: Logs Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Categ

ory
Treatment Ide

ntifier
Con Non-Drug Treatments

Pre-specified
Treatm

ent
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment
Identifier?

[ ]

3. Concomitant Non-drug
Treatment Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Header Text: c4591001 

Visit: Logs 

Form Version: 22-Apr-2020 21:03 

Site No: 1007 

Subject No: 10071306 

Generated By: pfe.levissc 

Form: TRANSFUSIONS 

Site Name: (1007) Cincinnati Children's Hospital Medical 
Center 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:12 
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Header Text: c4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Header Text: c4591001

Visit: Unplanned - New Unscheduled
Visit

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned - New Unscheduled
Visit

Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Unplanned Assessments

1. Assessments
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and
Address (Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vaccination

1. Was there a temporary
delay of vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: INFORMED CONSENT - ASYMPTOMATIC
SURVEILLANCE

Form Version: 14-Jan-2021 02:29 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Informed Consent - Asymptomatic Surveillance

1. Consent Was:
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Nov/30/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/23/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response
- Is participant willing to
return for Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible per local/national recommendations and confirmed to
have received only placebo at Vaccination 1/2
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Feb/14/2021

2. Primary Reason for
Unblinding:

ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Withdrawal Of Consent

1. Withdrawal of Consent
Date :

//
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Death Details

1. Date of Collection /
Notification of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131811



Page 149 of 459

***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Informed Consent - Further Vaccination

1. Consent Was:
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Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA -
FURTHER VACCINATION

Form Version: 10-Dec-2020 02:30 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Disposition - Screening for Further Vaccination

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Nov/30/2020
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign
CRF_Sign_1

Name Signature
Meaning

Date Type Action
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA -
Comments

Form Version: 10-Oct-2020 16:00 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Oct-12-2020 14:22:04 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131819



Page 157 of 459

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: HIV STATUS - Comments

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Oct-14-2020 13:43:17 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Form Oct-12-2020 15:38:55 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131820



Page 158 of 459

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: HIV STATUS - Comments

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

1 Oct-14-2020 13:43:17 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

1 Oct-12-2020 15:38:55 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131821



Page 159 of 459

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Oct-12-2020 15:37:28 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131822



Page 160 of 459

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

1 Oct-12-2020 15:37:28 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131823



Page 161 of 459

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

2 Oct-12-2020 15:37:28 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131824



Page 162 of 459

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

3 Oct-12-2020 15:37:28 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131825



Page 163 of 459

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

4 Oct-12-2020 15:37:28 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131826



Page 164 of 459

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

5 Oct-12-2020 15:37:28 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131827



Page 165 of 459

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

6.a Oct-12-2020 15:37:28 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131828



Page 166 of 459

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

6.a Oct-12-2020 15:37:28 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131829



Page 167 of 459

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

6.a Oct-12-2020 15:37:28 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131830



Page 168 of 459

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Nov-02-2020 14:46:27 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131831



Page 169 of 459

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

1 Nov-02-2020 14:46:27 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131832



Page 170 of 459

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

2 Nov-02-2020 14:46:27 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131833



Page 171 of 459

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

3 Nov-02-2020 14:46:27 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131834



Page 172 of 459

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

4 Nov-02-2020 14:46:27 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131835



Page 173 of 459

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

5 Nov-02-2020 14:46:27 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131836



Page 174 of 459

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

6.a Nov-02-2020 14:46:27 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131837



Page 175 of 459

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

6.a Nov-02-2020 14:46:27 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131838



Page 176 of 459

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

6.a Nov-02-2020 14:46:27 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131839



Page 177 of 459

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Jan-12-2021 15:06:59 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Form Jan-05-2021 16:37:35 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Done

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131840



Page 178 of 459

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

1 Jan-12-2021 15:06:59 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

1 Jan-05-2021 16:37:35 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Done

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131841



Page 179 of 459

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

2 Jan-12-2021 15:06:59 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

2 Jan-05-2021 16:37:35 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Done

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131842



Page 180 of 459

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

3 Jan-12-2021 15:06:59 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

3 Jan-05-2021 16:37:35 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Done

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131843



Page 181 of 459

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

4 Jan-12-2021 15:06:59 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

4 Jan-05-2021 16:37:35 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Done

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131844



Page 182 of 459

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

5 Jan-12-2021 15:06:59 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

5 Jan-05-2021 16:37:35 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

6 Jan-12-2021 15:06:59 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

6 Jan-05-2021 16:37:35 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Done
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

7 Jan-12-2021 15:06:59 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

7 Jan-05-2021 16:37:35 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

8 Jan-12-2021 15:06:59 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

8 Jan-05-2021 16:37:35 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

9 Jan-12-2021 15:06:59 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

9 Jan-05-2021 16:37:35 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Feb-23-2021 14:11:09 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

1 Feb-23-2021 14:11:09 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Done
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

2 Feb-23-2021 14:11:09 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

3 Feb-23-2021 14:11:09 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

4 Feb-23-2021 14:11:09 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

5 Feb-23-2021 14:11:09 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

6 Feb-23-2021 14:11:09 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

7 Feb-23-2021 14:11:09 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

8 Feb-23-2021 14:11:09 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

9 Feb-23-2021 14:11:09 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Done
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***Confidential***

Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign
CRF_Sign_1

Name Signature
Meaning

Date Type Action

Laura Pace  N/A Mar-11-2021 10:46:24 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert
Frenck 

Approved Mar-08-2021 23:04:08 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Laura Pace  N/A Feb-22-2021 22:05:29 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated09
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***Confidential***

Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
N/A

Robert
Frenck 

Approved Feb-15-2021 22:58:19 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Laura Pace  N/A Feb-12-2021 11:31:04 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert
Frenck 

Approved Feb-07-2021 22:59:41 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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***Confidential***

Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Laura Pace  N/A Jan-31-2021 19:48:28 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert
Frenck 

Approved Jan-29-2021 22:59:15 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131862



Page 200 of 459

***Confidential***

Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Laura Pace  N/A Jan-26-2021 15:03:47 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert
Frenck 

Approved Jan-23-2021 17:19:44 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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***Confidential***

Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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***Confidential***

Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail
History

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Oct-12-2020
14:21:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
08 SEP 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Oct-12-2020
14:21:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Oct-12-2020
14:21:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
OBTAINED

Date Written Consent
Obtained

Oct/12/2020

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject ID

Date Location User Value Reason

Oct-12-2020
14:20:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10071306

Item copied
from previous
form

2. Birth Date:

Date Location User Value Reason

Oct-12-2020
14:20:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1962

Enrollment
Entry

3. Sex:

Date Location User Value Reason

Oct-12-2020
14:21:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason09
01
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al
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-12-2020
14:21:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT HISPANIC OR L
ATINO(A) OR OF SP
ANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Oct-12-2020
14:21:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
WHITE

Initial Entry

09
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e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131868



Page 206 of 459

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-12-2020
14:21:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/12/2020

Initial Entry

09
01
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e1

96
ae

40
22

\F
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Oct-12-2020
15:36:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/12/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-12-2020
15:36:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Oct-12-2020
15:36:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Oct-12-2020
15:39:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

1

Medical H
istory Ter
m:

Hysterecto
my

Start Date
:

UNK/UN
K/2003

Ongoing: NO
End Date
:

UNK/U
NK/200
3

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Oct-12-2020
15:39:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

09
01

77
e1

96
ae

40
22
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al
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-12-2020
15:39:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Hysterectomy

Initial Entry

1.a Start Date:

Date Location User Value Reason

Oct-12-2020
15:39:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/2003

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Oct-12-2020
15:39:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date:

UNK/UNK/2003

Initial Entry

1.b

Date Location User Value Reason
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-14-2020
08:54:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Line/M
H Num
ber:

2

Medica
l Histor
y Term
:

Salpingo-oo
phorectomy
unilateral

Start D
ate:

UNK/UNK/
2003

Ongoin
g:

NO
End Date:

UNK/UN
K/2003

Changed
Information

Oct-12-2020
15:40:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

2

Medical
History
Term:

Salpingo-o
ophorecto
my

Start Da
te:

UNK/UN
K/2003

Ongoing
:

NO
End Date
:

UNK/U
NK/200
3

Initial Entry

09
01
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.b Line/MH Number:

Date Location User Value Reason

Oct-12-2020
15:40:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-15-2020
19:41:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Lingyan
Zuo
(pfe.zuol02)

Query 1: Closed Response
satisfies query

Oct-14-2020
08:54:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed
Information

Oct-14-2020
08:54:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Salpingo-oophorect
omy unilateral

Changed
Information

Oct-13-2020
21:57:24
(UTC-05:00)

ACV0PFEINFP6000  Lingyan
Zuo
(pfe.zuol02)

Query 1: Opened ClinQuery:
Please can you
update to09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time (US
& Canada)

specify whether
the Salpingo-
oophorectomy
is bilateral or
unilateral?
Thanks

Oct-12-2020
15:40:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Salpingo-oophorect
omy

Initial Entry

1.b Start Date:

Date Location User Value Reason

Oct-12-2020
15:40:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/2003

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Oct-12-2020
15:40:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date:

UNK/UNK/2003

Initial Entry

1.c09
01
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Mar-12-2021
15:16:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Line/MH Nu
mber:

3

Medical Hist
ory Term:

Asthm
a

Start Date: Jan/6/
2020

Ongoing: YES

Changed
Information

Oct-12-2020
15:40:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

3

Medical Hi
story Term
:

Asthma

Start Date: Mar/UN
K/2020

Ongoing: YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.c Line/MH Number:

Date Location User Value Reason

Oct-12-2020
15:40:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-12-2020
15:40:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Asthma

Initial Entry

1.c Start Date:

Date Location User Value Reason

Mar-12-2021
15:16:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jan/6/2020

Changed
Information

Oct-12-2020
15:40:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Mar/UNK/2020

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.c Ongoing:

Date Location User Value Reason

Oct-12-2020
15:40:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.d

Date Location User Value Reason

Oct-12-2020
15:40:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

4

Medical His
tory Term:

Obesity

Start Date: UNK/U
NK/200
3

Ongoing: YES

Initial Entry

09
01

77
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.d Line/MH Number:

Date Location User Value Reason

Oct-12-2020
15:40:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-12-2020
15:40:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Obesity

Initial Entry

1.d Start Date:

Date Location User Value Reason

Oct-12-2020
15:40:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/2003

Initial Entry

1.d Ongoing:

Date Location User Value Reason
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-12-2020
15:40:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.e

Date Location User Value Reason

Oct-12-2020
15:41:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

5

Medical His
tory Term:

Seasonal
allergy

Start Date: UNK/U
NK/199
2

Ongoing: YES

Initial Entry

09
01
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.e Line/MH Number:

Date Location User Value Reason

Oct-12-2020
15:41:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-12-2020
15:41:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Seasonal allergy

Initial Entry

1.e Start Date:

Date Location User Value Reason

Oct-12-2020
15:41:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1992

Initial Entry

1.e Ongoing:

Date Location User Value Reason

09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-12-2020
15:41:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

09
01

77
e1

96
ae

40
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\F
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al
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: HIV STATUS - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - What is the subject HIV status?

Date Location User Value Reason

Oct-15-2020
20:45:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Hui Pan
(pfe.panh18)

Query 1: Closed Response
satisfies query

Oct-14-2020
13:43:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Initial Entry

Oct-14-2020
13:43:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
The subject is NOT
known to be HIV PO
SITIVE

Initial Entry

Oct-14-2020
13:43:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry: Initial Entry

Oct-13-2020
20:47:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Hui Pan
(pfe.panh18)

Query 1: Opened ClinQuery:
Please confirm
why the HIV
status has been
answered Not09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: HIV STATUS - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

applicable and
not either a
Yes or No?

Oct-12-2020
15:38:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Oct-12-2020
15:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/12/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Oct-12-2020
15:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
93.3

Initial Entry

3. Unit:

Date Location User Value Reason

Oct-12-2020
15:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
kg

Initial Entry

4. Height:09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Oct-12-2020
15:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
170.2

Initial Entry

5. Unit:

Date Location User Value Reason

Oct-12-2020
15:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Oct-12-2020
15:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
32.2

Initial Entry

7.a

Date Location User Value Reason

Oct-12-2020
15:37:14
(UTC-05:00)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Ide 1

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time (US
& Canada)

ntifier::

Temperatur
e:

36.1

Temperatur
e Unit:

C

Temperatur
e Location::

ORAL
CAVIT
Y

7.a Record Identifier:

Date Location User Value Reason

Oct-12-2020
15:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Oct-12-2020
15:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
36.1

Initial Entry

7.a Unit:

Date Location User Value Reason
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-12-2020
15:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
C

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Oct-12-2020
15:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Oct-12-2020
15:37:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Oct-12-2020
15:37:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Oct-12-2020
15:37:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Oct-12-2020
15:37:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Oct-12-2020
15:37:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason

Oct-12-2020
15:37:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sponsor-Defi
ned Identifie
r:

Not Ap
plicabl
e

Test:: Not Ap
plicabl
e

Result:: Not Ap
plicabl
e

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Not Done:: Not Ap
plicabl
e

6.a Sponsor ID:

Date Location User Value Reason

Oct-12-2020
15:37:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Oct-12-2020
15:37:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Oct-12-2020
15:37:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

6.a Not Done:

Date Location User Value Reason

Oct-12-2020
15:37:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Randomization Date :

Date Location User Value Reason

Oct-12-2020
15:38:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/12/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Oct-12-2020
15:38:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
268640

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-12-2020
15:36:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-12-2020
15:36:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-12-2020
15:41:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Oct-12-2020
15:36:24

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Oct-12-2020
15:36:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Oct/12/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-12-2020
15:41:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BPYTY
V

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-12-2020
15:41:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPYTYV

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Oct-12-2020
15:41:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample I
D:

BMPSM
M

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-12-2020
15:41:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BMPSMM

Initial Entry

5.c

Date Location User Value Reason

Oct-12-2020
15:41:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample I
D:

BMPSM
N

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c Sample ID

Date Location User Value Reason

Oct-12-2020
15:41:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BMPSMN

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-12-2020
15:36:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-12-2020
15:36:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-12-2020
15:47:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Oct-12-2020
15:36:32

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09

01
77

e1
96

ae
40

22
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Oct-12-2020
15:36:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Oct/12/2020

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide
reason:

Date Location User Value Reason

Oct-14-2020
01:43:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Gajanan
Deshmukh
(pfe.deshmg08)

Query 1: Closed Response
satisfies query

Oct-13-2020
14:03:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answere
d

Changed
Information

Oct-13-2020
14:03:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse LePage
(pfe.jlepage)

Data Entry: Changed
Information
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-13-2020
13:23:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Swaranjali
Subhash Pawar
(pfe.pawars01)

Query 1: Opened DM: A
carriage is
identified. To
avoid
processing
errors, please
remove the
identified
character by
deleting the
entry and
re-entering the
data (without
using copy
and paste).

Oct-12-2020
15:46:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse LePage
(pfe.jlepage)

Data Entry: Initial Entry

5.a

Date Location User Value Reason

Oct-12-2020
15:47:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BPYTY
N

Initial Entry

5.a Sample ID

09
01

77
e1

96
ae

40
22
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Oct-12-2020
15:47:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPYTYN

Initial Entry

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Oct-12-2020
16:06:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Oct-12-2020
16:06:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Oct-12-2020
16:06:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al
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n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131902



Page 240 of 459

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-12-2020
16:06:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/12/2020 15:31

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Oct-12-2020
16:06:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Oct-12-2020
16:06:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Oct-12-2020
16:06:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

09
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e1
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

10. Timeframe Subject Was Observed

Date Location User Value Reason

Oct-12-2020
16:06:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Oct-12-2020
16:06:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

09
01
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail
History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Oct-12-2020
16:07:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO - REACTOGENIC
ITY E-DIARY NOT C
OLLECTED FOR THI
S SUBJECT

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-02-2020
14:45:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Nov/2/2020

Initial Entry

09
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Nov-02-2020
14:46:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Nov/2/2020

Initial Entry

2.a

Date Location User Value Reason

Nov-02-2020
14:46:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Ide
ntifier::

1

Temperatur
e:

36.6

Temperatur
e Unit:

C

Temperatur
e Location::

ORAL
CAVIT
Y

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Nov-02-2020
14:46:16
(UTC-05:00)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

09
01

77
e1

96
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40
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time (US
& Canada)

2.a Temperature:

Date Location User Value Reason

Nov-02-2020
14:46:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
36.6

Initial Entry

2.a Unit:

Date Location User Value Reason

Nov-02-2020
14:46:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
C

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Nov-02-2020
14:46:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Nov-02-2020
14:46:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Nov-02-2020
14:46:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Nov-02-2020
14:46:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)09
01
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e1
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Nov-02-2020
14:46:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Nov-02-2020
14:46:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason

Nov-02-2020
14:46:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sponsor-Defi
ned Identifie
r:

Not Ap
plicabl
e

Test:: Not Ap
plicabl
e

Result:: Not Ap
plicabl
e

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Not Done:: Not Ap
plicabl
e

6.a Sponsor ID:

Date Location User Value Reason

Nov-02-2020
14:46:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Nov-02-2020
14:46:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Nov-02-2020
14:46:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131911



Page 249 of 459

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

6.a Not Done:

Date Location User Value Reason

Nov-02-2020
14:46:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

09
01

77
e1

96
ae

40
22

\F
in

al
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-02-2020
14:14:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-02-2020
14:14:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-02-2020
14:14:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Nov-02-2020
14:14:33

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09

01
77

e1
96

ae
40

22
\F

in
al
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Nov-02-2020
14:14:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
YES

Date of Collection:

Nov/2/2020

Initial Entry

5.a

Date Location User Value Reason

Nov-02-2020
14:14:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BPYV9
9

Initial Entry

5.a Sample ID

Date Location User Value Reason

Nov-02-2020
14:14:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPYV99

Initial Entry

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131914



Page 252 of 459

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Nov-02-2020
14:47:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Nov-02-2020
14:47:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Nov-02-2020
14:47:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
e1

96
ae

40
22
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Nov-02-2020
14:47:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Nov/2/2020 13:44

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Nov-02-2020
14:47:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Nov-02-2020
14:47:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Nov-02-2020
14:47:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131916



Page 254 of 459

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

10. Timeframe Subject Was Observed

Date Location User Value Reason

Nov-02-2020
14:47:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Nov-02-2020
14:47:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

09
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-30-2020
14:42:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Nov/30/2020

Initial Entry

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:
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***Confidential***

 

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-30-2020
14:42:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-30-2020
14:42:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-30-2020
16:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Nov-30-2020
14:42:41

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09

01
77
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Nov-30-2020
14:42:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Nov/30/2020

Initial Entry

5.a

Date Location User Value Reason

Nov-30-2020
16:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BP90F8

Initial Entry

5.a Sample ID

Date Location User Value Reason

Nov-30-2020
16:37:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BP90F8

Initial Entry

5.b09
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Nov-30-2020
16:37:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample I
D:

BMRW8
D

Initial Entry

5.b Sample ID

Date Location User Value Reason

Nov-30-2020
16:37:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BMRW8D

Initial Entry

5.c

Date Location User Value Reason

Nov-30-2020
16:37:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample I
D:

BMRW8
J

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c Sample ID

Date Location User Value Reason

Nov-30-2020
16:37:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BMRW8J

Initial Entry

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131922



Page 260 of 459
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: DATE OF VISIT - ILLNESS ONSET - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-06-2021
02:08:12
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Vikas Joshi
(pfe.joshiv22)

Query 4: Closed Response
satisfies query

Jan-06-2021
00:03:03
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Pratiksha
Mahadik
(pfe.mahadp07)

Query 3: Closed Closed as data
entered.

Jan-05-2021
16:39:03
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 4: Answere
d

completed

Jan-05-2021
16:38:53
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 3: Answere
d

completed

Jan-05-2021
16:36:58
(UTC-05:00)
Eastern Time

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Closed Close Auto
Query
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: DATE OF VISIT - ILLNESS ONSET - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(US & Canada)

Jan-05-2021
06:12:34
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Rajashekhar
Reddy
(pfe.reddyr51)

Query 4: Opened DM: Kindly
review and
complete
‘Health Care
Utilization,
Microbiology
Specimen,
Illness Details
form' at this
visit. Thank
you.

Jan-05-2021
04:23:02
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Bembem
Takhellambam
(pfe.takheb)

Query 3: Opened DM: Date of
Visit is
completed but
Nasal Swab
(SWAB PFE)
CRF is not
initiated.
Please review
and update the
data as
appropriate.
Thanks

Jan-05-2021
01:19:12
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Sonal K
(pfe.ks66)

Query 2: Opened Date of Visit is
completed but
Date of
Assessment in
the Signs and
Symptoms
form is09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: DATE OF VISIT - ILLNESS ONSET - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

missing. Please
review and
update as
appropriate.

Jan-04-2021
09:45:28
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Jan-04-2021
09:45:09
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidat
e

Date of Visit is
completed but
Date of
Assessment in
the Signs and
Symptoms
form is
missing. Please
review and
update as
appropriate.

Jan-04-2021
09:45:09
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

Date of Visit is
completed but
Date of
Collection in
both Nasal
Swab Self and
Nasal Swab are
missing. Please
review and
update as
appropriate.09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: DATE OF VISIT - ILLNESS ONSET - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-04-2021
09:45:09
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse LePage
(pfe.jlepage)

Data Entry:
Jan/1/2021

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Jan-04-2021
09:45:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
COVID_A

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Jan-05-2021
16:36:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jan/1/2021

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Jan-05-2021
16:36:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Dec/31/2020

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

Jan-26-2021
15:03:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Date of Last Sympto
m Resolved:

Jan/16/2021

New
Information

Jan-05-2021 ACV0PFEINFP6000  Laura Data Entry: Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

16:36:58
(UTC-05:00)
Eastern Time (US
& Canada)

Pace
(pfe.lpace)

YES

4.a

Date Location User Value Reason

Jan-05-2021
16:36:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptoms: FEVE

R

Symptom Pre
sent:

NO

Initial Entry

4.a Symptoms:

Date Location User Value Reason

Jan-05-2021
16:36:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FEVER

Initial Entry

4.a Was symptom present?

Date Location User Value Reason

Jan-05-2021
16:36:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

4.b

Date Location User Value Reason

Jan-12-2021
15:12:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sympt
oms:

NEW OR I
NCREASE
D COUGH

Sympt
om Pre
sent:

YES

New
Information

Jan-05-2021
16:36:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sympt
oms:

NEW OR I
NCREASE
D COUGH

Sympt
om Pre
sent:

NO

Initial Entry

09
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77
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

4.b Symptoms:

Date Location User Value Reason

Jan-05-2021
16:36:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR INCREASE
D COUGH

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Jan-12-2021
15:12:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

New
Information

Jan-05-2021
16:36:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4.c

Date Location User Value Reason

Jan-12-2021
15:13:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symp
toms:

NEW OR IN
CREASED S
HORTNESS
OF BREATH

New
Information
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Symp
tom P
resen
t:

YES

Jan-05-2021
16:36:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symp
toms:

NEW OR IN
CREASED S
HORTNESS
OF BREATH

Symp
tom P
resen
t:

NO

Initial Entry

09
01

77
e1

96
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

4.c Symptoms:

Date Location User Value Reason

Jan-05-2021
16:36:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR INCREASE
D SHORTNESS OF B
REATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Jan-12-2021
15:13:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

New
Information

Jan-05-2021
16:36:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4.d

Date Location User Value Reason

Jan-05-2021
16:36:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptoms: CHIL

LS

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Symptom Pre
sent:

YES

4.d Symptoms:

Date Location User Value Reason

Jan-05-2021
16:36:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Jan-05-2021
16:36:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

4.e

Date Location User Value Reason

Jan-05-2021
16:36:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sympt
oms:

NEW OR IN
CREASED M
USCLE PAIN

Sympt
om Pr
esent:

NO

Initial Entry

09
01

77
e1
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ae
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22
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

4.e Symptoms:

Date Location User Value Reason

Jan-05-2021
16:36:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR INCREASE
D MUSCLE PAIN

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Jan-05-2021
16:36:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4.f

Date Location User Value Reason

Jan-05-2021
16:36:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sympt
oms:

NEW LOSS
OF TASTE O
R SMELL

Sympt
om Pre
sent:

NO

Initial Entry

09
01

77
e1

96
ae

40
22
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al
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al
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

4.f Symptoms:

Date Location User Value Reason

Jan-05-2021
16:36:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW LOSS OF TAST
E OR SMELL

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Jan-05-2021
16:36:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4.g

Date Location User Value Reason

Jan-05-2021
16:36:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sympt
oms:

NEW OR IN
CREASED S
ORE THROA
T

Sympt
om Pr
esent:

YES

Initial Entry

09
01

77
e1

96
ae

40
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

4.g Symptoms:

Date Location User Value Reason

Jan-05-2021
16:36:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR INCREASE
D SORE THROAT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Jan-05-2021
16:36:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

4.h

Date Location User Value Reason

Jan-12-2021
15:13:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptoms: DIARR

HEA

Symptom P
resent:

YES

New
Information

Jan-05-2021
16:36:58
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptoms: DIARR

HEA

Initial Entry

09
01

77
e1

96
ae

40
22

\F
in

al
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

& Canada) Symptom P
resent:

NO

4.h Symptoms:

Date Location User Value Reason

Jan-05-2021
16:36:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Jan-12-2021
15:13:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

New
Information

Jan-05-2021
16:36:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4.i

Date Location User Value Reason

Jan-05-2021 ACV0PFEINFP6000  Laura Data Entry: Initial Entry09
01

77
e1

96
ae

40
22
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al
\F

in
al
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

16:36:58
(UTC-05:00)
Eastern Time (US
& Canada)

Pace
(pfe.lpace)

Symptoms: VOMIT
ING

Symptom P
resent:

NO

4.i Symptoms:

Date Location User Value Reason

Jan-05-2021
16:36:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Jan-05-2021
16:36:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

5.a

Date Location User Value Reason

Jan-05-2021
16:37:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptoms -
Other:

chest tig
htness

Initial Entry

09
01

77
e1
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a Symptoms - Other Text:

Date Location User Value Reason

Jan-05-2021
16:37:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
chest tightness

Initial Entry

5.b

Date Location User Value Reason

Jan-12-2021
15:13:48
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptoms - Ot
her:

fatig
ue

Initial Entry

5.b Symptoms - Other Text:

Date Location User Value Reason

Jan-12-2021
15:13:48
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
fatigue

Initial Entry

5.c

Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-12-2021
15:13:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptoms -
Other:

heada
che

Initial Entry

5.c Symptoms - Other Text:

Date Location User Value Reason

Jan-12-2021
15:13:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
headache

Initial Entry

09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: MICROBIOLOGY SPECIMEN - Audit Trail

Form Version: 06-Jul-2020 21:54 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Jan-12-2021
15:07:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created

09
01

77
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\F
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al
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: MICROBIOLOGY SPECIMEN - eCRF Audit
Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Jan-12-2021
15:07:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jan/3/2021

Initial Entry

Jan-12-2021
15:06:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry: Initial Entry

Jan-05-2021
16:37:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Jan-12-2021
15:07:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
SWABBED MATERI
AL

Initial Entry

Jan-12-2021 ACV0PFEINFP6000  Laura Data Entry: Initial Entry09
01

77
e1

96
ae

40
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al
\F
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: MICROBIOLOGY SPECIMEN - eCRF Audit
Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

15:06:59
(UTC-05:00)
Eastern Time (US
& Canada)

Pace
(pfe.lpace)

Jan-05-2021
16:37:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Jan-12-2021
15:07:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NASOPHARYNX

Initial Entry

Jan-12-2021
15:06:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry: Initial Entry

Jan-05-2021
16:37:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

4. Assay Code and Description:09
01

77
e1
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\F
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: MICROBIOLOGY SPECIMEN - eCRF Audit
Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jan-12-2021
15:07:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SEVERE ACUTE RE
SP SYNDROME COR
ONAVIRUS 2

Initial Entry

Jan-12-2021
15:06:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry: Initial Entry

Jan-05-2021
16:37:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

5. Device Type:

Date Location User Value Reason

Jan-12-2021
15:07:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SARS-COV-2 DIAGN
OSTIC TEST

Initial Entry

Jan-12-2021
15:06:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry: Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: MICROBIOLOGY SPECIMEN - eCRF Audit
Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-05-2021
16:37:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

6. Trade Name:

Date Location User Value Reason

Jan-12-2021
15:07:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
OTHER

Initial Entry

Jan-12-2021
15:06:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry: Initial Entry

Jan-05-2021
16:37:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

7. Test Result:

Date Location User Value Reason

Jan-12-2021
15:07:45
(UTC-05:00)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
POSITIVE

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: MICROBIOLOGY SPECIMEN - eCRF Audit
Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time (US
& Canada)

Jan-12-2021
15:06:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry: Initial Entry

Jan-05-2021
16:37:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

8. Comments/Findings/Details:

Date Location User Value Reason

Jan-12-2021
15:06:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry: Initial Entry

Jan-05-2021
16:37:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

9. Trade Name Other, Specify:

Date Location User Value Reason09
01

77
e1

96
ae

40
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al
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: MICROBIOLOGY SPECIMEN - eCRF Audit
Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-12-2021
15:07:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
CLIA certified lab

Initial Entry

Jan-12-2021
15:06:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry: Initial Entry

Jan-05-2021
16:37:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-04-2021
09:45:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-04-2021
09:45:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-04-2021
09:45:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Jan-04-2021
09:45:28

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09
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40

22
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in
al
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Jan-04-2021
09:45:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
YES

Date of Collection:

Jan/1/2021

Initial Entry

5.a

Date Location User Value Reason

Jan-04-2021
09:45:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample I
D:

RW8689
6

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jan-04-2021
09:45:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
RW86896

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-05-2021
16:38:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-05-2021
16:38:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-05-2021
16:38:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide
reason:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jan-05-2021
16:38:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
subject did not come in

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Jan-05-2021
16:38:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Type of Practi
tioner:

SPEC
IALIS
T

Occurrence of
Visits or Cont
acts:

NO

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

Jan-05-2021
16:38:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
SPECIALIST

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

Jan-05-2021
16:38:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131952



Page 290 of 459

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.b

Date Location User Value Reason

Feb-24-2021
17:56:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Type of Pr
actitioner:

EMERG
ENCY
ROOM

Occurrenc
e of Visits o
r Contacts:

NO

Changed
Information

Jan-12-2021
15:09:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Type of P
ractition
er:

EMERGE
NCY RO
OM

Occurre
nce of Vi
sits or Co
ntacts:

YES
Number
of Visits
or Conta
cts:

1

New
Information

Jan-05-2021
16:38:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Type of Pr
actitioner:

EMERG
ENCY
ROOM

Occurrenc
e of Visits o
r Contacts:

NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Jan-05-2021
16:38:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EMERGENCY ROO
M

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-24-2021
17:56:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Changed
Information

Jan-12-2021
15:09:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Number of Visits or
Contacts:

1

New
Information

Jan-05-2021
16:38:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Feb-24-2021
17:56:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Type of P
ractitione
r:

PRIMAR
Y CARE
PHYSICI
AN

Occurren
ce of Visit
s or Cont
acts:

NO

Changed
Information

Jan-12-2021
15:10:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Type of
Practitio
ner:

PRIMAR
Y CARE P
HYSICIA
N

Occurre
nce of Vi
sits or C
ontacts:

YES
Number
of Visits
or Conta
cts:

2

New
Information

Jan-05-2021
16:38:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Type of P
ractitione
r:

PRIMAR
Y CARE
PHYSICI
AN

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Occurren
ce of Visit
s or Cont
acts:

NO
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.c Physician or Healthcare Professional:

Date Location User Value Reason

Jan-05-2021
16:38:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
PRIMARY CARE PH
YSICIAN

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-24-2021
17:56:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Changed
Information

Jan-12-2021
15:10:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Number of Visits or
Contacts:

2

New
Information

Jan-05-2021
16:38:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

1.d09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Feb-24-2021
17:57:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Type of P
ractition
er:

URGENT
CARE

Occurre
nce of Vi
sits or Co
ntacts:

YES
Number
of Visits
or Conta
cts:

1

Changed
Information

Jan-05-2021
16:38:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Type of Prac
titioner:

URGE
NT C
ARE

Occurrence
of Visits or
Contacts:

NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.d Physician or Healthcare Professional:

Date Location User Value Reason

Jan-05-2021
16:38:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
URGENT CARE

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-24-2021
17:57:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Number of Visits or
Contacts:

1

Changed
Information

Jan-05-2021
16:38:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

1.e

Date Location User Value Reason

Jan-05-2021
16:38:20
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Type of Pr
actitioner:

TELEPH
ONE CO
NSULTA

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

& Canada) TION

Occurren
ce of Visit
s or Conta
cts:

NO

1.e Physician or Healthcare Professional:

Date Location User Value Reason

Jan-05-2021
16:38:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
TELEPHONE CONS
ULTATION

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Jan-05-2021
16:38:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

1.f

Date Location User Value Reason

Jan-05-2021
16:38:20
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Type of Practiti
oner:

OT
HE
R

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

& Canada) Occurrence of
Visits or Conta
cts:

NO

1.f Physician or Healthcare Professional:

Date Location User Value Reason

Jan-05-2021
16:38:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
OTHER

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Jan-05-2021
16:38:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

3. Has the subject been hospitalized due to potential COVID-19 illness?

Date Location User Value Reason

Jan-12-2021
15:10:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Has the subject been
in intensive care due
to potential COVID-
19 illness?

New
Information
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

NO

Jan-05-2021
16:38:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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01
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: HOSPITALIZATION DETAILS - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Jan-12-2021
15:11:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: HOSPITALIZATION DETAILS - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Hospitalization Category:

Date Location User Value Reason

Jan-12-2021
15:11:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HOSPITALIZATION S
TATUS

Initial Entry

2. Hospitalization Term:

Date Location User Value Reason

Jan-12-2021
15:11:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
HOSPITAL

Initial Entry

3. Admission Date:

Date Location User Value Reason

Jan-12-2021
15:11:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jan/11/2021

Initial Entry

4. Ongoing?

Date Location User Value Reason09
01
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: HOSPITALIZATION DETAILS - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-18-2021
20:54:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Discharge Date:

Jan/12/2021

New
Information

Jan-12-2021
15:11:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

09
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e1
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40
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\F
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\F
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al
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Jan-05-2021
16:38:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
POTENTIAL COVID-
19 ILLNESS

Initial Entry

2. Was a diagnosis obtained for Potential COVID-19 Illness?

Date Location User Value Reason

Jan-12-2021
15:08:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Respiratory Illness
Diagnosis:

COVID-19

Date of Diagnosis:

Jan/3/2021

New
Information

Jan-05-2021
16:38:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

3. Toxicity Grade:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jan-12-2021
15:09:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
2

New
Information

Jan-05-2021
16:38:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - Audit Trail

Form Version: 10-Oct-2020 15:58 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
CLINICAL CHEMIST
RY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Jan-21-2021
01:25:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Gajanan
Deshmukh
(pfe.deshmg08)

Query 1: Closed Response
satisfies query

Jan-20-2021
19:10:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answere
d

Changed
Information

Jan-20-2021
19:10:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
TriHealth Laborato
ry 10500 Montgo
mery Road,Cincin
nati,OH 45242

Changed
Information

Jan-20-2021 ACV0PFEINFP6000  Swaranjali Query 1: Opened DM :A09
01

77
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

11:52:17
(UTC-05:00)
Eastern Time (US
& Canada)

Subhash Pawar
(pfe.pawars01)

carriage return
is identified,
please do not
press enter
key, just type
lab name all in
single line
with comma
separated.

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
TriHealth Laborato
ry
10500 Montgomer
y Road, Cincinnati
, OH 45242

Initial Entry

3. Collection Date:

Date Location User Value Reason

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jan/11/2021

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Jan-18-2021
20:58:59
(UTC-05:00)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time (US
& Canada)

5.a

Date Location User Value Reason

Feb-01-2021
12:38:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sponsor-
Defined I
dentifier:

329

Test:: C Reactiv
e Protein_
PX329

Result:: 160

Not Done
::

Lab Nor
mal Rang
e:

Low
0

High
4.9

Unit
mg/L

Changed
Information

Jan-31-2021
19:57:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sponsor-
Defined I
dentifier:

329

New
Information
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01

77
e1
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ae
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Test:: C Reactiv
e Protein_
PX329

Result:: 160

Not Done
::

Lab Nor
mal Rang
e:

High
<5.0

Unit
mg/L

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

329

Test:: C Reactiv
e Protein_
PX329

Result:: 160

Not Done
::

Lab Nor
mal Rang
e:

Low
<5.0

Unit
mg/L

Initial Entry

5.a Sponsor ID:

Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
329

Initial Entry

5.a Test:

Date Location User Value Reason

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
C Reactive Protein_PX
329

Initial Entry

5.a Result:

Date Location User Value Reason

Feb-01-2021
12:38:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto
Query

Jan-31-2021
19:57:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is
present, but
lab normal
range (Low,
high or Unit)
is missing.
Please
correct or09

01
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

confirm.

Jan-27-2021
23:26:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Gajanan
Deshmukh
(pfe.deshmg08)

Query 1: Reissued:
Opened

DM : High
range is
missing in
Lab Normal
Range.
Please
review and
update. Else,
clarify.

Jan-27-2021
15:41:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jennifer
Wendell
(pfe.jwendell)

Query 1: Answered Original
value is
correct

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is
present, but
lab normal
range (Low,
high or Unit)
is missing.
Please
correct or
confirm.

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
160

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a LNMT

Date Location User Value Reason

Feb-01-2021
12:38:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Low

0

High
4.9

Unit
mg/L

Changed
Information

Jan-31-2021
19:57:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:

High
<5.0

Unit
mg/L

New
Information

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Low

<5.0

Unit
mg/L

Initial Entry

5.b

Date Location User Value Reason

Jan-18-2021
20:58:59

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor- 30

Initial Entry

09
01

77
e1

96
ae

40
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Defined I
dentifier:

Test:: Alanine A
minotransfe
rase_PX30

Result:: 16

Not Done
::

Lab Nor
mal Ran
ge:

Low
10

High
60

Unit
U/L
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.b Sponsor ID:

Date Location User Value Reason

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30

Initial Entry

5.b Test:

Date Location User Value Reason

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Alanine Aminotransfer
ase_PX30

Initial Entry

5.b Result:

Date Location User Value Reason

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
16

Initial Entry

5.b LNMT

Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Low

10

High
60

Unit
U/L

Initial Entry

5.c

Date Location User Value Reason

Jan-18-2021
20:59:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

28

Test:: Aspartate
Aminotran
sferase_PX
28

Result::

Not Done
::

NOT DON
E

Lab Nor
mal Ran
ge:

Initial Entry

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sponsor-
Defined I
dentifier:

Initial Entry

09
01
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e1

96
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\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131978



Page 316 of 459
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

& Canada) Test:: Aspartate
Aminotran
sferase_PX
28

Result::

Not Done
::

Lab Nor
mal Ran
ge:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c Sponsor ID:

Date Location User Value Reason

Jan-18-2021
20:59:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
28

Initial Entry

5.c Test:

Date Location User Value Reason

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aspartate Aminotransf
erase_PX28

Initial Entry

5.c Not Done:

Date Location User Value Reason

Jan-18-2021
20:59:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT DONE

Initial Entry

5.d

Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

35

Test:: Alkaline P
hosphatase
_PX35

Result:: 48

Not Done:
:

Lab Nor
mal Rang
e:

Low
35

High
135

Unit
U/L

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.d Sponsor ID:

Date Location User Value Reason

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
35

Initial Entry

5.d Test:

Date Location User Value Reason

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Alkaline Phosphatase_
PX35

Initial Entry

5.d Result:

Date Location User Value Reason

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
48

Initial Entry

5.d LNMT

Date Location User Value Reason

09
01

77
e1
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ae
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al
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al
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Low

35

High
135

Unit
U/L

Initial Entry

5.e

Date Location User Value Reason

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Def
ined Identifi
er:

21

Test:: Bilirubi
n_PX21

Result:: .6

Not Done::

Lab Normal
Range:

Low
0.0

High
1.2

Unit
mg/dL

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.e Sponsor ID:

Date Location User Value Reason

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
21

Initial Entry

5.e Test:

Date Location User Value Reason

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Bilirubin_PX21

Initial Entry

5.e Result:

Date Location User Value Reason

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
.6

Initial Entry

5.e LNMT

Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Low

0.0

High
1.2

Unit
mg/dL

Initial Entry

5.f

Date Location User Value Reason

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

47

Test:: Blood Ure
a Nitrogen
_PX47

Result:: 14

Not Done:
:

Lab Nor
mal Rang
e:

Low
8

High
26

Unit
mg/dL

Initial Entry

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131985



Page 323 of 459
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.f Sponsor ID:

Date Location User Value Reason

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
47

Initial Entry

5.f Test:

Date Location User Value Reason

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Blood Urea Nitrogen_
PX47

Initial Entry

5.f Result:

Date Location User Value Reason

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
14

Initial Entry

5.f LNMT

Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Low

8

High
26

Unit
mg/dL

Initial Entry

5.g

Date Location User Value Reason

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Def
ined Identifi
er:

48

Test:: Creatini
ne_PX4
8

Result:: .69

Not Done::

Lab Normal
Range:

Low
.60

High
1.20

Unit
mg/dL

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.g Sponsor ID:

Date Location User Value Reason

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
48

Initial Entry

5.g Test:

Date Location User Value Reason

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Creatinine_PX48

Initial Entry

5.g Result:

Date Location User Value Reason

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
.69

Initial Entry

5.g LNMT

Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-18-2021
20:58:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Low

.60

High
1.20

Unit
mg/dL

Initial Entry

09
01

77
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - Audit Trail

Form Version: 14-Jan-2021 02:30 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
CLINICAL CHEMIST
RY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
TriHealth Laboratory
10500 Montgomery R
oad, Cincinnati, OH 45
242

Initial Entry

3. Collection Date:

Date Location User Value Reason

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jan/12/2021

Initial Entry

4. Specimen Type:

Date Location User Value Reason09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-D
efined Ide
ntifier:

329

Test:: C Reactiv
e Protein_
PX329

Result::

Not Done:
:

NOT DO
NE

Lab Norm
al Range:

Initial Entry

5.a Sponsor ID:

Date Location User Value Reason

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
329

Initial Entry

09
01

77
e1

96
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40
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al
\F
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a Test:

Date Location User Value Reason

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
C Reactive Protein_PX
329

Initial Entry

5.a Not Done:

Date Location User Value Reason

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT DONE

Initial Entry

5.b

Date Location User Value Reason

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

30

Test:: Alanine A
minotransf
erase_PX3
0

Result::

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Not Done
::

NOT DON
E

Lab Nor
mal Rang
e:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.b Sponsor ID:

Date Location User Value Reason

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30

Initial Entry

5.b Test:

Date Location User Value Reason

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Alanine Aminotransfer
ase_PX30

Initial Entry

5.b Not Done:

Date Location User Value Reason

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT DONE

Initial Entry

5.c

Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

28

Test:: Aspartate
Aminotrans
ferase_PX2
8

Result::

Not Done
::

NOT DON
E

Lab Nor
mal Rang
e:

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c Sponsor ID:

Date Location User Value Reason

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
28

Initial Entry

5.c Test:

Date Location User Value Reason

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Aspartate Aminotransf
erase_PX28

Initial Entry

5.c Not Done:

Date Location User Value Reason

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT DONE

Initial Entry

5.d

Date Location User Value Reason

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131997



Page 335 of 459
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-D
efined Ide
ntifier:

35

Test:: Alkaline P
hosphatas
e_PX35

Result::

Not Done:
:

NOT DO
NE

Lab Norm
al Range:

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.d Sponsor ID:

Date Location User Value Reason

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
35

Initial Entry

5.d Test:

Date Location User Value Reason

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Alkaline Phosphatase_
PX35

Initial Entry

5.d Not Done:

Date Location User Value Reason

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT DONE

Initial Entry

5.e

Date Location User Value Reason

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al
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n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0131999
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defi
ned Identifie
r:

21

Test:: Bilirubi
n_PX2
1

Result::

Not Done:: NOT D
ONE

Lab Normal
Range:

Initial Entry

09
01

77
e1

96
ae

40
22

\F
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\F

in
al

 O
n:
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.e Sponsor ID:

Date Location User Value Reason

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
21

Initial Entry

5.e Test:

Date Location User Value Reason

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Bilirubin_PX21

Initial Entry

5.e Not Done:

Date Location User Value Reason

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT DONE

Initial Entry

5.f

Date Location User Value Reason

09
01

77
e1

96
ae

40
22

\F
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al

 O
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

47

Test:: Blood Ure
a Nitrogen
_PX47

Result:: 19

Not Done:
:

Lab Nor
mal Rang
e:

Low
8

High
26

Unit
mg/dL

Initial Entry

09
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77
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ae
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n:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.f Sponsor ID:

Date Location User Value Reason

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
47

Initial Entry

5.f Test:

Date Location User Value Reason

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Blood Urea Nitrogen_
PX47

Initial Entry

5.f Result:

Date Location User Value Reason

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
19

Initial Entry

5.f LNMT

Date Location User Value Reason

09
01

77
e1

96
ae

40
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Low

8

High
26

Unit
mg/dL

Initial Entry

5.g

Date Location User Value Reason

Feb-12-2021
11:31:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sponsor-D
efined Iden
tifier:

48

Test:: Creatini
ne_PX4
8

Result:: .62

Not Done::

Lab Norm
al Range:

Low
.6

High
1.2

Unit
mg/dL

Transcription
Error

09
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\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0132004



Page 342 of 459
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-D
efined Iden
tifier:

48

Test:: Creatini
ne_PX4
8

Result:: ,62

Not Done::

Lab Norm
al Range:

Low
.6

High
1.2

Unit
mg/dL

Initial Entry

09
01

77
e1

96
ae

40
22

\F
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al
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n:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.g Sponsor ID:

Date Location User Value Reason

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
48

Initial Entry

5.g Test:

Date Location User Value Reason

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Creatinine_PX48

Initial Entry

5.g Result:

Date Location User Value Reason

Feb-12-2021
15:21:45
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Mina Francisco
(pfe.francm73)

Query 1: Closed Response
satisfies query

Feb-12-2021
11:31:04
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answer
ed

Transcription
Error

09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Feb-12-2021
11:31:04
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
.62

Transcription
Error

Feb-12-2021
09:04:46
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Mary Campbell
(pfe.campbm25)

Query 1: Opened Please update
the comma in
",62" and
replace with
decimal point
".62" else
clarify.

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
,62

Initial Entry

5.g LNMT

Date Location User Value Reason

Jan-31-2021
19:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Low

.6

High
1.2

Unit
mg/dL

Initial Entry

09
01

77
e1
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22
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - Audit Trail

Form Version: 10-Oct-2020 16:02 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created

09
01
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e1
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22

\F
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al

 O
n:
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HEMATOLOGY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Jan-21-2021
04:32:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Astrud van der
Merwe
(pfe.vandea62)

Query 1: Closed Response
satisfies query

Jan-20-2021
19:11:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed
Information

Jan-20-2021
19:11:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
TriHealth Laborato
ry 10500 Montgom
ery Road, Cincinna
ti,OH 45242

Changed
Information

Jan-20-2021 ACV0PFEINFP6000  Swaranjali Query 1: Opened DM :A09
01

77
e1

96
ae

40
22

\F
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\F

in
al
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

11:52:31
(UTC-05:00)
Eastern Time (US
& Canada)

Subhash
Pawar
(pfe.pawars01)

carriage return
is identified,
please do not
press enter
key, just type
lab name all in
single line
with comma
separated.

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
TriHealth Laborato
ry
10500 Montgomer
y Road, Cincinnati,
OH 45242

Initial Entry

3. Collection Date:

Date Location User Value Reason

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jan/11/2021

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Jan-18-2021
21:04:51
(UTC-05:00)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time (US
& Canada)

5.a

Date Location User Value Reason

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-De
fined Identi
fier:

1

Test:: Hemogl
obin_PX
1

Result:: 12.4

Not Done::

Lab Normal
Range:

Low
12.0

High
15.2

Unit
g/L

Initial Entry

5.a Sponsor ID:

Date Location User Value Reason

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

09
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e1
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ae

40
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

& Canada)

5.a Test:

Date Location User Value Reason

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Hemoglobin_PX1

Initial Entry

5.a Result:

Date Location User Value Reason

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
12.4

Initial Entry

5.a LNMT

Date Location User Value Reason

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Low

12.0

High
15.2

Unit

Initial Entry

09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

g/L

5.b

Date Location User Value Reason

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Def
ined Identifi
er:

2

Test:: Hematoc
rit_PX2

Result:: 37.2

Not Done::

Lab Normal
Range:

Low
36

High
46

Unit
%

Initial Entry

09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.b Sponsor ID:

Date Location User Value Reason

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

5.b Test:

Date Location User Value Reason

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Hematocrit_PX2

Initial Entry

5.b Result:

Date Location User Value Reason

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
37.2

Initial Entry

5.b LNMT

Date Location User Value Reason

09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Low

36

High
46

Unit
%

Initial Entry

5.c

Date Location User Value Reason

Jan-31-2021
19:51:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sponsor-D
efined Iden
tifier:

3

Test:: Erythroc
ytes_PX
3

Result:: 4.31

Not Done::

Lab Norm
al Range:

Low
3.0

High
5.2

Unit
10^3/u
L

New
Information
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ae

40
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-D
efined Iden
tifier:

3

Test:: Erythro
cytes_P
X3

Result:: 4.31

Not Done::

Lab Norm
al Range:

Low
3.0

High
5.2

Initial Entry

09
01
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e1
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ae
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22
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in

al
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in
al
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n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0132016



Page 354 of 459

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c Sponsor ID:

Date Location User Value Reason

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

5.c Test:

Date Location User Value Reason

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Erythrocytes_PX3

Initial Entry

5.c Result:

Date Location User Value Reason

Jan-31-2021
19:51:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto
Query

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is
present, but
lab normal
range (Low,
high or Unit)09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

is missing.
Please correct
or confirm.

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
4.31

Initial Entry

5.c LNMT

Date Location User Value Reason

Jan-31-2021
19:51:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Low

3.0

High
5.2

Unit
10^3/uL

New
Information

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Low

3.0

High
5.2

Initial Entry

5.d

Date Location User Value Reason09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-31-2021
19:51:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sponsor-Def
ined Identifi
er:

5

Test:: Platelet
s_PX5

Result:: 319

Not Done::

Lab Normal
Range:

Low
140

High
375

Unit
10^3/
uL

New
Information

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Def
ined Identifi
er:

5

Test:: Platelet
s_PX5

Result:: 319

Not Done::

Lab Normal
Range:

Low
140

High
375

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.d Sponsor ID:

Date Location User Value Reason

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

5.d Test:

Date Location User Value Reason

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Platelets_PX5

Initial Entry

5.d Result:

Date Location User Value Reason

Feb-01-2021
05:47:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Astrud van der
Merwe
(pfe.vandea62)

Query 1: Closed Response
satisfies
query

Jan-31-2021
19:51:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Answer Auto
Query
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-28-2021
10:22:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Malerato
Moloi
(pfe.moloim)

Query 1: Reissued:
Opened

DM: Please
note that the
Unit is
missing.
Please review
and correct.

Jan-27-2021
19:08:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered lab normal
are present

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is
present, but
lab normal
range (Low,
high or Unit)
is missing.
Please correct
or confirm.

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
319

Initial Entry

5.d LNMT

Date Location User Value Reason

Jan-31-2021
19:51:33
(UTC-05:00)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Low

140

New
Information09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time (US
& Canada) High

375

Unit
10^3/uL

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Low

140

High
375

Initial Entry

5.e

Date Location User Value Reason

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Def
ined Identifi
er:

7

Test:: Leukocy
tes_PX7

Result:: 5.3

Not Done::

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Lab Normal
Range:

Low
3.6

High
5.2

Unit
g/dL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.e Sponsor ID:

Date Location User Value Reason

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

5.e Test:

Date Location User Value Reason

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Leukocytes_PX7

Initial Entry

5.e Result:

Date Location User Value Reason

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
5.3

Initial Entry

5.e LNMT

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Mar-10-2021
22:19:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Opened Clin: Please
the Low, High
and the Unit
entered on the
CRF are not
correct. Please
review and
update as
appropriate

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Low

3.6

High
5.2

Unit
g/dL

Initial Entry

5.f

Date Location User Value Reason

Jan-31-2021
19:55:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sponsor-D
efined Ide
ntifier:

608

Test:: Neutrop
hils_PX
608

Result:: 81

Not Done::

Changed
Information
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Lab Norm
al Range:

Low
1.8

High
7.7

Unit
10^3/u
L

Jan-31-2021
19:52:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sponsor-D
efined Ide
ntifier:

608

Test:: Neutrop
hils_PX6
08

Result:: 81

Not Done:
:

Lab Norm
al Range:

Low
1.8

High
7.7

Unit
%

New
Information

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-D
efined Ide

608

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

& Canada) ntifier:

Test:: Neutrop
hils_PX6
08

Result:: 81

Not Done:
:

Lab Norm
al Range:

Unit
%
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.f Sponsor ID:

Date Location User Value Reason

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
608

Initial Entry

5.f Test:

Date Location User Value Reason

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Neutrophils_PX608

Initial Entry

5.f Result:

Date Location User Value Reason

Jan-31-2021
19:52:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto
Query

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is
present, but
lab normal
range (Low,
high or Unit)09
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Page 366 of 459

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

is missing.
Please correct
or confirm.

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
81

Initial Entry

5.f LNMT

Date Location User Value Reason

Jan-31-2021
19:55:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Low

1.8

High
7.7

Unit
10^3/uL

Changed
Information

Jan-31-2021
19:52:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Low

1.8

High
7.7

Unit
%

New
Information
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Unit

%

Initial Entry

5.g

Date Location User Value Reason

Jan-31-2021
19:55:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sponsor-D
efined Ide
ntifier:

609

Test:: Eosinop
hils_PX
609

Result:: 0

Not Done::

Lab Norm
al Range:

Low
.03

High
.45

Unit
10^3/u
L

Changed
Information

Jan-31-2021
19:52:57
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sponsor-D
efined Ide
ntifier:

609

New
Information
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01
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e1
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

& Canada) Test:: Eosinop
hils_PX6
09

Result:: 0

Not Done:
:

Lab Norm
al Range:

Low
.03

High
.45

Unit
%

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0132031



Page 369 of 459

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

5.g

Date Location User Value Reason

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-D
efined Iden
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Test:: Eosinoph
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Result:: 0

Not Done::
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.g Sponsor ID:

Date Location User Value Reason

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
609

Initial Entry

5.g Test:

Date Location User Value Reason

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Eosinophils_PX609

Initial Entry

5.g Result:

Date Location User Value Reason

Jan-31-2021
19:52:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto
Query

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is
present, but
lab normal
range (Low,
high or Unit)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

is missing.
Please correct
or confirm.

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
0

Initial Entry

5.g LNMT

Date Location User Value Reason

Jan-31-2021
19:55:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Low

.03

High
.45

Unit
10^3/uL

Changed
Information

Jan-31-2021
19:52:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
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Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Unit

%

Initial Entry

5.h

Date Location User Value Reason

Jan-31-2021
19:55:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sponsor-D
efined Ide
ntifier:

612

Test:: Monocy
tes_PX6
12

Result:: 8

Not Done::

Lab Norm
al Range:

Low
.20

High
.90

Unit
10^3/u
L

Changed
Information

Jan-31-2021
19:53:22
(UTC-05:00)
Eastern Time (US
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Pace
(pfe.lpace)

Data Entry:
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New
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

& Canada) ntifier:

Test:: Monocyt
es_PX61
2

Result:: 8

Not Done:
:

Lab Norm
al Range:

Low
.20

High
.90

Unit
%

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-D
efined Ide
ntifier:

612

Test:: Monocyt
es_PX61
2

Result:: 8

Not Done:
:

Lab Norm
al Range:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.h Sponsor ID:

Date Location User Value Reason

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
612

Initial Entry

5.h Test:

Date Location User Value Reason

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Monocytes_PX612

Initial Entry

5.h Result:

Date Location User Value Reason

Jan-31-2021
19:53:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto
Query

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is
present, but
lab normal
range (Low,
high or Unit)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

is missing.
Please correct
or confirm.

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
8

Initial Entry

5.h LNMT

Date Location User Value Reason

Jan-31-2021
19:55:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Low

.20

High
.90

Unit
10^3/uL

Changed
Information

Jan-31-2021
19:53:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Low
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High
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Unit
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New
Information
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Unit

%

Initial Entry

5.i

Date Location User Value Reason

Jan-31-2021
19:56:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sponsor-D
efined Iden
tifier:

610

Test:: Basophi
ls_PX6
10

Result:: 0

Not Done::

Lab Norm
al Range:

Low
.00

High
.20

Unit
10^3/u
L

Changed
Information

Jan-31-2021
19:53:46
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sponsor-D
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New
Information
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

& Canada) ntifier:

Test:: Basophi
ls_PX61
0

Result:: 0

Not Done::

Lab Norm
al Range:

Low
.00

High
.20

Unit
%

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-D
efined Ide
ntifier:

610

Test:: Basophi
ls_PX61
0

Result:: 0

Not Done::

Lab Norm
al Range:

Unit
%

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.i Sponsor ID:

Date Location User Value Reason

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
610

Initial Entry

5.i Test:

Date Location User Value Reason

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Basophils_PX610

Initial Entry

5.i Result:

Date Location User Value Reason

Jan-31-2021
19:53:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto
Query

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is
present, but
lab normal
range (Low,
high or Unit)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

is missing.
Please correct
or confirm.

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
0

Initial Entry

5.i LNMT

Date Location User Value Reason

Jan-31-2021
19:56:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Low

.00

High
.20

Unit
10^3/uL

Changed
Information

Jan-31-2021
19:53:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Low

.00

High
.20

Unit
%

New
Information
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Unit

%

Initial Entry

5.j

Date Location User Value Reason

Jan-31-2021
19:54:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sponsor-D
efined Ide
ntifier:

611

Test:: Lympho
cytes_P
X611

Result:: 11

Not Done:
:

Lab Norm
al Range:

Low
1.00

High
4.00

Unit
10^3/u
L

New
Information

Jan-18-2021
21:04:51
(UTC-05:00)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor- 611

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time (US
& Canada)

Defined I
dentifier:

Test:: Lymphoc
ytes_PX
611

Result:: 11

Not Done:
:

Lab Nor
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Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.j Sponsor ID:

Date Location User Value Reason

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
611

Initial Entry

5.j Test:

Date Location User Value Reason

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Lymphocytes_PX611

Initial Entry

5.j Result:

Date Location User Value Reason

Jan-31-2021
19:54:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto
Query

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is
present, but
lab normal
range (Low,
high or Unit)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

is missing.
Please correct
or confirm.

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
11

Initial Entry

5.j LNMT

Date Location User Value Reason

Jan-31-2021
19:54:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Low

1.00

High
4.00

Unit
10^3/uL

New
Information

Jan-18-2021
21:04:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Unit
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Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 10-Oct-2020 15:59 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Jan-18-2021
21:05:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created

09
01

77
e1

96
ae

40
22

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0132047



Page 385 of 459

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021
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Form Version: 10-Oct-2020 15:59 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Jan-18-2021
21:05:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jan/11/2021

Initial Entry

2.a

Date Location User Value Reason

Jan-18-2021
21:05:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Identifier:
:

1

Systolic:: 1
3
4

Diastolic:: 7
0

Respiratory Rate
in respirations/mi
nute:

2
4

Heart Rate in bea
ts/minute:

1
0
4

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

09
01

77
e1
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ae
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al
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail
History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-18-2021
21:05:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Jan-18-2021
21:05:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
134

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Jan-18-2021
21:05:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
70

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Jan-18-2021
21:05:45
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
24

Initial Entry

09
01

77
e1

96
ae

40
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail
History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

& Canada)

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Jan-18-2021
21:05:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
104

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 14-Jan-2021 02:17 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Jan-31-2021
20:02:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created

09
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22
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail
History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Jan-31-2021
20:02:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jan/12/2021

Initial Entry

2.a

Date Location User Value Reason

Jan-31-2021
20:02:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Identifier:
:

1

Systolic:: 1
2
7

Diastolic:: 6
8

Respiratory Rate
in respirations/mi
nute:

2
0

Heart Rate in bea
ts/minute:

8
7

Initial Entry

2.a Record Identifier:

Date Location User Value Reason09
01

77
e1

96
ae

40
22

\F
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al
\F
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al
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail
History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-31-2021
20:02:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Jan-31-2021
20:02:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
127

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Jan-31-2021
20:02:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
68

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Jan-31-2021
20:02:08
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
20

Initial Entry

09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail
History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

& Canada)

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Jan-31-2021
20:02:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
87

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit
Trail

Form Version: 10-Oct-2020 16:04 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Jan-18-2021
21:06:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created

09
01
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96
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Jan-18-2021
21:06:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jan/11/2021

Initial Entry

2.a

Date Location User Value Reason

Jan-18-2021
21:06:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Identifie
r::

1

Oxygen Saturati
on:

93.
0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Jan-18-2021
21:06:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

09
01

77
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-18-2021
21:06:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
93.0

Initial Entry

09
01
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit
Trail

Form Version: 14-Jan-2021 02:17 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Jan-31-2021
20:01:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created

09
01

77
e1

96
ae

40
22
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al
\F
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Jan-31-2021
20:01:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jan/12/2021

Initial Entry

2.a

Date Location User Value Reason

Jan-31-2021
20:01:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Identifie
r::

1

Oxygen Saturati
on:

99.
0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Jan-31-2021
20:01:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

09
01

77
e1

96
ae

40
22

\F
in

al
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-31-2021
20:01:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
99.0

Initial Entry

09
01

77
e1

96
ae

40
22

\F
in
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\F
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: IMAGING - Audit Trail

Form Version: 06-Jul-2020 21:53 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Jan-18-2021
21:06:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created

09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: IMAGING - Audit Trail

Form Version: 06-Jul-2020 21:53 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Feb-01-2021
12:39:48
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created

09
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e1
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22
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: IMAGING - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Jan-18-2021
21:06:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jan/11/2021

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Jan-18-2021
21:06:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
CHEST

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Jan-18-2021
21:06:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
X-RAY

Initial Entry

4. Assessment:

Date Location User Value Reason09
01
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: IMAGING - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Feb-02-2021
05:49:03
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Malerato
Moloi
(pfe.moloim)

Query 1: Closed data entered
correctly

Feb-01-2021
08:01:51
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answere
d

clarify where
this is reported;
there is not a
field for that

Feb-01-2021
01:33:48
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Gajanan
Deshmukh
(pfe.deshmg08)

Query 1: Reissued
:Opened

DM : Thanks
for response.
However, The
response for
"Assessment"
is reported as
'Abnormal'
however
Clinical
Significance is
missing?
Kindly review
and update.

Jan-31-2021
19:48:28
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answere
d

New
Information

Jan-31-2021
19:48:28

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
ABNORMAL

New
Information09

01
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: IMAGING - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time
(US & Canada)

If abnormal, spe
cify findings:

Patchy left bib
asilar airspace
disease consist
ent with pneu
monia

Jan-20-2021
01:07:23
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Rajashekhar
Reddy
(pfe.reddyr51)

Query 1: Opened DM: The
response for
"Assessment"
is reported as
'Abnormal'
however
Clinical
Significance is
missing?
Kindly review
and update.

Jan-18-2021
21:06:35
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
ABNORMAL

Initial Entry

09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: IMAGING - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Feb-01-2021
12:39:48
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jan/11/2021

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Feb-01-2021
12:39:48
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
CHEST

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Feb-01-2021
12:39:48
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
CT SCAN

Initial Entry

4. Assessment:

09
01
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Jan/01/2021

Form: IMAGING - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Feb-01-2021
12:39:48
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NORMAL

Initial Entry

09
01

77
e1
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ae
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\F
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: DATE OF VISIT - ILLNESS ONSET - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-24-2021
03:47:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Swapna
Varikuti
(pfe.variks)

Query 1: Deleted Query closed
as per
comments
updated on
Swab forms

Feb-23-2021
14:10:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto
Query

Feb-23-2021
14:07:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate Date of Visit is
completed but
Date of
Assessment in
the Signs and
Symptoms
form is
missing. Please
review and
update as
appropriate.

Feb-23-2021
14:07:32
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate Date of Visit is
completed but
Date of
Collection in09

01
77

e1
96

ae
40

22
\F

in
al

\F
in

al
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n:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: DATE OF VISIT - ILLNESS ONSET - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

& Canada) both Nasal
Swab Self and
Nasal Swab
are missing.
Please review
and update as
appropriate.

Feb-23-2021
14:07:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Feb/23/2021

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Feb-23-2021
14:07:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
COVID_B

Initial Entry

09
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al
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al
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:17 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Feb-23-2021
14:10:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/23/2021

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Feb-23-2021
14:10:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/19/2021

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

Feb-23-2021
14:10:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

4.a09
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:17 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Feb-23-2021
14:10:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptoms: FEVE

R

Symptom Pre
sent:

YES

Initial Entry

4.a Symptoms:

Date Location User Value Reason

Feb-23-2021
14:10:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FEVER

Initial Entry

4.a Was symptom present?

Date Location User Value Reason

Feb-23-2021
14:10:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

4.b

Date Location User Value Reason

Feb-23-2021
14:10:16

ACV0PFEINFP6000  Laura
Pace

Data Entry:
Sympto NEW OR IN

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:17 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.lpace) ms: CREASED
COUGH

Sympto
m Pres
ent:

YES

4.b Symptoms:

Date Location User Value Reason

Feb-23-2021
14:10:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR INCREASE
D COUGH

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Feb-23-2021
14:10:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

4.c

Date Location User Value Reason

Feb-23-2021
14:10:16
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symp
toms:

NEW OR INC
REASED SH
ORTNESS OF

Initial Entry
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01

77
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:17 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

& Canada) BREATH

Symp
tom P
resent
:

YES

4.c Symptoms:

Date Location User Value Reason

Feb-23-2021
14:10:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR INCREASE
D SHORTNESS OF B
REATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Feb-23-2021
14:10:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

4.d

Date Location User Value Reason

Feb-23-2021
14:10:16
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptoms: CHIL

LS

Initial Entry
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e1
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:17 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

& Canada) Symptom Pre
sent:

NO

4.d Symptoms:

Date Location User Value Reason

Feb-23-2021
14:10:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Feb-23-2021
14:10:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4.e

Date Location User Value Reason

Feb-23-2021
14:10:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sympt
oms:

NEW OR IN
CREASED M
USCLE PAIN

Sympt
om Pr
esent:

NO

Initial Entry
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01

77
e1
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:17 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

4.e Symptoms:

Date Location User Value Reason

Feb-23-2021
14:10:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR INCREASE
D MUSCLE PAIN

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Feb-23-2021
14:10:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4.f

Date Location User Value Reason

Feb-23-2021
14:10:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sympt
oms:

NEW LOSS
OF TASTE O
R SMELL

Sympt
om Pre
sent:

NO

Initial Entry

09
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77
e1
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:17 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

4.f Symptoms:

Date Location User Value Reason

Feb-23-2021
14:10:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW LOSS OF TAST
E OR SMELL

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Feb-23-2021
14:10:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4.g

Date Location User Value Reason

Feb-23-2021
14:10:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sympt
oms:

NEW OR IN
CREASED S
ORE THROA
T

Sympt
om Pr
esent:

NO

Initial Entry

09
01

77
e1

96
ae

40
22
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\F
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:17 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

4.g Symptoms:

Date Location User Value Reason

Feb-23-2021
14:10:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEW OR INCREASE
D SORE THROAT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Feb-23-2021
14:10:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4.h

Date Location User Value Reason

Feb-23-2021
14:10:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptoms: DIARR

HEA

Symptom P
resent:

NO

Initial Entry

09
01
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e1
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:17 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

4.h Symptoms:

Date Location User Value Reason

Feb-23-2021
14:10:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Feb-23-2021
14:10:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4.i

Date Location User Value Reason

Feb-23-2021
14:10:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Symptoms: VOMIT

ING

Symptom P
resent:

NO

Initial Entry

09
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77
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:17 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

4.i Symptoms:

Date Location User Value Reason

Feb-23-2021
14:10:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Feb-23-2021
14:10:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

40
22

\F
in

al
\F
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al

 O
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: MICROBIOLOGY SPECIMEN - eCRF Audit
Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Feb-23-2021
14:11:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Feb-23-2021
14:11:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Feb-23-2021
14:11:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

4. Assay Code and Description:09
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77
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22

\F
in

al
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: MICROBIOLOGY SPECIMEN - eCRF Audit
Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Feb-23-2021
14:11:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

5. Device Type:

Date Location User Value Reason

Feb-23-2021
14:11:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

6. Trade Name:

Date Location User Value Reason

Feb-23-2021
14:11:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

7. Test Result:

Date Location User Value Reason

Feb-23-2021
14:11:09
(UTC-05:00)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: MICROBIOLOGY SPECIMEN - eCRF Audit
Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time (US
& Canada)

8. Comments/Findings/Details:

Date Location User Value Reason

Feb-23-2021
14:11:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

9. Trade Name Other, Specify:

Date Location User Value Reason

Feb-23-2021
14:11:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

09
01

77
e1
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ae

40
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-23-2021
14:08:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-23-2021
14:08:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-23-2021
14:08:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide
reason:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Feb-23-2021
14:08:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
participant did not hav
e kit and was not intere
sted in completing ano
ther nasal swab

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-23-2021
14:09:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-23-2021
14:09:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-23-2021
14:09:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide
reason:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Feb-23-2021
14:09:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
subject did not come in

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Version: 20-Feb-2021 02:19 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Feb-24-2021
18:06:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Type of Practi
tioner:

SPEC
IALIS
T

Occurrence of
Visits or Cont
acts:

NO

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

Feb-24-2021
18:06:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
SPECIALIST

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-24-2021
18:06:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Version: 20-Feb-2021 02:19 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.b

Date Location User Value Reason

Feb-24-2021
18:06:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Type of Pra
ctitioner:

EMERG
ENCY R
OOM

Occurrence
of Visits or
Contacts:

NO

Initial Entry

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Feb-24-2021
18:06:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
EMERGENCY ROO
M

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-24-2021
18:06:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

1.c
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Version: 20-Feb-2021 02:19 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Feb-24-2021
18:06:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Type of Pr
actitioner:

PRIMAR
Y CARE
PHYSICI
AN

Occurren
ce of Visit
s or Conta
cts:

NO

Initial Entry

1.c Physician or Healthcare Professional:

Date Location User Value Reason

Feb-24-2021
18:06:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
PRIMARY CARE PH
YSICIAN

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-24-2021
18:06:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Version: 20-Feb-2021 02:19 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Feb-24-2021
18:06:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Type of P
ractitione
r:

URGENT
CARE

Occurren
ce of Visit
s or Cont
acts:

YES
Number
of Visits o
r Contact
s:

1

Initial Entry

1.d Physician or Healthcare Professional:

Date Location User Value Reason

Feb-24-2021
18:06:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
URGENT CARE

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-24-2021
18:06:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Number of Visits or C
ontacts:

1

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Version: 20-Feb-2021 02:19 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.e

Date Location User Value Reason

Feb-24-2021
18:06:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Type of Pr
actitioner:

TELEPH
ONE CO
NSULTA
TION

Occurren
ce of Visit
s or Conta
cts:

NO

Initial Entry

1.e Physician or Healthcare Professional:

Date Location User Value Reason

Feb-24-2021
18:06:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
TELEPHONE CONS
ULTATION

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-24-2021
18:06:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Version: 20-Feb-2021 02:19 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.f

Date Location User Value Reason

Feb-24-2021
18:06:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Type of Practiti
oner:

OT
HE
R

Occurrence of
Visits or Conta
cts:

NO

Initial Entry

1.f Physician or Healthcare Professional:

Date Location User Value Reason

Feb-24-2021
18:06:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
OTHER

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-24-2021
18:06:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

3. Has the subject been hospitalized due to potential COVID-19 illness?
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Version: 20-Feb-2021 02:19 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Feb-24-2021
18:06:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

09
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40
22
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Feb-23-2021
14:09:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
POTENTIAL COVID-
19 ILLNESS

Initial Entry

2. Was a diagnosis obtained for Potential COVID-19 Illness?

Date Location User Value Reason

Mar-12-2021
08:31:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Vrunda
Parikh
(pfe.parikv06)

Query 1: Opened CLINQUERY:
Is diagnosis
made in relation
to symptoms?
Enter the
diagnosis of the
event if
available even
if not
COVID-19 or
Respiratory
related. Record
any diagnosis
(where
available) for
the illness and
in relation to
reported
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Feb/23/2021

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Queries

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

symptoms.

Feb-23-2021
14:09:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

3. Toxicity Grade:

Date Location User Value Reason

Feb-23-2021
14:09:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
2

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 -
Unscheduled Visit on Feb/01/2021

Form: DATE OF VISIT - ILLNESS CONVALESCENT -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-01-2021
15:22:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/1/2021

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Feb-01-2021
15:22:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
COVID_A1

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 -
Unscheduled Visit on Feb/01/2021

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-01-2021
15:22:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-01-2021
15:22:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-01-2021
15:50:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Feb-01-2021
15:22:46

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 -
Unscheduled Visit on Feb/01/2021

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Feb-01-2021
15:22:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Feb/1/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-01-2021
15:50:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
Sample I
D:

BRB91
N

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-01-2021
15:50:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
BRB91N

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 -
Unscheduled Visit on Feb/01/2021

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Feb-01-2021
15:50:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
Sample I
D:

BNWM
X0

Initial Entry

5.b Sample ID

Date Location User Value Reason

Feb-01-2021
15:50:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
BNWMX0

Initial Entry

5.c

Date Location User Value Reason

Feb-01-2021
15:51:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
Sample I
D:

BNWM
X2

Initial Entry
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c Sample ID

Date Location User Value Reason

Feb-01-2021
15:51:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
BNWMX2

Initial Entry

09
01

77
e1

96
ae

40
22
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Back to Form

Date Location User Value Reason

Mar-11-2021
10:46:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created
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Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Mar-11-2021
10:47:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created

09
01

77
e1

96
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40
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History
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category:

Date Location User Value Reason

Mar-11-2021
10:46:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Mar-11-2021
10:46:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Mar-11-2021
10:46:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
left lower lobe pneumo
nia

Initial Entry

4. Start Date Time:
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Mar-11-2021
10:46:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/23/2021 UNK:UN
K

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-11-2021
10:46:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Mar-11-2021
10:46:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
3

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important09
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medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Mar-12-2021
10:16:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Deleted Query can be
addressed
internally

Mar-11-2021
10:46:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE left
lower lobe
pneumonia:
Response to
"Is the adverse
event serious?"
is 'Yes' but
"Serious
Adverse Event
Number" is
blank.

Mar-11-2021
10:46:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Is this serious event
associated with con
genital anomaly or
birth defect?

NO

Did this serious eve
nt result in death?

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

NO

Did this serious eve
nt require or prolon
g hospitalization?

YES

Did this serious eve
nt result in persisten
t or significant disa
bility/incapacity?

NO

Is this serious event
life threatening?

NO

Other medically im
portant serious even
t

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Mar-11-2021
10:46:24

ACV0PFEINFP6000  Laura
Pace

Data Entry:
NO

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.lpace)

9. Is this event related to study treatment:

Date Location User Value Reason

Mar-11-2021
10:46:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT RELATED

If Not Related to stud
y treatment(s), this ev
ent is due to:

OTHER

If Other, specify:

Legionella bacter
ia

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Mar-11-2021
10:46:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Mar-11-2021
10:46:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Mar-11-2021
10:46:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Mar-11-2021
10:46:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RECOVERING/RESO
LVING

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Mar-11-2021
10:46:24
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

& Canada)
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Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category:

Date Location User Value Reason

Mar-11-2021
10:47:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Mar-11-2021
10:47:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Mar-11-2021
10:47:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
sepsis

Initial Entry

4. Start Date Time:09
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Date Location User Value Reason

Mar-11-2021
10:47:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/23/2021 UNK:UN
K

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-11-2021
10:47:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Mar-11-2021
10:47:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
3

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important09
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medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Mar-12-2021
10:18:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Deleted Query can be
addressed
internally

Mar-11-2021
10:47:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE sepsis:
Response to
"Is the adverse
event
serious?" is
'Yes' but
"Serious
Adverse Event
Number" is
blank.

Mar-11-2021
10:47:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Is this serious event
associated with con
genital anomaly or b
irth defect?

NO

Did this serious eve
nt result in death?

Initial Entry
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NO

Did this serious eve
nt require or prolong
hospitalization?

YES

Did this serious eve
nt result in persisten
t or significant disab
ility/incapacity?

NO

Is this serious event
life threatening?

NO

Other medically imp
ortant serious event

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Mar-11-2021
10:47:57
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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& Canada)

9. Is this event related to study treatment:

Date Location User Value Reason

Mar-11-2021
10:47:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT RELATED

If Not Related to stud
y treatment(s), this ev
ent is due to:

OTHER

If Other, specify:

Legionella bacter
ia

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Mar-11-2021
10:47:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Mar-11-2021 ACV0PFEINFP6000  Laura Data Entry: Initial Entry09
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10:47:57
(UTC-05:00)
Eastern Time (US
& Canada)

Pace
(pfe.lpace)

YES

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Mar-11-2021
10:47:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Mar-11-2021
10:47:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RECOVERING/RESO
LVING

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Mar-11-2021
10:47:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Nov-30-2020
14:43:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Nov/30/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Nov-30-2020
14:43:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Nov-30-2020
14:43:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-22-2021
22:05:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Dec/23/2020

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION -
eCRF Audit Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Feb-22-2021
22:05:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Participant is willing t
o return for Vaccinatio
n 3

Participant is:

eligible per local/na
tional recommendat
ions and confirmed
to have received onl
y placebo at Vaccin
ation 1/2

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Feb-22-2021
22:05:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/14/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Feb-22-2021
22:05:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ASSESS ELIGIBILIT
Y FOR ADDITIONA
L VACCINATION

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject Status

Date Location User Value Reason

Nov-30-2020
14:43:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Oct-12-2020
15:38:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDO
MIZED

Initial Entry

Oct-12-2020
15:36:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Nov-30-2020
14:43:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Nov/30/2020

Initial Entry

Oct-12-2020 ACV0PFEINFP6000  auto calc Data Entry: Initial Entry09
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

15:38:21
(UTC-05:00)
Eastern Time (US
& Canada)

(autocalc) Oct/12/2020

Oct-12-2020
15:36:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/12/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071306 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Casebook Signature

Date Location User Value Reason

Jan-22-2021
07:28:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Click Here to Enable

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5,
STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response -
Protocol version

08 SEP 2020

2. Select appropriate response - What
cohort does the subject belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Oct/13/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Demography

1. Subject ID [10071315]

2. Birth Date: /1946

3. Sex: MALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): WHITE

6. Racial Designation:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/13/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 10-Oct-2020 16:00 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion Criterion
Met

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Disposition - Screening

1. Date of Completion/Discontinuation
/Death

Oct/13/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Hypertension]

Start Date: UNK/UNK/1978

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Type 2 diabetes mellitus]

Start Date: UNK/UNK/1991

Ongoing: YES

1.c Line/MH Number: [3]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[High cholesterol]

Start Date: UNK/UNK/1986

Ongoing: YES

1.d Line/MH Number: [4]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Gastrooesophageal reflux disease]

Start Date: UNK/UNK/1978

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

1.e Line/MH Number: [5]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Deviated septum repair]

Start Date: UNK/UNK/1986

Ongoing: NO

End Date:
UNK/UNK/1986

1.f Line/MH Number: [6]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Ethmoid sinus surgery]

Start Date: UNK/UNK/1988

Ongoing: NO

End Date:
UNK/UNK/1988

1.g Line/MH Number: [7]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Ethmoid sinus surgery]

Start Date: UNK/UNK/1991

Ongoing: NO

End Date:
UNK/UNK/1991

1.h Line/MH Number: [8]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Sulfonamide allergy]

Start Date: UNK/UNK/1996

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

1.i Line/MH Number: [9]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Lumbar discectomy]

Start Date: UNK/UNK/1996

Ongoing: NO

End Date:
UNK/UNK/1996

1.j Line/MH Number: [10]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Herniated disc]

Start Date: UNK/UNK/1996

Ongoing: NO

End Date:
UNK/UNK/1996
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: HIV STATUS

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Form Comments
eCRF Audit Trail History

HIV Status

1. Select appropriate response - What
is the subject HIV status?

The subject is NOT known to be HIV POSITIVE Comments
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Vital Signs

1. Date: Oct/13/2020

2. Weight: [78.0]

3. Unit: kg

4. Height: [170.0]

5. Unit: cm

6. Body Mass Index: [27.0]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [36.9]

Unit: C

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Disposition

1. Randomization Date : Oct/13/2020

2. Randomization Number: [268813]

3. Randomization Group: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/13/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPYTZH]

5.b Sample ID [BMRTC4]

5.c Sample ID [BMRTC5]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Oct/13/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPYTZF]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Oct/13/2020 11:51

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS SUBJECT
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/14/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 10-Dec-2020 02:27 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Vital Signs

1. Date: Dec/14/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [36.8]

Unit: C

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Dec/14/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP90VL]
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Visit: V2_VAX2_L Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

YES

Date of First Delay:
Nov/3/2020

Reason(s) for Temporary Delay of Vaccination
RECENT SYSTEMIC CORTICOSTEROID TREATMENT

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Dec/14/2020 11:13

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES

09
01

77
e1

96
d8

90
36

\F
in

al
\F

in
al

 O
n:

 2
2-

A
pr

-2
02

1 
02

:1
4 

(G
M

T
)

FDA-CBER-2021-5683-0132142



Page 21 of 172

***Confidential***

 

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/14/2021

2. Erroneous Visit
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Jan/14/2021

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRB8MJ]

5.b Sample ID [BNWMMR]

5.c Sample ID [BNWMMS]
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Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 20-Feb-2021 02:17 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom Started: //

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or Contacts:

Health Care Utilization Other

2. Other Type of Practitioner Specify: [ ]

Health Care Utilization

3. Has the subject been hospitalized
due to potential COVID-19 illness?
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Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

3. Toxicity Grade:
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Visit: POT_COVID_CONVA - New Unscheduled
Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Visit: POT_COVID_CONVA - New Unscheduled
Visit

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]

09
01

77
e1

96
d8

90
36

\F
in

al
\F

in
al

 O
n:

 2
2-

A
pr

-2
02

1 
02

:1
4 

(G
M

T
)

FDA-CBER-2021-5683-0132152



Page 31 of 172

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

# Category
AE Identif

ier
Adverse Event Start Date

Is the Adverse Event Still O
ngoing

Form Instance

 1. ADVERSE EVE
NT 

1  hearing loss  Nov/1/2020 UNK:
UNK 

NO
End Date Time:

Jan/20/2021 UNK:UNK
 

Repeating
Pages

 2. ADVERSE EVE
NT 

2  Injection site sore
ness 

Jan/19/2021 16:00  NO
End Date Time:

Jan/20/2021 UNK:UNK
 

Repeating
Pages
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[hearing loss]

4. Start Date Time: Nov/1/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Jan/20/2021 UNK:UNK

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[injury due recreational firearm noise exposure]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED WITH SEQUELAE

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Injection site soreness]

4. Start Date Time: Jan/19/2021 16:00

5. Is the adverse event still ongoing? NO

End Date Time:
Jan/20/2021 UNK:UNK

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? NO
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

#
Categor

y
Medication Er

ror
Start Da

te
Is the medication error Still On

going
Study Medication Errors A

ction
Form Instance

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment given?

8. Did the Medication Error cause the
subject to be discontinued from the
study?

9. Was this medication error associated
with any adverse events?

10. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Visit: Logs Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Version: 22-Apr-2020 21:03

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

#
Sponsor-Defined Id

entifier
Category for Medi

cation
Concomitant Medications Pr

e-specified
Name of Medic

ation
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

#
Sponsor-Defined

Identifier
Category for M

edication
Concomitant Medicatio

ns Pre-specified
Name of Me

dication
Dose Desc

ription
Form Instan

ce

 1. DELETED 1  CORTICOSTE
ROIDS 

NO  Prednisone  60  Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Deleted, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Concomitant Medications

1. What is the medication identifier? [1]

2. Category: CORTICOSTEROIDS

3. Concomitant Medications
Pre-specified:

NO

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[Prednisone]

5. Dose: [60]

6. Dose Unit: mg

7. Dose Frequency: QD

8. Route: ORAL

9. Start Date: Nov/2/2020

10. Ongoing? NO

End Date:
Nov/12/2020

09
01

77
e1

96
d8

90
36

\F
in

al
\F

in
al

 O
n:

 2
2-

A
pr

-2
02

1 
02

:1
4 

(G
M

T
)

FDA-CBER-2021-5683-0132165



FDA-CBER-2021-5683-0132166

-I-
~ 
(9 ._ 

N 
0 
..-
N 
0 
N 
~ 
a. 

<!= 
N 
N 

c 
0 
co 
c 
u. -co 
c 
u. -CD 
("I') 
0 
Q) 
00 
"O 
CD 
Q) 
..-
Q) 

r-
r--..--
0 
Q) 
0 

Headel' Text: c4591001 

Visit: Logs 
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Site No: 1007 

Subject No: 10071315 

Genel'ated By: pfe.levissc 
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I' 

~I I 

Fol'm: RADIATION TREATMENT 

Site Name: (1007) Cincinnati Children's Hospital Medical Center 

Subject Initials: ---

Genel'ated Time (GMT): 19-Apr-2021 2 1:04 
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Header Text: c4591001

Visit: Logs - Unscheduled Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Headel' Text: c4591001 

Visit: Logs 
Fol'm Vel'sion: 22-Apr-2020 21:03 

Site No: 1007 

Subject No: 10071315 

Genel'ated By: pfe.levissc 

Fol'm: TRANSFUSIONS 

Site Name: (1007) Cincinnati Children's Hospital Medical Center 

Subject Initials: ---
Genel'ated Time (GMT): 19-Apr-2021 21:04 

r-;--p1~~~-n-·_a_n_sr_u_si_o_n_Typ~-e~~~-~l~~~~D-a_t_e_o_f_T_l'a_n_s_fu_s_io_n~~~~---~~~-F-o_l'm~I-n_st_a_n_c_e~~---
~I I Repeating Pages 

Page 46 of 172 

***Confidential*** 



Page 47 of 172

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Unplanned Assessments

1. Assessments
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Disposition - Treatment

1. Date of Completion/Discontinuation
/Death :

Jan/14/2021

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/25/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible per local/national recommendations and confirmed to have received only
placebo at Vaccination 1/2
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Disposition - Follow-Up

1. Date of Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Jan/14/2021

2. Primary Reason for Unblinding: ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Death Details

1. Date of Collection / Notification of
Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/19/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. Consent Was: OBTAINED

Date Written Consent Obtained
Jan/19/2021
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Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion Criterion
Met

Not Applicable
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. Date of Completion/Discontinuation
/Death :

Jan/19/2021

2. Phase of Disposition: REPEAT SCREENING 1

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? NO

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[samples were collected on 14JAN2021 as Visit 3]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRB8MJ]

5.b Sample ID [BNWMMR]

5.c Sample ID [BNWMMS]
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Jan/19/2021

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRB8N6]
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Jan/19/2021 10:11

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was Observed 30 MINUTES

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/9/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Feb/9/2021

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRB94V]
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Feb/9/2021 12:57

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was Observed 30 MINUTES

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES
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Header Text: c4591001

Visit: V103_MONTH1 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Date of Visit

1. Date of Visit Mar/9/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V103_MONTH1 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Contact Outcome

1. Contact Type: TELEPHONE VISIT

2. Was contact made? YES

Date of Contact:
Mar/9/2021

3. Comments: [ ]
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Header Text: c4591001

Visit: V104_MONTH6 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V104_MONTH6 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: V105_MONTH18 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V105_MONTH18 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Disposition - Treatment

1. Date of Completion/Discontinuation
/Death :

Mar/9/2021

2. Phase of Disposition: OPEN LABEL TREATMENT

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Jan/14/2021
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Casebook Signature Form

1. Casebook Signature
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign
CRF_Sign_1

Name Signature
Meaning

Date Type Action
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - Comments

Form Version: 10-Oct-2020 16:00 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

Item Date User Comment

Form Oct-13-2020 12:27:06 (UTC-05:00) Eastern
Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: HIV STATUS - Comments

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

Item Date User Comment

Form Oct-29-2020 09:10:03 (UTC-05:00) Eastern
Time (US & Canada)

Laura Pace
(pfe.lpace)

Form Oct-13-2020 14:13:37 (UTC-05:00) Eastern
Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: HIV STATUS - Comments

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

Item Date User Comment

1 Oct-29-2020 09:10:03 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

1 Oct-13-2020 14:13:37 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION - Comments

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

Item Date User Comment

Form Jan-19-2021 09:47:38 (UTC-05:00) Eastern
Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable

09
01

77
e1

96
d8

90
36

\F
in

al
\F

in
al

 O
n:

 2
2-

A
pr

-2
02

1 
02

:1
4 

(G
M

T
)

FDA-CBER-2021-5683-0132207



Page 86 of 172

***Confidential***

Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
Comments

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

Item Date User Comment

Form Jan-21-2021 08:03:53 (UTC-05:00) Eastern
Time (US & Canada)

Jesse LePage
(pfe.jlepage)

these serum specimens were also for Visit 3
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign
CRF_Sign_1

Name Signature
Meaning

Date Type Action
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Oct-13-2020 12:23:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
08 SEP 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Oct-13-2020 12:23:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Consent Was:

Date Location User Value Reason

Oct-13-2020 12:26:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
OBTAINED

Date Written Consent Obtained

Oct/13/2020

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Subject ID

Date Location User Value Reason

Oct-13-2020 12:23:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10071315

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Oct-13-2020 12:23:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1946

Enrollment Entry

3. Sex:

Date Location User Value Reason

Oct-13-2020 12:26:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
MALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Oct-13-2020 12:26:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT HISPANIC OR LATINO(A) O
R OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Oct-13-2020 12:26:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
WHITE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-13-2020 12:26:48
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/13/2020

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Oct-13-2020 12:27:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/13/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-13-2020 12:27:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Oct-13-2020 12:27:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1.a

Date Location User Value Reason

Oct-13-2020 14:14:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 1

Medical History Te
rm:

Hypertension

Start Date: UNK/UNK/1
978

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Oct-13-2020 14:14:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-13-2020 14:14:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Hypertension

Initial Entry

1.a Start Date:

Date Location User Value Reason

Oct-13-2020 14:14:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1978

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Oct-13-2020 14:14:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.b09
01

77
e1

96
d8

90
36

\F
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al
\F
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al
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n:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Date Location User Value Reason

Oct-13-2020 14:14:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

2

Medical History
Term:

Type 2 diabetes
mellitus

Start Date: UNK/UNK/1991

Ongoing: YES

Initial Entry

1.b Line/MH Number:

Date Location User Value Reason

Oct-13-2020 14:14:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-13-2020 14:14:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Type 2 diabetes mellitus

Initial Entry

1.b Start Date:

Date Location User Value Reason

Oct-13-2020 14:14:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1991

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Oct-13-2020 14:14:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.c

Date Location User Value Reason

Oct-13-2020 14:15:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 3

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Medical History Te
rm:

High cholester
ol

Start Date: UNK/UNK/1
986

Ongoing: YES

1.c Line/MH Number:

Date Location User Value Reason

Oct-13-2020 14:15:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-13-2020 14:15:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
High cholesterol

Initial Entry

1.c Start Date:

Date Location User Value Reason

Oct-13-2020 14:15:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1986

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Oct-13-2020 14:15:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.d

Date Location User Value Reason

Oct-13-2020 14:16:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

4

Medical Histo
ry Term:

Gastrooesophageal
reflux disease

Start Date: UNK/UNK/1978

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Ongoing: YES

1.d Line/MH Number:

Date Location User Value Reason

Oct-13-2020 14:16:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-13-2020 14:16:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Gastrooesophageal reflux disease

Initial Entry

1.d Start Date:

Date Location User Value Reason

Oct-13-2020 14:16:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1978

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Oct-13-2020 14:16:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.e

Date Location User Value Reason

Oct-13-2020 14:16:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

5

Medical History
Term:

Deviated septum
repair

Start Date: UNK/UNK/1986

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Ongoing: NO
End Date:

UNK/UNK/19
86

1.e Line/MH Number:

Date Location User Value Reason

Oct-13-2020 14:16:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-13-2020 14:16:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Deviated septum repair

Initial Entry

1.e Start Date:

Date Location User Value Reason

Oct-13-2020 14:16:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1986

Initial Entry

1.e Ongoing:

Date Location User Value Reason

Oct-13-2020 14:16:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date:

UNK/UNK/1986

Initial Entry

1.f

Date Location User Value Reason

Oct-13-2020 14:17:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

6

Medical History
Term:

Ethmoid sinus su
rgery

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Start Date: UNK/UNK/1988

Ongoing: NO
End Date:

UNK/UNK/1
988

1.f Line/MH Number:

Date Location User Value Reason

Oct-13-2020 14:17:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-13-2020 14:17:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Ethmoid sinus surgery

Initial Entry

1.f Start Date:

Date Location User Value Reason

Oct-13-2020 14:17:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1988

Initial Entry

1.f Ongoing:

Date Location User Value Reason

Oct-13-2020 14:17:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date:

UNK/UNK/1988

Initial Entry

1.g

Date Location User Value Reason

Oct-13-2020 14:18:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

7

Initial Entry

09
01

77
e1

96
d8

90
36
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Medical History
Term:

Ethmoid sinus su
rgery

Start Date: UNK/UNK/1991

Ongoing: NO
End Date:

UNK/UNK/1
991

1.g Line/MH Number:

Date Location User Value Reason

Oct-13-2020 14:18:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-13-2020 14:18:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Ethmoid sinus surgery

Initial Entry

1.g Start Date:

Date Location User Value Reason

Oct-13-2020 14:18:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1991

Initial Entry

1.g Ongoing:

Date Location User Value Reason

Oct-13-2020 14:18:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date:

UNK/UNK/1991

Initial Entry

1.h

Date Location User Value Reason

Oct-13-2020 14:19:05
(UTC-05:00) Eastern Time

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number 8

Initial Entry09
01

77
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

(US & Canada) :

Medical History T
erm:

Sulfonamide all
ergy

Start Date: UNK/UNK/199
6

Ongoing: YES

1.h Line/MH Number:

Date Location User Value Reason

Oct-13-2020 14:19:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
8

Initial Entry

1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-13-2020 14:19:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Sulfonamide allergy

Initial Entry

1.h Start Date:

Date Location User Value Reason

Oct-13-2020 14:19:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1996

Initial Entry

1.h Ongoing:

Date Location User Value Reason

Oct-13-2020 14:19:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.i

Date Location User Value Reason

Oct-13-2020 14:20:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

9

Medical History
Term:

Lumbar discect
omy

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Start Date: UNK/UNK/199
6

Ongoing: NO
End Date:

UNK/UNK/1
996

1.i Line/MH Number:

Date Location User Value Reason

Oct-13-2020 14:20:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
9

Initial Entry

1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-13-2020 14:20:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Lumbar discectomy

Initial Entry

1.i Start Date:

Date Location User Value Reason

Oct-13-2020 14:20:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1996

Initial Entry

1.i Ongoing:

Date Location User Value Reason

Oct-13-2020 14:20:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date:

UNK/UNK/1996

Initial Entry

1.j

Date Location User Value Reason

Oct-13-2020 14:21:06
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

10

Initial Entry
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e1
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Medical History
Term:

Herniated disc

Start Date: UNK/UNK/199
6

Ongoing: NO
End Date:

UNK/UNK/1
996

1.j Line/MH Number:

Date Location User Value Reason

Oct-13-2020 14:21:06
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10

Initial Entry

1.j Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-13-2020 14:21:06
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Herniated disc

Initial Entry

1.j Start Date:

Date Location User Value Reason

Oct-13-2020 14:21:06
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1996

Initial Entry

1.j Ongoing:

Date Location User Value Reason

Oct-13-2020 14:21:06
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date:

UNK/UNK/1996

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: HIV STATUS - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Select appropriate response - What is the subject HIV status?

Date Location User Value Reason

Oct-30-2020 01:57:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jayesh Yeole
(pfe.yeolej)

Query 1: Closed Data updated.

Oct-29-2020 09:10:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Initial Entry

Oct-29-2020 09:10:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
The subject is NOT known to be
HIV POSITIVE

Initial Entry

Oct-29-2020 09:10:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry: Initial Entry

Oct-29-2020 08:42:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Priyanka
Mandava
(pfe.mandap12)

Query 1: Opened DM: Please remove
comment and report
whether the "The
subject is known to
be HIV POSITIVE"
OR "The subject is
NOT known to be
HIV POSITIVE".
Thank you.

Oct-13-2020 14:13:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Date:

Date Location User Value Reason

Oct-13-2020 14:07:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/13/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Oct-13-2020 14:07:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
78.0

Initial Entry

3. Unit:

Date Location User Value Reason

Oct-13-2020 14:07:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
kg

Initial Entry

4. Height:

Date Location User Value Reason

Oct-13-2020 14:07:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
170.0

Initial Entry

5. Unit:

Date Location User Value Reason

Oct-13-2020 14:07:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Oct-13-2020 14:07:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
27.0

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

7.a

Date Location User Value Reason

Oct-13-2020 14:07:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Identifier:: 1

Temperature: 36.9

Temperature Unit: C

Temperature Locati
on::

ORAL CAVI
TY

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Oct-13-2020 14:07:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Oct-13-2020 14:07:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
36.9

Initial Entry

7.a Unit:

Date Location User Value Reason

Oct-13-2020 14:07:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
C

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Oct-13-2020 14:07:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Randomization Date :

Date Location User Value Reason

Oct-13-2020 14:09:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/13/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Oct-13-2020 14:09:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
268813

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-13-2020 13:01:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-13-2020 13:01:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-13-2020 13:01:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-13-2020 13:01:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Oct-13-2020 13:01:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
YES

Date of Collection:

Oct/13/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-13-2020 13:01:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BPYTZH

Initial Entry

5.a Sample ID
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Date Location User Value Reason

Oct-13-2020 13:01:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPYTZH

Initial Entry

5.b

Date Location User Value Reason

Oct-13-2020 13:01:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BMRTC4

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-13-2020 13:01:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BMRTC4

Initial Entry

5.c

Date Location User Value Reason

Oct-13-2020 13:01:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BMRTC5

Initial Entry

5.c Sample ID

Date Location User Value Reason

Oct-13-2020 13:01:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BMRTC5

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-13-2020 12:40:54
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-13-2020 12:40:54
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-13-2020 12:41:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-13-2020 12:40:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Oct-13-2020 12:40:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
YES

Date of Collection:

Oct/13/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-13-2020 12:41:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BPYTZF

Initial Entry

5.a Sample ID
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Date Location User Value Reason

Oct-13-2020 12:41:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPYTZF

Initial Entry

09
01

77
e1

96
d8
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36
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Oct-13-2020 14:12:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Oct-13-2020 14:12:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Oct-13-2020 14:12:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Oct-13-2020 14:12:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/13/2020 11:51

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Oct-13-2020 14:12:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Oct-13-2020 14:12:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry

09
01

77
e1

96
d8

90
36

\F
in

al
\F

in
al

 O
n:

 2
2-

A
pr

-2
02

1 
02

:1
4 

(G
M

T
)

FDA-CBER-2021-5683-0132233



Page 112 of 172

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

7. Route:

Date Location User Value Reason

Oct-13-2020 14:12:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Oct-13-2020 14:12:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED OBS
ERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Oct-13-2020 14:12:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

09
01

77
e1

96
d8

90
36

\F
in

al
\F

in
al

 O
n:

 2
2-

A
pr

-2
02

1 
02

:1
4 

(G
M

T
)

FDA-CBER-2021-5683-0132234



Page 113 of 172

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Oct-13-2020 14:12:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO - REACTOGENICITY E-DIAR
Y NOT COLLECTED FOR THIS S
UBJECT

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-14-2020 10:47:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Dec/14/2020

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:27 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Date:

Date Location User Value Reason

Dec-14-2020 10:47:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Dec/14/2020

Initial Entry

2.a

Date Location User Value Reason

Dec-14-2020 10:47:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Identifier:: 1

Temperature: 36.8

Temperature Unit: C

Temperature Locati
on::

ORAL CAVI
TY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Dec-14-2020 10:47:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Dec-14-2020 10:47:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
36.8

Initial Entry

2.a Unit:

Date Location User Value Reason

Dec-14-2020 10:47:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
C

Initial Entry

2.a Temperature Location:

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:27 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Dec-14-2020 10:47:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL CAVITY

Initial Entry

09
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e1
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Data Origin

Date Location User Value Reason

Dec-14-2020 10:51:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Dec-14-2020 10:51:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Dec-14-2020 11:30:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Dec-14-2020 10:51:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Dec-14-2020 10:51:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Dec/14/2020

Initial Entry

5.a

Date Location User Value Reason

Dec-14-2020 11:30:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe mmesseder)

Data Entry:
Sample ID: BP90VL

Initial Entry

5.a Sample ID
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Date Location User Value Reason

Dec-14-2020 11:30:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe mmesseder)

Data Entry:
BP90VL

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Dec-14-2020 12:07:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Date of First Delay:

Nov/3/2020

Reason(s) for Temporary Delay of
Vaccination

RECENT SYSTEMIC CORTIC
OSTEROID TREATMENT

Initial Entry

2. Treatment Name

Date Location User Value Reason

Dec-14-2020 12:07:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Dec-14-2020 12:07:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Dec-14-2020 12:07:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Dec/14/2020 11:13

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Dec-14-2020 12:07:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

6. Body Side:

Date Location User Value Reason

Dec-14-2020 12:07:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Dec-14-2020 12:07:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Dec-14-2020 12:07:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED OBS
ERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Dec-14-2020 12:07:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-10-2021
13:46:23
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Gbenga Akinkunmi
(pfe.akinkg)

Query 2:
Closed

Response satisfies
query

Feb-10-2021
07:13:28
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 2:
Answere
d

updated

Feb-10-2021
01:56:28
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Amol Shinde
(pfe.shinda18)

Query 2:
Reissued
:Opened

DM: Page is
unfreeze. Kindly
consider to update
correct data if
needed or else
clarify. Thank you.

Feb-09-2021
13:14:43
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 2:
Answere
d

please unfreeze
revax_contact for
update

Jan-29-2021
00:00:09
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Amol Shinde
(pfe.shinda18)

Query 2:
Reissued
:Opened

DM: Please verify
REVAX_CONTACT
date cannot be same
as V3. Kindly verify
data reported update
if required or else
clarify. Thank you.

Jan-27-2021
08:19:20
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 2:
Answere
d

dates are correct
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***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Jan-27-2021
07:54:52
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Pratiksha Mahadik
(pfe mahadp07)

Query 2:
Opened

DM: The Date of
Visit at Visit
‘V3POSTVX2L’ is
the same as the other
Date of Visit at Visit
‘REVAX CONT’.
Please review for
duplication and
update as
appropriate. Else
clarify.

Jan-27-2021
07:53:56
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Pratiksha Mahadik
(pfe mahadp07)

Query 1:
Closed

Query issued with
modified text.

Jan-27-2021
07:52:06
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query 1:
Opened

DMW6886198;The
Date of Visit at Visit
‘V3POSTVX2L’ is
the same as the other
Date of Visit at Visit
‘V101VAX3’. Please
review for
duplication and
update as
appropriate. Else
clarify.

Jan-14-2021
13:41:55
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Jesse LePage
(pfe.jlepage)

Data En
try:
Jan/14/2
021

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-14-2021 13:42:04
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-14-2021 13:42:04
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-14-2021 13:42:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Jan-14-2021 13:42:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Jan-14-2021 13:42:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
YES

Date of Collection:

Jan/14/2021

Initial Entry

5.a

Date Location User Value Reason

Jan-14-2021 13:42:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BRB8MJ

Initial Entry

5.a Sample ID
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Date Location User Value Reason

Jan-25-2021
21:35:00
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query 1:
Closed

Auto closed by
Validation Check:
VC_BEETRK001_01

Jan-25-2021
13:11:14
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Jesse LePage
(pfe.jlepage)

Query 1:
Answere
d

Changed data per
query

Jan-25-2021
00:53:14
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Amol Shinde
(pfe.shinda18)

Query 1:
Reissued
:Opened

DM: Please consider
to mark lab sample
page at Visit 101 as
No leaving comment
at field #4 as
sampling done on
V3. Thank you.

Jan-22-2021
09:55:39
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Jesse LePage
(pfe.jlepage)

Query 1:
Answere
d

serum obtained at
Visit 3 on
14JAN2021 is also
for Visit 101 which
occurred on
19JAN2021

Jan-21-2021
15:39:32
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query 1:
Opened

DMW6942618;This
Barcode is already
recorded more than
once (for the same
subject). Please
review and update as
appropriate.

Jan-14-2021
13:42:15
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Jesse LePage
(pfe.jlepage)

Data En
try:
BRB8M
J

Initial Entry

5.b

Date Location User Value Reason
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Jan-14-2021 13:42:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BNWMMR

Initial Entry

5.b Sample ID

Date Location User Value Reason

Jan-25-2021
21:35:00
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query 1:
Closed

Auto closed by
Validation Check:
VC_BEETRK001_01

Jan-22-2021
09:56:30
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Jesse LePage
(pfe.jlepage)

Query 1:
Answere
d

serum obtained at
Visit 3 on
14JAN2021 is also
for Visit 101 which
occurred on
19JAN2021

Jan-21-2021
15:39:32
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query 1:
Opened

DMW6942616;This
Barcode is already
recorded more than
once (for the same
subject). Please
review and update as
appropriate.

Jan-14-2021
13:42:27
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Jesse LePage
(pfe.jlepage)

Data En
try:
BNWM
MR

Initial Entry

5.c

Date Location User Value Reason

Jan-14-2021 13:42:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BNWMMS

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

5.c Sample ID

Date Location User Value Reason

Jan-25-2021
21:35:00
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query 1:
Closed

Auto closed by
Validation Check:
VC_BEETRK001_01

Jan-22-2021
09:56:39
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Jesse LePage
(pfe.jlepage)

Query 1:
Answere
d

serum obtained at
Visit 3 on
14JAN2021 is also
for Visit 101 which
occurred on
19JAN2021

Jan-21-2021
15:39:32
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query 1:
Opened

DMW6942617;This
Barcode is already
recorded more than
once (for the same
subject). Please
review and update as
appropriate.

Jan-14-2021
13:42:39
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Jesse LePage
(pfe.jlepage)

Data En
try:
BNWM
MS

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

Date Location User Value Reason

Nov-02-2020 13:11:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Laura Pace
(pfe.lpace)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

Date Location User Value Reason

Feb-09-2021 13:16:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Laura Pace
(pfe.lpace)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Category:

Date Location User Value Reason

Nov-02-2020 13:11:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Nov-02-2020 13:11:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-09-2021 11:20:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Sian Jones
(pfe.jones111)

Query 1: Closed Response satisfies
query

Feb-08-2021 17:35:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered subject did not have
past history of
hearing loss

Feb-05-2021 11:07:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Sian Jones
(pfe.jones111)

Query 1: Opened clinical: pls confirm
subject has no past
history of hearing
loss or update
MedHx CRF
accordingly. Thanks

Nov-02-2020 13:11:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
hearing loss

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Nov-02-2020 13:11:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Nov/1/2020 UNK:UNK

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-15-2021 13:25:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Sian Jones
(pfe.jones111)

Query 1: Closed Response satisfies
query

Feb-15-2021 13:04:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered subject saw
audiologist and was
prescribed hearing
aids

Feb-12-2021 12:37:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Sian Jones
(pfe.jones111)

Query 1: Opened clinical: pls advise if
subject hearing has
returned to normal
and if so if this was
based on subject
assessment or
audiometry. Thanks

Feb-10-2021 09:45:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

End Date Time:

Jan/20/2021 UNK:UNK

New Information

Nov-02-2020 13:11:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Nov-02-2020 13:11:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
2

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Nov-02-2020 13:11:09 ACV0PFEINFP6000  Laura Data Entry: Initial Entry

09
01

77
e1

96
d8

90
36

\F
in

al
\F

in
al

 O
n:

 2
2-

A
pr

-2
02

1 
02

:1
4 

(G
M

T
)

FDA-CBER-2021-5683-0132252



Page 131 of 172

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

(UTC-05:00) Eastern Time
(US & Canada)

Pace
(pfe.lpace)

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Nov-02-2020 13:11:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Nov-04-2020
07:32:21
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Vikas Joshi
(pfe.joshiv22)

Query 1: Cl
osed

Response
satisfies query

Nov-03-2020
15:25:58
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: An
swered

updated

Nov-03-2020
15:25:58
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace (pfe.lpace) Data Entry:
NOT RELA
TED

If Not Rela
ted to stud
y treatment
(s), this ev
ent is due t
o:

OTHER

If Other,
specify:

injury
due re
creati
onal fi
rearm
noise

updated
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expos
ure

Nov-03-2020
05:06:30
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD
(pfe.PFESDQ_PROD)

Query 1: Op
ened

Please review
"If not related
to study
treatment
other" field, the
following text
was indicated
in the comment
field [injury].
Any
symptoms,
AEs or other
key data should
be collected on
the appropriate
page. Please
review and
update as
necessary.
"[lv04
SDQ=36063]"

Nov-02-2020
13:11:09
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace (pfe.lpace) Data Entry:
NOT RELA
TED

If Not Rela
ted to stud
y treatment
(s), this ev
ent is due t
o:

OTHER

If Other,
specify:

injury

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Nov-02-2020 13:11:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT APPLICABLE

Initial Entry
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11. Was a Concomitant Medication given?

Date Location User Value Reason

Nov-02-2020 13:11:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Nov-02-2020 13:11:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Feb-10-2021
09:45:56
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
2: Clo
sed

Close Auto Query

Feb-10-2021
09:45:56
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data
Entry
:
REC
OVE
RED/
RESO
LVED
WITH
SEQU
ELAE

Transcription Error

Feb-10-2021
09:45:36
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
2: Op
ened

For AE hearing loss:
Response to "What was
the outcome of this
adverse event?" is
'Recovering/Resolving'
but AE End Date/Time is
present.

Jan-25-2021
21:18:13
(UTC-05:00)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Clo
sed

Auto closed by
Validation Check:
VC_AE001_35
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Eastern Time
(US &
Canada)

Jan-25-2021
13:14:38
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
1: An
swere
d

Transcription Error

Jan-25-2021
13:14:38
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data
Entry
:
REC
OVE
RING
/RES
OLVI
NG

Transcription Error

Jan-24-2021
21:04:36
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Rei
ssued:
Opene
d

Reopen: Response to
"What was the outcome
of this adverse event?" is
'Recovered/Resolved' or
'Recovered/Resolved
with Sequelae' but End
Date/Time is missing.
Please review and update
as appropriate.

Jan-24-2021
18:46:58
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
1: An
swere
d

Changed Information

Jan-24-2021
18:46:58
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data
Entry
:
REC
OVE
RED/
RESO
LVED
WITH
SEQU
ELAE

Changed Information

09
01

77
e1

96
d8

90
36

\F
in

al
\F

in
al

 O
n:

 2
2-

A
pr

-2
02

1 
02

:1
4 

(G
M

T
)

FDA-CBER-2021-5683-0132256



Page 135 of 172

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Jan-20-2021
21:30:35
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW6912162;Response
to "What was the
outcome of this adverse
event?" is
'Recovered/Resolved' or
'Recovered/Resolved
with Sequelae' but End
Date/Time is missing.
Please review and update
as appropriate.

Jan-20-2021
18:25:45
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data
Entry
:
REC
OVE
RED/
RESO
LVED

New Information

Nov-02-2020
13:11:09
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data
Entry
:
NOT
REC
OVE
RED/
NOT
RESO
LVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Nov-02-2020 13:11:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Feb-09-2021 13:16:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Feb-09-2021 13:16:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-09-2021 13:16:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection site soreness

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Feb-09-2021 13:16:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jan/19/2021 16:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-09-2021 13:16:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date Time:

Jan/20/2021 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason
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Feb-09-2021 13:16:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Feb-09-2021 13:16:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Feb-09-2021 13:16:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Feb-10-2021 13:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Erik Sundgaard
(pfe.sundgaardea)

Query 1: Closed Response satisfies
query

Feb-10-2021 09:45:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Initial Entry

Feb-10-2021 09:45:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
RELATED

Initial Entry

Feb-10-2021 01:36:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rajashekhar
Reddy
(pfe reddyr51)

Query 1: Opened DM: The response
for "Is this event
related to study
treatment" is
missing. Kindly
review and update.09
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10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Feb-09-2021 13:16:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Feb-09-2021 13:16:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Feb-09-2021 13:16:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Feb-09-2021 13:16:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Feb-09-2021 13:16:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Jan-18-2021 21:36:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Laura Pace
(pfe.lpace)

Form Deleted Changed
Information

Nov-03-2020 18:04:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Laura Pace
(pfe.lpace)

Form Created
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*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Nov-03-2020 18:04:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

2. Category:

Date Location User Value Reason

Nov-03-2020 18:04:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
CORTICOSTEROIDS

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Nov-03-2020 18:04:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NO

Initial Entry

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown, enter
the full trade or proprietary name. Include clarifying information in the Medication text (e.g., Ingredient(s), route, use,
formulation).

Date Location User Value Reason

Jan-19-2021 19:40:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Xiaoxia Liu
(pfe xiaoxl)

Query 3: Closed Response satisfies
query

Jan-18-2021 21:36:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 3: Answered deleted

Dec-03-2020 19:35:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Xiaoxia Liu
(pfe xiaoxl)

Query 2: Closed Response satisfies
query

Dec-01-2020 07:22:56
(UTC-05:00) Eastern

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 2: Answered it was taken for AE
#1 hearing loss
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*** THIS REPEATING FORM HAS BEEN DELETED ***

Time (US & Canada)

Nov-30-2020 23:47:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Swetha
Thangellapally
(pfe.thangs22)

Query 3: Opened ClinQuery:
Prednisone: Please
note this medication
does not meet the
dose/duration
criteria listed in
section 6.5.1 in order
to be listed in this
CRF. Please remove
as appropriate.
Thanks

Nov-30-2020 20:12:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Xiaoxia Liu
(pfe xiaoxl)

Query 3: Candidate ClinQuery:
Prednisone: Please
note this medication
does not meet the
dose/duration
criteria listed in
section 6.5.1 in order
to be listed in this
CRF. Please remove
as appropriate.
Thanks

Nov-30-2020 20:08:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Xiaoxia Liu
(pfe xiaoxl)

Query 2: Opened ClinQuery:
Prednisone: Please
can you update the
AE log to clarify the
reason why this
medication was
adminstered?
Thanks

Nov-11-2020 19:45:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Xiaoxia Liu
(pfe xiaoxl)

Query 1: Closed Response satisfies
query

Nov-10-2020 15:08:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered protocol deviation
was completed

Nov-07-2020 06:26:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ahmed
Hassan
(pfe hassaa38)

Query 1: Reissued:Opened please keep the
query with you until
this information is
obtained. If this is a
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*** THIS REPEATING FORM HAS BEEN DELETED ***

prohibited
medication
exceeding the
dose/duration
criteria (protocol
6.5.1) a PD will be
required. thanks

Nov-06-2020 10:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered contact subject to get
dose

Nov-04-2020 20:12:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Xiaoxia Liu
(pfe xiaoxl)

Query 1: Opened ClinQuery:
Prednisone: please
can you update to
include the dose and
frequency of this
medication? Thanks

Nov-03-2020 18:04:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Prednisone

Initial Entry

5. Dose:

Date Location User Value Reason

Nov-11-2020 00:28:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Astrud van der
Merwe
(pfe.vandea62)

Query 1: Closed Response satisfies
query

Nov-10-2020 12:51:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Initial Entry

Nov-10-2020 12:51:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
60

Initial Entry

Nov-06-2020 04:46:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Amol Shinde
(pfe.shinda18)

Query 1: Opened DM: Please update
incomplete item.
Thank you.

6. Dose Unit:

Date Location User Value Reason
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

*** THIS REPEATING FORM HAS BEEN DELETED ***

Nov-03-2020 18:04:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
mg

Initial Entry

7. Dose Frequency:

Date Location User Value Reason

Nov-05-2020 10:26:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
QD

Initial Entry

8. Route:

Date Location User Value Reason

Nov-03-2020 18:04:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL

Initial Entry

9. Start Date:

Date Location User Value Reason

Nov-03-2020 18:04:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Nov/2/2020

Initial Entry

10. Ongoing?

Date Location User Value Reason

Nov-23-2020 08:13:54
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date:

Nov/12/2020

New Information

Nov-03-2020 18:04:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Jan-14-2021 14:06:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jan/14/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Jan-14-2021 14:06:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Jan-14-2021 14:06:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-10-2021 07:13:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Dec/25/2020

Changed Information

Jan-19-2021 09:46:54
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jan/14/2021

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit Trail
History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Jan-19-2021 09:47:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Participant is willing to return for Va
ccination 3

Participant is:

eligible per local/national recom
mendations and confirmed to hav
e received only placebo at Vaccin
ation 1/2

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Jan-19-2021 09:46:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jan/14/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Jan-19-2021 09:46:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ASSESS ELIGIBILITY FOR ADDI
TIONAL VACCINATION

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-19-2021 09:47:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jan/19/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Consent Was:

Date Location User Value Reason

Jan-19-2021 09:47:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
OBTAINED

Date Written Consent Obtained

Jan/19/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION -
eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Jan-19-2021 11:15:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jan/19/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Jan-19-2021 11:15:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
REPEAT SCREENING 1

Initial Entry

3. Status:

Date Location User Value Reason

Jan-19-2021 11:15:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-19-2021 11:15:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-19-2021 11:15:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-26-2021
05:49:59
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Astrud van der
Merwe
(pfe.vandea62)

Query 2:
Closed

Response satisfies
query

Jan-25-2021
13:10:43
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 6:
Closed

Close Auto Query

Jan-25-2021
13:10:19
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 6:
Opened

Response to
"Sample Collected?"
is No, but Barcodes
are present on the
page.

Jan-25-2021
13:10:19
(UTC-05:00)
Eastern Time
(US &

ACV0PFEINFP6000  auto query
(autoquery)

Query 5:
Closed

Close Auto Query
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Canada)

Jan-25-2021
13:10:01
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 5:
Opened

Response to
"Sample Collected?"
is No, but Barcodes
are present on the
page.

Jan-25-2021
13:10:01
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 4:
Closed

Close Auto Query

Jan-25-2021
13:09:38
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3:
Closed

Close Auto Query

Jan-25-2021
13:08:50
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 4:
Opened

Response to
"Sample Collected?"
is No, but Barcodes
are present on the
page.

Jan-25-2021
13:08:50
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3:
Opened

'Sample Collected?'
is marked as No and
'If no sample was
collected or sample
was not collected
according to
protocol, please
provide reason' is
missing. Please
review and update
as appropriate.

Jan-25-2021
13:08:50
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2:
Answere
d

changed per query
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Jan-25-2021
13:08:50
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Jesse LePage
(pfe.jlepage)

Data Ent
ry:
NO

changed per query

Jan-25-2021
03:56:03
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Malerato Moloi
(pfe moloim)

Query 2:
Reissued:
Opened

DM: Since sample
was not collected
according to
protocol, please
provide reason on
filed 4.

Jan-22-2021
09:57:23
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Jesse LePage
(pfe.jlepage)

Query 2:
Answere
d

serum obtained at
Visit 3 on
14JAN2021 is also
for Visit 101 which
occurred on
19JAN2021

Jan-21-2021
16:09:45
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query 2:
Opened

DMW6942700;Date
of Collection is not
equal to Date of
Visit. Please clarify
or correct.

Jan-21-2021
08:01:26
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1:
Closed

Close Auto Query

Jan-21-2021
08:01:16
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Jesse LePage
(pfe.jlepage)

Data Ent
ry:
YES

Date of
Collecti
on:

Jan/14
/2021

Changed
Information

Jan-21-2021
06:07:42
(UTC-05:00)
Eastern Time

ACV0PFEINFP6000  Roshni Nair
(pfe nairr29)

Query 1:
Opened

'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

(US &
Canada)

review and correct
as appropriate.

Jan-19-2021
11:15:56
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1:
Candidat
e

'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Jan-19-2021
11:15:56
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Ent
ry:
YES

Date of
Collecti
on:

Jan/19
/2021

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Jan-25-2021 13:09:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
samples were collected on 14JAN2
021 as Visit 3

Initial Entry

5.a

Date Location User Value Reason

Jan-25-2021 13:10:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BRB8MJ

deleted per query
(DELETED)

Jan-21-2021 08:01:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BRB8MJ

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jan-26-2021
05:56:48
(UTC-05:00)
Eastern Time
(US &

ACV0PFEINFP6000  Malerato Moloi
(pfe moloim)

Query 1:
Closed

Response satisfies
query
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Canada)

Jan-25-2021
13:10:01
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Jesse LePage
(pfe.jlepage)

Data Ent
ry:
BRB8MJ

deleted per query
(DELETED)

Jan-25-2021
13:10:01
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1:
Answere
d

deleted per query

Jan-25-2021
00:49:01
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Amol Shinde
(pfe.shinda18)

Query 1:
Reissued:
Opened

DM: Please
consider to mark
this page as No
leaving comment at
field #4 as sampling
done on V3. Thank
you.

Jan-22-2021
09:56:54
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Jesse LePage
(pfe.jlepage)

Query 1:
Answere
d

serum obtained at
Visit 3 on
14JAN2021 is also
for Visit 101 which
occurred on
19JAN2021

Jan-21-2021
15:39:32
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query 1:
Opened

DMW6942621;This
Barcode is already
recorded more than
once (for the same
subject). Please
review and update
as appropriate.

Jan-21-2021
08:01:26
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Jesse LePage
(pfe.jlepage)

Data Ent
ry:
BRB8MJ

Initial Entry

5.b

Date Location User Value Reason
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Jan-25-2021 13:10:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BNWMMR

deleted per query
(DELETED)

Jan-21-2021 08:02:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BNWMMR

Initial Entry

5.b Sample ID

Date Location User Value Reason

Jan-26-2021
05:58:44
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Malerato Moloi
(pfe moloim)

Query 1:
Closed

Response satisfies
query

Jan-25-2021
13:10:19
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Jesse LePage
(pfe.jlepage)

Data Ent
ry:
BNWM
MR

deleted per query
(DELETED)

Jan-22-2021
09:57:04
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Jesse LePage
(pfe.jlepage)

Query 1:
Answere
d

serum obtained at
Visit 3 on
14JAN2021 is also
for Visit 101 which
occurred on
19JAN2021

Jan-21-2021
15:39:32
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query 1:
Opened

DMW6942619;This
Barcode is already
recorded more than
once (for the same
subject). Please
review and update
as appropriate.

Jan-21-2021
08:02:14
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Jesse LePage
(pfe.jlepage)

Data Ent
ry:
BNWM
MR

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

5.c

Date Location User Value Reason

Jan-25-2021 13:10:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BNWMMS

deleted per query
(DELETED)

Jan-21-2021 08:02:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BNWMMS

Initial Entry

09
01

77
e1

96
d8

90
36

\F
in

al
\F

in
al

 O
n:
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

5.c Sample ID

Date Location User Value Reason

Jan-26-2021
04:27:04
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1:
Closed

Response satisfies
query

Jan-25-2021
13:10:43
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Jesse LePage
(pfe.jlepage)

Data Ent
ry:
BNWM
MS

deleted per query
(DELETED)

Jan-25-2021
13:10:43
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1:
Answere
d

deleted per query

Jan-25-2021
04:11:47
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Malerato Moloi
(pfe moloim)

Query 1:
Reissued:
Opened

DM: Please
consider marking
Sample Collected?
as No and provide
reason on field 4
then remove the
barcode as the site
has confirmed that it
was done on visit 3.

Jan-22-2021
09:57:13
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Jesse LePage
(pfe.jlepage)

Query 1:
Answere
d

serum obtained at
Visit 3 on
14JAN2021 is also
for Visit 101 which
occurred on
19JAN2021

Jan-21-2021
15:39:32
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query 1:
Opened

DMW6942620;This
Barcode is already
recorded more than
once (for the same
subject). Please
review and update
as appropriate.
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Jan-21-2021
08:02:27
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Jesse LePage
(pfe.jlepage)

Data Ent
ry:
BNWM
MS

Initial Entry

09
01

77
e1

96
d8

90
36

\F
in

al
\F

in
al

 O
n:
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FDA-CBER-2021-5683-0132281
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-19-2021 11:16:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-19-2021 11:16:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-19-2021 11:28:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Jan-19-2021 11:16:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Jan-19-2021 11:16:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Jan/19/2021

Initial Entry

5.a

Date Location User Value Reason

Jan-19-2021 11:28:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BRB8N6

Initial Entry

5.a Sample ID
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***Confidential***

Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Date Location User Value Reason

Jan-19-2021 11:28:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BRB8N6

Initial Entry

09
01

77
e1

96
d8

90
36

\F
in

al
\F

in
al

 O
n:
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Jan-19-2021 11:16:45
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Jan-19-2021 11:16:45
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Jan-19-2021 11:16:45
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Jan-19-2021 11:16:45
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jan/19/2021 10:11

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Jan-19-2021 11:16:45
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Jan-19-2021 11:16:45
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

7. Route:

Date Location User Value Reason

Jan-19-2021 11:16:45
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Jan-19-2021 11:16:45
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Jan-19-2021 11:16:45
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Jan-19-2021 11:16:45
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Jan-19-2021 11:16:45
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-09-2021 13:08:12
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/9/2021

Initial Entry

09
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e1
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d8
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***Confidential***

 

Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-09-2021 13:08:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-09-2021 13:08:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-09-2021 15:00:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Feb-09-2021 13:08:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Feb-09-2021 13:08:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Feb/9/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-09-2021 15:00:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe mmesseder)

Data Entry:
Sample ID: BRB94V

Initial Entry

5.a Sample ID
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***Confidential***

Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Date Location User Value Reason

Feb-09-2021 15:00:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe mmesseder)

Data Entry:
BRB94V

Initial Entry

09
01

77
e1

96
d8

90
36
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***Confidential***

 

Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Feb-09-2021 13:29:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Feb-09-2021 13:29:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Feb-09-2021 13:29:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Feb-09-2021 13:29:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/9/2021 12:57

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Feb-09-2021 13:29:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Feb-09-2021 13:29:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

7. Route:

Date Location User Value Reason

Feb-09-2021 13:29:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Feb-09-2021 13:29:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Feb-09-2021 13:29:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Feb-09-2021 13:29:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Feb-09-2021 13:29:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V103_MONTH1 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-10-2021 09:27:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Mar/9/2021

Initial Entry
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Header Text: c4591001

Visit: V103_MONTH1 Form: CONTACT OUTCOME - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Contact Type:

Date Location User Value Reason

Mar-10-2021 09:27:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
TELEPHONE VISIT

Initial Entry

2. Was contact made?

Date Location User Value Reason

Mar-10-2021 09:28:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Mar-10-2021 09:28:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Contact:

Mar/9/2021

Transcription Error

Mar-10-2021 09:27:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Date of Contact
10/Mar/2021 is not
equal to the Date of
Visit 09/Mar/2021
within same visit.
Please review and
update as
appropriate.

Mar-10-2021 09:27:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Contact:

Mar/10/2021

Initial Entry
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Mar-10-2021 09:32:52
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Mar/9/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Mar-10-2021 09:32:52
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
OPEN LABEL TREATMENT

Initial Entry

3. Status:

Date Location User Value Reason

Mar-10-2021 09:32:52
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071315 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Subject Status

Date Location User Value Reason

Jan-14-2021 14:06:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Oct-13-2020 14:09:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Oct-13-2020 12:27:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Jan-14-2021 14:06:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Jan/14/2021

Initial Entry

Oct-13-2020 14:09:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/13/2020

Initial Entry

Oct-13-2020 12:27:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/13/2020

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5,
STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response -
Protocol version

08 SEP 2020

2. Select appropriate response - What
cohort does the subject belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Oct/15/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Demography

1. Subject ID [10071347]

2. Birth Date: /1952

3. Sex: MALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): WHITE

6. Racial Designation:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/15/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 10-Oct-2020 16:00 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Oct/15/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Coronary artery disease]

Start Date: UNK/UNK/2006

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Cardiac surgery]

Start Date: UNK/UNK/2006

Ongoing: NO

End Date:
UNK/UNK/2006

1.c Line/MH Number: [3]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Hypertension]

Start Date: UNK/UNK/1980

Ongoing: YES

1.d Line/MH Number: [4]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Asthma]

Start Date: UNK/UNK/1990

Ongoing: NO

End Date:
UNK/UNK/2000
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.e Line/MH Number: [5]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[COPD]

Start Date: UNK/UNK/2000

Ongoing: YES

1 f Line/MH Number: [6]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Fundoplication]

Start Date: UNK/UNK/1989

Ongoing: NO

End Date:
UNK/UNK/1989

1.g Line/MH Number: [7]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Reflux esophagitis]

Start Date: UNK/UNK/1989

Ongoing: YES

1.h Line/MH Number: [8]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Hepatitis B]

Start Date: UNK/UNK/1970

Ongoing: NO

End Date:
UNK/UNK/1973
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.i Line/MH Number: [9]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Hepatitis C]

Start Date: UNK/UNK/1999

Ongoing: NO

End Date:
UNK/UNK/2000

1.j Line/MH Number: [10]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Post-traumatic stress disorder]

Start Date: UNK/UNK/2016

Ongoing: NO

End Date:
UNK/UNK/2016

1.k Line/MH Number: [11]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[drug allergy Penicillin]

Start Date: UNK/UNK/1958

Ongoing: YES

1.l Line/MH Number: [12]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Allergy to food - shellfish]

Start Date: UNK/UNK/1952

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1 m Line/MH Number: [13]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[drug allergy sulfa]

Start Date: UNK/UNK/1958

Ongoing: YES

1.n Line/MH Number: [14]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Iodine allergy]

Start Date: UNK/UNK/2006

Ongoing: YES

1.o Line/MH Number: [15]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Enlarged prostate (benign)]

Start Date: Apr/25/2011

Ongoing: YES

1.p Line/MH Number: [16]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Tobacco use disorder, continuous use]

Start Date: UNK/UNK/1975

Ongoing: YES

1.q Line/MH Number: [17]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Depression]

Start Date: UNK/UNK/2016

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1 r Line/MH Number: [18]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Hypercholesterolemia]

Start Date: Nov/25/2011

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: HIV STATUS

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

HIV Status

1. Select appropriate response - What
is the subject HIV status?

The subject is NOT known to be HIV POSITIVE
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Oct/15/2020

2. Weight: [92.0]

3. Unit: kg

4. Height: [180.0]

5. Unit: cm

6. Body Mass Index: [28.4]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [37.0]

Unit: C

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition

1. Randomization Date : Oct/15/2020

2. Randomization Number: [269840]

3. Randomization Group: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/15/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPYV2N]

5.b Sample ID [BMRTHD]

5.c Sample ID [BMRTHF]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Oct/15/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPYV2K]
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Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Oct/15/2020 14:40

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS
SUBJECT
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/5/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Nov/5/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [36.9]

Unit: C

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? NO

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[subject not vaccinated due to SAE]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments
eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

Not Done Comments

2. Treatment Name Not Done

[ ]

Comments

3. Formulation: Not Done Comments

4. Dose Date Time: Not Done

//

Comments

5. Anatomical Location: Not Done Comments

6. Body Side: Not Done Comments

7. Route: Not Done Comments

8. Actual Dose: Not Done

[ ]

Comments

9. Unit: Not Done Comments

10. Timeframe Subject Was Observed Not Done Comments

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

Not Done Comments
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Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/3/2020

2. Erroneous Visit
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Dec/3/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP90JY]

5.b Sample ID [BMRWD1]

5.c Sample ID [BMRWD4]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 20-Feb-2021 02:17 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom Started: //

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]

Health Care Utilization

3. Has the subject been hospitalized
due to potential COVID-19
illness?
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Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

3. Toxicity Grade:
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Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Category
AE Identif

ier
Adverse Eve

nt
Start Date

Is the Adverse Event Still On
going

Form Instance

 1. ADVERSE EVE
NT 

1  atrial fibrillati
on 

Oct/25/2020 11
:30 

NO
End Date Time:

Oct/26/2020 UNK:UNK
 

Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[atrial fibrillation]

4. Start Date Time: Oct/25/2020 11:30

5. Is the adverse event still ongoing? NO

End Date Time:
Oct/26/2020 UNK:UNK

6. Toxicity Grade: 3

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

YES

Is this serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[history of coronary artery disease]

10. Latest Action Taken with Study
Treatment:

DRUG WITHDRAWN

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from
the study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[2020415465]
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Header Text: c4591001

Visit: Logs Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Catego

ry
Medication E

rror
Start D

ate
Is the medication error Still

Ongoing
Study Medication Errors

Action
Form Instance

 1.           Repeating
Pages

09
01

77
e1

96
ae

40
28

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0132332



Page 39 of 181

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment given?

8. Did the Medication Error cause
the subject to be discontinued
from the study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Version: 22-Apr-2020 21:03

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defined I

dentifier
Category for Me

dication
Concomitant Medications

Pre-specified
Name of Medi

cation
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name
is unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defined

Identifier
Category for Me

dication
Concomitant Medications

Pre-specified
Name of Med

ication
Dose Descr

iption
Form Instanc

e

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name
is unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Form: RADIATION TREATMENT 
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Header Text: c4591001

Visit: Logs - Unscheduled Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Header Text: c4591001 

Visit: Logs 

Form Version: 22-Apr-2020 21 :03 

Site No: 1007 

Subject No: 10071347 

Generated By: pfe.levissc 

Form: TRANSFUSIONS 

Site Name: (1007) Cincinnati Children's Hospital Medical Center 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:12 

Date of Transfusion Fo1·m Instance 
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Header Text: c4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Unplanned Assessments

1. Assessments
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Nov/5/2020

2. Phase of Disposition: VACCINATION

3. Status: ADVERSE EVENT

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/23/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible per local/national recommendations and confirmed to have received
only placebo at Vaccination 1/2
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Jan/25/2021

2. Primary Reason for Unblinding: ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Death Details

1. Date of Collection / Notification
of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/1/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. Consent Was: OBTAINED

Date Written Consent Obtained
Feb/1/2021
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Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. Date of
Completion/Discontinuation
/Death :

Feb/1/2021

2. Phase of Disposition: REPEAT SCREENING 1

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Feb/1/2021

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRB91B]

5.b Sample ID [BNWMWV]

5.c Sample ID [BNWMWW]
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Feb/1/2021

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRB918]
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Feb/1/2021 13:18

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was Observed 30 MINUTES

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/23/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Feb/23/2021

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR0ZXS]
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Feb/23/2021 10:04

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: RIGHT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was Observed 30 MINUTES

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Header Text: c4591001

Visit: V103_MONTH1 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V103_MONTH1 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: V104_MONTH6 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V104_MONTH6 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: V105_MONTH18 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT

Form Version: 20-Feb-2021 02:26 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Subject Status

1. Subject Status DISCONTINUED

2. Subject Status Date Nov/5/2020
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Robert Frenck  Approved Mar-09-2021 21:31:24 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - Comments

Form Version: 10-Oct-2020 16:00 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Oct-15-2020 14:28:15 (UTC-05:00) Eastern
Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Nov-09-2020 07:16:00 (UTC-05:00) Eastern
Time (US & Canada)

Laura Pace
(pfe.lpace)

subject not vaccinated due to SAE

Not Done
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Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

1 Nov-09-2020 07:16:00 (UTC-05:00) Eastern
Time (US & Canada)

Laura Pace
(pfe.lpace)

subject not vaccinated due to SAE

Not Done
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

2 Nov-09-2020 07:16:00 (UTC-05:00) Eastern
Time (US & Canada)
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subject not vaccinated due to SAE

Not Done
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

3 Nov-09-2020 07:16:00 (UTC-05:00) Eastern
Time (US & Canada)
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

4 Nov-09-2020 07:16:00 (UTC-05:00) Eastern
Time (US & Canada)
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Not Done
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Back to Form
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Back to Form

Item Date User Comment
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Time (US & Canada)

Laura Pace
(pfe.lpace)

subject not vaccinated due to SAE

Not Done

09
01

77
e1

96
ae

40
28

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0132383



Page 90 of 181

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - Comments

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
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Back to Form

Item Date User Comment
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Time (US & Canada)
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Item Date User Comment
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Time (US & Canada)
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Back to Form

Item Date User Comment
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Time (US & Canada)

Laura Pace
(pfe.lpace)

subject not vaccinated due to SAE

Not Done
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Feb-01-2021 14:55:13 (UTC-05:00) Eastern
Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Robert Frenck  Approved Mar-09-2021 21:31:24 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Laura Pace  N/A Feb-23-2021 10:39:41 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert Frenck  Approved Feb-07-2021 23:03:48 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Laura Pace  N/A Feb-01-2021 11:42:52 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A09
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Robert Frenck  Approved Jan-23-2021 17:42:32 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Oct-15-2020 14:27:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
08 SEP 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Oct-15-2020 14:27:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Oct-15-2020 14:27:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
OBTAINED

Date Written Consent Obtained

Oct/15/2020

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject ID

Date Location User Value Reason

Oct-15-2020 14:27:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10071347

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Oct-15-2020 14:27:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1952

Enrollment Entry

3. Sex:

Date Location User Value Reason

Oct-15-2020 14:27:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
MALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Oct-15-2020 14:27:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT HISPANIC OR LATINO(A
) OR OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Oct-15-2020 14:27:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
WHITE

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-15-2020 14:28:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/15/2020

Initial Entry

09
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77
e1

96
ae

40
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Oct-15-2020 14:38:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/15/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-15-2020 14:38:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Oct-15-2020 14:38:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Oct-29-2020 14:59:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Line/MH Num
ber:

1

Medical Histor
y Term:

Coronary arter
y disease

Start Date: UNK/UNK/20
06

Ongoing: YES

Changed
Information

Oct-20-2020 12:37:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Line/MH Num
ber:

1

Medical Histo
ry Term:

Coronary artery
disease

Start Date: UNK/UNK/200
6

Ongoing: NO
End Date:

UNK/UNK/
2006

Changed
Information

Oct-15-2020 18:37:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

1

Medical Histor
y Term:

Chest pain

Start Date: UNK/UNK/20
06

Ongoing: NO
End Date:

UNK/UNK
/2006

Initial Entry

1.a Line/MH Number:09
01

77
e1
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ae

40
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Oct-15-2020 18:37:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-30-2020 12:06:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ahmed
Hassan
(pfe hassaa38)

Query 2: Closed Response satisfies
query

Oct-30-2020 11:43:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 2: Answered it was updated

Oct-30-2020 02:51:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Sathenapalli
Suguna
Srujan
(pfe.srujas)

Query 2: Reissued:Opened Thanks for the
response, form has
been unfreeze,
please update as
per below query

Oct-29-2020 13:52:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ahmed
Hassan
(pfe hassaa38)

Query 2: Reissued:Candidate DM: Please
unfreeze so site can
update this data
point

Oct-29-2020 12:28:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 2: Answered yes once it is
unfrozen

Oct-29-2020 12:04:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ahmed
Hassan
(pfe hassaa38)

Query 2: Opened ClinQUERY:
Please update stop
date per query on
AE log.

Oct-21-2020 20:44:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Hui Pan
(pfe.panh18)

Query 1: Closed Response satisfies
query

Oct-20-2020 12:37:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed
Information

Oct-20-2020 12:37:00
(UTC-05:00) Eastern

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Coronary artery disease

Changed
Information
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada)

Oct-18-2020 20:43:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Hui Pan
(pfe.panh18)

Query 1: Opened ClinQuery: Chest
pain: Please can
you confirm if a
diagnosis is
known? If so
please update the
verbatim term.
Thanks

Oct-15-2020 18:37:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Chest pain

Initial Entry

1.a Start Date:

Date Location User Value Reason

Oct-15-2020 18:37:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/2006

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Oct-29-2020 14:59:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Changed
Information

Oct-15-2020 18:37:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date:

UNK/UNK/2006

Initial Entry

1.b

Date Location User Value Reason

Oct-15-2020 18:38:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

2

Medical History
Term:

Cardiac surger
y

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Start Date: UNK/UNK/20
06

Ongoing: NO
End Date:

UNK/UNK/
2006

1.b Line/MH Number:

Date Location User Value Reason

Oct-15-2020 18:38:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-15-2020 18:38:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Cardiac surgery

Initial Entry

1.b Start Date:

Date Location User Value Reason

Oct-15-2020 18:38:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/2006

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Oct-15-2020 18:38:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date:

UNK/UNK/2006

Initial Entry

1.c

Date Location User Value Reason09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-15-2020 18:38:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

3

Medical History
Term:

Hypertension

Start Date: UNK/UNK/1
980

Ongoing: YES

Initial Entry

1.c Line/MH Number:

Date Location User Value Reason

Oct-15-2020 18:38:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-15-2020 18:38:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Hypertension

Initial Entry

1.c Start Date:

Date Location User Value Reason

Oct-15-2020 18:38:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1980

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Oct-15-2020 18:38:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.d

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-15-2020 18:39:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

4

Medical History
Term:

Asthma

Start Date: UNK/UNK/19
90

Ongoing: NO
End Date:

UNK/UNK/
2000

Initial Entry

09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.d Line/MH Number:

Date Location User Value Reason

Oct-15-2020 18:39:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-15-2020 18:39:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Asthma

Initial Entry

1.d Start Date:

Date Location User Value Reason

Oct-15-2020 18:39:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1990

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Oct-15-2020 18:39:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date:

UNK/UNK/2000

Initial Entry

1.e

Date Location User Value Reason

Oct-15-2020 18:39:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

5

Medical History
Term:

COPD

Start Date: UNK/UNK/2
000

Ongoing: YES

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.e Line/MH Number:

Date Location User Value Reason

Oct-15-2020 18:39:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-15-2020 18:39:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
COPD

Initial Entry

1.e Start Date:

Date Location User Value Reason

Oct-15-2020 18:39:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/2000

Initial Entry

1.e Ongoing:

Date Location User Value Reason

Oct-15-2020 18:39:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.f

Date Location User Value Reason

Oct-15-2020 18:40:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

6

Medical History
Term:

Fundoplication

Start Date: UNK/UNK/19
89

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Ongoing: NO
End Date:

UNK/UNK/
1989

1.f Line/MH Number:

Date Location User Value Reason

Oct-15-2020 18:40:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-15-2020 18:40:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Fundoplication

Initial Entry

1.f Start Date:

Date Location User Value Reason

Oct-15-2020 18:40:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1989

Initial Entry

1.f Ongoing:

Date Location User Value Reason

Oct-15-2020 18:40:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date:

UNK/UNK/1989

Initial Entry

1.g

Date Location User Value Reason

Oct-15-2020 18:41:06
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe 7

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) r:

Medical History
Term:

Reflux esoph
agitis

Start Date: UNK/UNK/1
989

Ongoing: YES

1.g Line/MH Number:

Date Location User Value Reason

Oct-15-2020 18:41:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-15-2020 18:41:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Reflux esophagitis

Initial Entry

1.g Start Date:

Date Location User Value Reason

Oct-15-2020 18:41:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1989

Initial Entry

1.g Ongoing:

Date Location User Value Reason

Oct-15-2020 18:41:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.h

Date Location User Value Reason

Oct-15-2020 18:41:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb 8

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

er:

Medical History
Term:

Hepatitis B

Start Date: UNK/UNK/19
70

Ongoing: NO
End Date:

UNK/UNK/
1973
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.h Line/MH Number:

Date Location User Value Reason

Oct-15-2020 18:41:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
8

Initial Entry

1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-15-2020 18:41:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Hepatitis B

Initial Entry

1.h Start Date:

Date Location User Value Reason

Oct-15-2020 18:41:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1970

Initial Entry

1.h Ongoing:

Date Location User Value Reason

Oct-15-2020 18:41:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date:

UNK/UNK/1973

Initial Entry

1.i

Date Location User Value Reason

Oct-15-2020 18:42:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

9

Medical History
Term:

Hepatitis C

Start Date: UNK/UNK/19
99

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Ongoing: NO
End Date:

UNK/UNK/
2000

1.i Line/MH Number:

Date Location User Value Reason

Oct-15-2020 18:42:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
9

Initial Entry

1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-15-2020 18:42:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Hepatitis C

Initial Entry

1.i Start Date:

Date Location User Value Reason

Oct-15-2020 18:42:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1999

Initial Entry

1.i Ongoing:

Date Location User Value Reason

Oct-15-2020 18:42:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date:

UNK/UNK/2000

Initial Entry

1.j

Date Location User Value Reason

Oct-15-2020 18:43:31
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu 10

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) mber:

Medical Hist
ory Term:

Post-traumatic str
ess disorder

Start Date: UNK/UNK/2016

Ongoing: NO
End Date:

UNK/UNK/20
16

1.j Line/MH Number:

Date Location User Value Reason

Oct-15-2020 18:43:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10

Initial Entry

1.j Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-15-2020 18:43:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Post-traumatic stress disorder

Initial Entry

1.j Start Date:

Date Location User Value Reason

Oct-15-2020 18:43:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/2016

Initial Entry

1.j Ongoing:

Date Location User Value Reason

Oct-15-2020 18:43:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date:

UNK/UNK/2016

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Oct-15-2020 18:45:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

11

Medical Histor
y Term:

drug allergy Pe
nicillin

Start Date: UNK/UNK/19
58

Ongoing: YES

Initial Entry

1.k Line/MH Number:

Date Location User Value Reason

Oct-15-2020 18:45:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
11

Initial Entry

1.k Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-15-2020 18:45:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
drug allergy Penicillin

Initial Entry

1.k Start Date:

Date Location User Value Reason

Oct-15-2020 18:45:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1958

Initial Entry

1.k Ongoing:

Date Location User Value Reason

Oct-15-2020 18:45:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.l

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-15-2020 18:45:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

12

Medical Histo
ry Term:

Allergy to food
- shellfish

Start Date: UNK/UNK/195
2

Ongoing: YES

Initial Entry

1.l Line/MH Number:

Date Location User Value Reason

Oct-15-2020 18:45:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
12

Initial Entry

1.l Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-15-2020 18:45:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Allergy to food - shellfish

Initial Entry

1.l Start Date:

Date Location User Value Reason

Oct-15-2020 18:45:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1952

Initial Entry

1.l Ongoing:

Date Location User Value Reason

Oct-15-2020 18:45:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.m

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-15-2020 18:46:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

13

Medical History
Term:

drug allergy
sulfa

Start Date: UNK/UNK/1
958

Ongoing: YES

Initial Entry

1.m Line/MH Number:

Date Location User Value Reason

Oct-15-2020 18:46:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
13

Initial Entry

1.m Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-15-2020 18:46:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
drug allergy sulfa

Initial Entry

1.m Start Date:

Date Location User Value Reason

Oct-15-2020 18:46:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1958

Initial Entry

1.m Ongoing:

Date Location User Value Reason

Oct-15-2020 18:46:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.n

Date Location User Value Reason

09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-15-2020 18:47:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

14

Medical History
Term:

Iodine allerg
y

Start Date: UNK/UNK/2
006

Ongoing: YES

Initial Entry

1.n Line/MH Number:

Date Location User Value Reason

Oct-15-2020 18:47:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
14

Initial Entry

1.n Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-15-2020 18:47:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Iodine allergy

Initial Entry

1.n Start Date:

Date Location User Value Reason

Oct-15-2020 18:47:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/2006

Initial Entry

1.n Ongoing:

Date Location User Value Reason

Oct-15-2020 18:47:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.o

Date Location User Value Reason

09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-29-2020 15:02:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

15

Medical Histo
ry Term:

Enlarged prostat
e (benign)

Start Date: Apr/25/2011

Ongoing: YES

Initial Entry

1.o Line/MH Number:

Date Location User Value Reason

Oct-29-2020 15:02:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
15

Initial Entry

1.o Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-29-2020 15:02:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Enlarged prostate (benign)

Initial Entry

1.o Start Date:

Date Location User Value Reason

Oct-29-2020 15:02:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Apr/25/2011

Initial Entry

1.o Ongoing:

Date Location User Value Reason

Oct-29-2020 15:02:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.p

Date Location User Value Reason

Oct-29-2020 15:04:27
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) Line/MH N
umber:

16

Medical His
tory Term:

Tobacco use disord
er, continuous use

Start Date: UNK/UNK/1975

Ongoing: YES

1.p Line/MH Number:

Date Location User Value Reason

Oct-29-2020 15:04:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
16

Initial Entry

1.p Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-29-2020 15:04:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Tobacco use disorder, continuous
use

Initial Entry

1.p Start Date:

Date Location User Value Reason

Oct-29-2020 15:04:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
UNK/UNK/1975

Initial Entry

1.p Ongoing:

Date Location User Value Reason

Oct-29-2020 15:04:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.q

Date Location User Value Reason

Nov-02-2020 13:09:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Line/MH Numbe 17

New Information
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

r:

Medical History
Term:

Depression

Start Date: UNK/UNK/
2016

Ongoing: YES

Oct-29-2020 15:05:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 17

Medical History Ter
m:

Depressio
n

Start Date:

Ongoing: YES

Initial Entry

1.q Line/MH Number:

Date Location User Value Reason

Oct-29-2020 15:05:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
17

Initial Entry

1.q Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-29-2020 15:05:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Depression

Initial Entry

1.q Start Date:

Date Location User Value Reason

Nov-03-2020 03:09:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Closed Response satisfies
query

Nov-02-2020 13:09:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.q Start Date:

Date Location User Value Reason

Nov-02-2020 13:09:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
UNK/UNK/2016

New Information

Nov-01-2020 23:28:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Amol Shinde
(pfe.shinda18)

Query 1: Opened DM: Please
complete this item.
Thank you.

1.q Ongoing:

Date Location User Value Reason

Oct-29-2020 15:05:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.r

Date Location User Value Reason

Oct-29-2020 15:06:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

18

Medical Histor
y Term:

Hypercholester
olemia

Start Date: Nov/25/2011

Ongoing: YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.r Line/MH Number:

Date Location User Value Reason

Oct-29-2020 15:06:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
18

Initial Entry

1.r Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-29-2020 15:06:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Hypercholesterolemia

Initial Entry

1.r Start Date:

Date Location User Value Reason

Oct-29-2020 15:06:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Nov/25/2011

Initial Entry

1.r Ongoing:

Date Location User Value Reason

Oct-29-2020 15:06:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: HIV STATUS - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - What is the subject HIV status?

Date Location User Value Reason

Oct-15-2020 14:43:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
The subject is NOT known to be
HIV POSITIVE

Initial Entry

09
01

77
e1
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Oct-15-2020 14:46:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/15/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Oct-15-2020 14:48:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
92.0

Transcription Error

Oct-15-2020 14:46:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
53.3

Initial Entry

3. Unit:

Date Location User Value Reason

Oct-15-2020 14:46:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
kg

Initial Entry

4. Height:

Date Location User Value Reason

Oct-15-2020 14:48:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
180.0

Transcription Error

Oct-15-2020 14:46:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
162.5

Initial Entry

5. Unit:

Date Location User Value Reason
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-15-2020 14:46:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Oct-15-2020 14:48:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
28.4

Transcription Error

Oct-15-2020 14:48:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
34.8

Transcription Error

Oct-15-2020 14:46:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
20.2

Initial Entry

7.a

Date Location User Value Reason

Oct-15-2020 14:49:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Identifier
::

1

Temperature: 37.0

Temperature Uni
t:

C

Temperature Loc
ation::

ORAL CAV
ITY

Transcription Error

Oct-15-2020 14:46:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Identifier
::

1

Temperature: 36.3

Temperature Uni
t:

C

Temperature Loc
ation::

ORAL CAV
ITY

Initial Entry

7.a Record Identifier:

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-15-2020 14:46:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Oct-15-2020 14:49:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
37.0

Transcription Error

Oct-15-2020 14:46:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
36.3

Initial Entry

7.a Unit:

Date Location User Value Reason

Oct-15-2020 14:46:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
C

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Oct-15-2020 14:46:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Randomization Date :

Date Location User Value Reason

Oct-15-2020 14:50:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/15/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Oct-15-2020 14:50:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
269840

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-15-2020 14:49:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-15-2020 14:49:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-15-2020 15:24:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-15-2020 14:49:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-15-2020 14:49:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Oct/15/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-15-2020 15:24:50
(UTC-05:00) Eastern

ACV0PFEINFP6000  Jesse
LePage

Data Entry:
Sample ID: BPYV2N

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) (pfe.jlepage)

5.a Sample ID

Date Location User Value Reason

Oct-15-2020 15:24:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPYV2N

Initial Entry

5.b

Date Location User Value Reason

Oct-15-2020 15:25:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BMRTHD

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-15-2020 15:25:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BMRTHD

Initial Entry

5.c

Date Location User Value Reason

Oct-15-2020 15:25:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BMRTHF

Initial Entry

5.c Sample ID

Date Location User Value Reason

Oct-15-2020 15:25:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BMRTHF

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-15-2020 14:49:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-15-2020 14:49:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-15-2020 15:12:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-15-2020 14:49:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-15-2020 14:49:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Oct/15/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-15-2020 15:12:20
(UTC-05:00) Eastern

ACV0PFEINFP6000  Jesse
LePage

Data Entry:
Sample ID: BPYV2K

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) (pfe.jlepage)

5.a Sample ID

Date Location User Value Reason

Oct-15-2020 15:12:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPYV2K

Initial Entry

09
01

77
e1

96
ae

40
28
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Oct-15-2020 15:33:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Oct-15-2020 15:33:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Oct-15-2020 15:33:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Oct-15-2020 15:33:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/15/2020 14:40

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Oct-15-2020 15:33:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-15-2020 15:33:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Oct-15-2020 15:33:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Oct-15-2020 15:33:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED O
BSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Oct-15-2020 15:33:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

09
01

77
e1

96
ae

40
28

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0132430



Page 137 of 181

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Oct-15-2020 15:33:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO - REACTOGENICITY E-DI
ARY NOT COLLECTED FOR T
HIS SUBJECT

Initial Entry

09
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-10-2020 01:02:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gajanan
Deshmukh
(pfe.deshmg08)

Query 1: Closed Response satisfies
query

Nov-09-2020 07:16:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered uodated

Nov-09-2020 06:05:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Amol Shinde
(pfe.shinda18)

Query 1: Opened DM: Kindly
consider to update
missing SWAB
PFE, VACIN TRT
forms or else
clarify. Thank
you.

Nov-05-2020 16:30:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Nov/5/2020

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Nov-05-2020 16:31:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Nov/5/2020

Initial Entry

2.a

Date Location User Value Reason

Nov-05-2020 16:31:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Identifier:
:

1

Temperature: 36.9

Temperature Unit
:

C

Temperature Loc
ation::

ORAL CAV
ITY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Nov-05-2020 16:31:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Nov-05-2020 16:31:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
36.9

Initial Entry

2.a Unit:

Date Location User Value Reason

Nov-05-2020 16:31:14
(UTC-05:00) Eastern

ACV0PFEINFP6000  Laura
Pace

Data Entry:
C

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) (pfe.lpace)

2.a Temperature Location:

Date Location User Value Reason

Nov-05-2020 16:31:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-09-2020 07:15:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-09-2020 07:15:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-09-2020 07:15:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Nov-09-2020 07:15:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
subject not vaccinated due to SA
E

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Nov-09-2020 07:16:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

2. Treatment Name

Date Location User Value Reason

Nov-09-2020 07:16:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

3. Formulation:

Date Location User Value Reason

Nov-09-2020 07:16:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Nov-09-2020 07:16:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Nov-09-2020 07:16:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

6. Body Side:

Date Location User Value Reason09
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Nov-09-2020 07:16:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

7. Route:

Date Location User Value Reason

Nov-09-2020 07:16:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Nov-09-2020 07:16:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

9. Unit:

Date Location User Value Reason

Nov-09-2020 07:16:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Nov-09-2020 07:16:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Nov-09-2020 07:16:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Not Done

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-03-2020 13:29:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Dec/3/2020

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Dec-03-2020 13:29:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Dec-03-2020 13:29:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Dec-03-2020 15:50:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Dec-03-2020 13:29:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Dec-03-2020 13:29:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Dec/3/2020

Initial Entry

5.a

Date Location User Value Reason

Dec-03-2020 15:50:56
(UTC-05:00) Eastern

ACV0PFEINFP6000  Morgan
Messeder

Data Entry:
Sample ID: BP90JY

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) (pfe mmesseder)

5.a Sample ID

Date Location User Value Reason

Dec-03-2020 15:50:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe mmesseder)

Data Entry:
BP90JY

Initial Entry

5.b

Date Location User Value Reason

Dec-03-2020 15:51:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe mmesseder)

Data Entry:
Sample ID: BMRWD1

Initial Entry

5.b Sample ID

Date Location User Value Reason

Dec-03-2020 15:51:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe mmesseder)

Data Entry:
BMRWD1

Initial Entry

5.c

Date Location User Value Reason

Dec-03-2020 15:51:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe mmesseder)

Data Entry:
Sample ID: BMRWD4

Initial Entry

5.c Sample ID

Date Location User Value Reason

Dec-03-2020 15:51:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe mmesseder)

Data Entry:
BMRWD4

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Oct-26-2020 16:33:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category:

Date Location User Value Reason

Oct-26-2020 16:33:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Oct-26-2020 16:33:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Oct-26-2020 16:33:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
atrial fibrillation

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Oct-26-2020 16:33:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/25/2020 11:30

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Oct-27-2020 16:51:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date Time:

Oct/26/2020 UNK:UNK

New Information

Oct-26-2020 16:33:42
(UTC-05:00) Eastern

ACV0PFEINFP6000  Laura
Pace

Data Entry:
YES

Initial Entry

09
01

77
e1

96
ae

40
28

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0132442



Page 149 of 181

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) (pfe.lpace)

6. Toxicity Grade:

Date Location User Value Reason

Oct-26-2020 16:33:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
3

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Oct-29-2020 09:27:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Closed SAE report
submitted with Neg
Covid test result
10/25/20

Oct-29-2020 09:08:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 2: Answered information
included in follow
up SAE form

Oct-28-2020 05:26:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-28-2020 00:07:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Reissued:Opened Clinical – Thank
you. If NO hospital
Covid test was
performed is
known, please
submit this
information on a
follow-up SAE
form, as pertinent
information for this
trial.

Oct-27-2020 16:48:50
(UTC-05:00) Eastern

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 2: Answered covid testing was
not done
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada)

Oct-27-2020 15:17:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Opened Clinical COVID
testing has not been
reported in the SAE
submitted to safety.
Please submit a
follow-up SAE
form
[#2020415465] to
provide whether
COVID testing was
performed (yes/no)
and if yes, the
results.

Oct-26-2020 16:33:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE atrial
fibrillation:
Response to "Is the
adverse event
serious?" is 'Yes'
but "Serious
Adverse Event
Number" is blank.

Oct-26-2020 16:33:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Is this serious event associat
ed with congenital anomaly
or birth defect?

NO

Did this serious event result
in death?

NO

Did this serious event requir
e or prolong hospitalization?

YES

Did this serious event result
in persistent or significant di
sability/incapacity?

Initial Entry

09
01

77
e1

96
ae

40
28

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0132444



Page 151 of 181

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

NO

Is this serious event life thre
atening?

NO

Other medically important s
erious event

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Oct-26-2020 16:33:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Oct-29-2020
15:35:18
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Ahmed Hassan
(pfe.hassaa38)

Query
2: Clos
ed

Response
satisfies query

Oct-29-2020
14:59:16
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Laura Pace (pfe.lpace) Query
2: Ans
wered

updated

Oct-29-2020
12:08:32
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Ahmed Hassan
(pfe.hassaa38)

Query
2: Reis
sued:O
pened

query issued on
the medhx to
unfreeze. please
update as
appropriate &
leave with you
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

until the page is
available to be
updated. thanks

Oct-29-2020
11:41:27
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Laura Pace (pfe.lpace) Query
2: Ans
wered

CAD is
ongoing, will
update med
history

Oct-29-2020
09:34:51
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Ahmed Hassan
(pfe.hassaa38)

Query
2: Ope
ned

ClinQuery:atrial
fibrillation:
Question 9
states this is
related to a
previous history
of CAD,
however, in the
medhx, CAD
has an end date
of 2006. If this
was ongoing at
baseline, please
update as
appropriate.
Thanks

Oct-28-2020
03:35:53
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Gajanan Deshmukh
(pfe.deshmg08)

Query
1: Clos
ed

Response
satisfies query

Oct-27-2020
17:13:42
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Laura Pace (pfe.lpace) Query
1: Ans
wered

can you please
clairfy

Oct-27-2020
06:22:22
(UTC-05:00)
Eastern Time

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD
(pfe.PFESDQ_PROD)

Query
1: Ope
ned

Please review
"If not related
to study
treatment other"09
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(US &
Canada)

field, the
following text
was indicated in
the comment
field [coronary
artery disease].
Any symptoms,
AEs or other
key data should
be collected on
the appropriate
page. Please
review and
update as
necessary.
"[lv04
SDQ=21183]"

Oct-26-2020
16:33:42
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Laura Pace (pfe.lpace) Data E
ntry:
NOT R
ELATE
D

If Not
Relate
d to st
udy tr
eatme
nt(s),
this e
vent i
s due
to:

OT
HE
R

If
Ot
her
, s
pe
cif
y:

Initial Entry
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10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Dec-02-2020
16:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Erik Sundgaard
(pfe.sundgaardea)

Query 3: Closed Response satisfies query

Dec-02-2020
14:56:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 3: Answer
ed

updated the SAE report
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Dec-02-2020
06:47:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Ricell Ann Piojo
(pfe.quitor)

Query 3: Opened SAE
RECON:AER#2020415465,action
taken was updated to DRUG
WITHDRAWN in AE CRF while
NOT APPLICABLE in Safety
database.Please confirm correct
action taken. If safety update is
required, please submit a follow
up form

Dec-01-2020
10:20:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Hayley Wyper
(pfe.wyperh)

Query 2: Closed Response satisfies query

Dec-01-2020
08:28:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answer
ed

Changed Information

Dec-01-2020
08:28:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
DRUG WITHDR
AWN

Changed Information

Nov-30-2020
02:41:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Swetha
Thangellapally
(pfe.thangs22)

Query 2: Opened CLINQUERY: Please review if
this AE, Atrial Fibrillation,
contributed to decision to end
treatment. If so, field to be
updated to DRUG
WITHDRAWN. If unrelated,
please leave as is.

Nov-27-2020
07:14:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Hayley Wyper
(pfe.wyperh)

Query 2: Candida
te

CLINQUERY: Please review if
this AE, Atrial Fibrillation,
contributed to decision to end
treatment. If so, field to be
updated to DRUG
WITHDRAWN. If unrelated,
please leave as is.

Oct-27-2020
22:29:01
(UTC-05:00)

ACV0PFEINFP6000  Ricell Ann Piojo
(pfe.quitor)

Query 1: Closed Response satisfies query
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Eastern Time (US
& Canada)

Oct-27-2020
16:51:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answer
ed

Initial Entry

Oct-27-2020
16:51:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NOT APPLICAB
LE

Initial Entry

Oct-27-2020
05:40:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Ricell Ann Piojo
(pfe.quitor)

Query 1: Opened SAE RECON:AER#2020415465
,action taken was missing in AE
CRF while reported as NOT
APPLICABLE.Please confirm. If
safety update is required, please
submit a follow up form

11. Was a Concomitant Medication given?

Date Location User Value Reason

Oct-26-2020 16:33:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Oct-26-2020 16:33:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Oct-28-2020
05:24:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Closed SDB outcome updated to
recovered/resolved
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Oct-27-2020
22:09:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Reissued:O
pened

SAE RECON 1:Outcome updated in
AE CRF as
RECOVERED/RESOLVED. Please
confirm if a follow up AEM form
was sent to update the outcome in
Safety database.

Oct-27-2020
16:51:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Closed Close Auto Query

Oct-27-2020
16:51:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened For AE atrial fibrillation: Response
to "What was the outcome of this
adverse event?" is 3 but End
Date/Time is missing.

Oct-27-2020
16:51:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed Information

Oct-27-2020
16:51:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
RECOVERED/RES
OLVED

Changed Information

Oct-27-2020
05:41:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Opened SAE
RECON:AER#2020415465,outcome
was reported as Unknown to Safety
DB however, recorded as
RECOVERING/RESOLVING on
AE CRF. Please confirm correct
outcome. If safety update is
required, please submit a follow-up
form.

Oct-26-2020
16:33:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
RECOVERING/RE
SOLVING

Initial Entry
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14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Oct-26-2020 16:33:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Oct-28-2020 05:26:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020415465

Initial Entry
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Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Nov-12-2020 06:55:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Nov/5/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Nov-12-2020 06:55:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Dec-01-2020 10:20:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Hayley Wyper
(pfe.wyperh)

Query 3: Closed Response satisfies
query

Dec-01-2020 08:29:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 4: Closed Close Auto Query

Dec-01-2020 08:29:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 4: Opened Response to
"Status" is
ADVERSE EVENT
but "Specify Status"
is Provided.

Dec-01-2020 08:29:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Answered Changed
Information

Dec-01-2020 08:29:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
ADVERSE EVENT

Changed
Information

Nov-30-2020 01:47:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Swetha
Thangellapally
(pfe.thangs22)

Query 3: Opened CLINQUERY: Per
information on page
audit, the new onset
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AFib contributed to
the decision to end
treatment. If
correct, please link
the AE (AFib) to
this page: Status =
ADVERSE EVENT
and the AE entry to
indicate DRUG
WITHDRAWN

Nov-27-2020 07:11:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Hayley Wyper
(pfe.wyperh)

Query 3: Candidate CLINQUERY: Per
information on page
audit, the new onset
AFib contributed to
the decision to end
treatment. If
correct, please link
the AE (AFib) to
this page: Status =
ADVERSE EVENT
and the AE entry to
indicate DRUG
WITHDRAWN

Nov-13-2020 09:33:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ahmed
Hassan
(pfe hassaa38)

Query 2: Closed Response satisfies
query

Nov-13-2020 07:39:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 2: Answered updated

Nov-13-2020 06:50:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ahmed
Hassan
(pfe hassaa38)

Query 2: Opened Clin: EOT states the
primary reason for
discontinuation is
A-Fib. Please
update Q3 as
appropriate. Thanks

Nov-12-2020 18:41:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Nov-12-2020 06:55:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Response to
"Status" is NO
LONGER MEETS
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ELIGIBILITY
CRITERIA but
"Specify Status" is
missing.

Nov-12-2020 06:55:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO LONGER MEETS ELIGI
BILITY CRITERIA

Initial Entry

4. Specify Status:

Date Location User Value Reason

Dec-01-2020 08:29:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry: Changed
Information

Nov-14-2020 10:40:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ahmed
Hassan
(pfe.hassaa38)

Query 1: Closed Response satisfies
query

Nov-14-2020 09:39:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed
Information

Nov-14-2020 09:39:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
subject did not meet inclusion
criteria #3

Changed
Information

Nov-14-2020 07:56:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ahmed
Hassan
(pfe.hassaa38)

Query 1: Opened Clin: If subject is a
screen fail, or has
met an inclusion
criterion, please
update to state
subject DID NOT
MEET IC3.
Further, please
confirm if subject
will remain in
safety FU. Thanks

Nov-13-2020 07:38:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
meets inclusion criteria #3

Changed
Information

Nov-12-2020 18:41:03
(UTC-05:00) Eastern

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Participant has new onset Atria

Initial Entry09
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Time (US & Canada) l fib with current heart halter
monitor, unstable medical con
dition
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
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Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-01-2021 11:43:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Dec/23/2020

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Feb-01-2021 11:43:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Participant is willing to return for
Vaccination 3

Participant is:

eligible per local/national reco
mmendations and confirmed t
o have received only placebo
at Vaccination 1/2

Initial Entry
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Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Feb-01-2021 11:42:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Jan/25/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Feb-01-2021 11:42:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ASSESS ELIGIBILITY FOR A
DDITIONAL VACCINATION

Initial Entry
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Visit: V101_VAX3 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-01-2021 14:54:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/1/2021

Initial Entry

09
01

77
e1

96
ae

40
28

\F
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al
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Feb-01-2021 14:55:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
OBTAINED

Date Written Consent Obtained

Feb/1/2021

Initial Entry

09
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Feb-01-2021 14:01:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe mmesseder)

Data Entry:
Feb/1/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Feb-01-2021 14:01:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
REPEAT SCREENING 1

Initial Entry

3. Status:

Date Location User Value Reason

Feb-01-2021 14:01:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe mmesseder)

Data Entry:
COMPLETED

Initial Entry

09
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-01-2021 14:05:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-01-2021 14:05:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-01-2021 14:05:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Feb-01-2021 14:05:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Feb-01-2021 14:05:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe mmesseder)

Data Entry:
YES

Date of Collection:

Feb/1/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-01-2021 14:05:55 ACV0PFEINFP6000  Morgan Data Entry: Initial Entry09
01

77
e1

96
ae

40
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al
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00) Eastern
Time (US & Canada)

Messeder
(pfe mmesseder)

Sample ID: BRB91B

5.a Sample ID

Date Location User Value Reason

Feb-01-2021 14:05:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe mmesseder)

Data Entry:
BRB91B

Initial Entry

5.b

Date Location User Value Reason

Feb-01-2021 14:06:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe mmesseder)

Data Entry:
Sample ID: BNWMWV

Initial Entry

5.b Sample ID

Date Location User Value Reason

Feb-01-2021 14:06:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe mmesseder)

Data Entry:
BNWMWV

Initial Entry

5.c

Date Location User Value Reason

Feb-01-2021 14:06:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe mmesseder)

Data Entry:
Sample ID: BNWMWW

Initial Entry

5.c Sample ID

Date Location User Value Reason

Feb-01-2021 14:06:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe mmesseder)

Data Entry:
BNWMWW

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-01-2021 14:02:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-01-2021 14:02:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-01-2021 14:02:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Feb-01-2021 14:02:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Feb-01-2021 14:02:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe mmesseder)

Data Entry:
YES

Date of Collection:

Feb/1/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-01-2021 14:02:18 ACV0PFEINFP6000  Morgan Data Entry: Initial Entry09
01

77
e1
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ae
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00) Eastern
Time (US & Canada)

Messeder
(pfe mmesseder)

Sample ID: BRB918

5.a Sample ID

Date Location User Value Reason

Feb-01-2021 14:02:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe mmesseder)

Data Entry:
BRB918

Initial Entry

09
01

77
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96
ae

40
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Feb-01-2021 14:56:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Feb-01-2021 14:56:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Feb-01-2021 14:56:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Feb-01-2021 14:56:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/1/2021 13:18

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Feb-01-2021 14:56:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason09
01
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Feb-01-2021 14:56:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Feb-01-2021 14:56:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Feb-01-2021 14:56:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Feb-01-2021 14:56:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Feb-01-2021 14:56:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Feb-01-2021 14:56:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-23-2021 10:39:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/23/2021

Initial Entry

09
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-23-2021 10:39:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-23-2021 10:39:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-23-2021 10:50:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Feb-23-2021 10:39:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Feb-23-2021 10:39:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Feb/23/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-23-2021 10:50:03
(UTC-05:00) Eastern

ACV0PFEINFP6000  Morgan
Messeder

Data Entry:
Sample ID: BR0ZXS

Initial Entry

09
01

77
e1

96
ae

40
28

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0132470



Page 177 of 181

***Confidential***

Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) (pfe mmesseder)

5.a Sample ID

Date Location User Value Reason

Feb-23-2021 10:50:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe mmesseder)

Data Entry:
BR0ZXS

Initial Entry

09
01
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40
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Feb-23-2021 10:41:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Feb-23-2021 10:41:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Feb-23-2021 10:41:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Feb-23-2021 10:41:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/23/2021 10:04

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Feb-23-2021 10:41:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason09
01

77
e1

96
ae

40
28
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al
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Feb-23-2021 10:41:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RIGHT

Initial Entry

7. Route:

Date Location User Value Reason

Feb-23-2021 10:41:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Feb-23-2021 10:41:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Feb-23-2021 10:41:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Feb-23-2021 10:41:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Feb-23-2021 10:41:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject Status

Date Location User Value Reason

Dec-01-2020 08:29:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DISCONTINUED

Changed
Information

Nov-12-2020 06:55:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DISCONTINUED

Initial Entry

Oct-15-2020 14:50:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Oct-15-2020 14:38:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Dec-01-2020 08:29:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Nov/5/2020

Changed
Information

Nov-12-2020 06:55:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Nov/5/2020

Initial Entry

Oct-15-2020 14:50:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/15/2020

Initial Entry

Oct-15-2020 14:38:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/15/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071347 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Casebook Signature

Date Location User Value Reason

Jan-22-2021 07:44:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Click Here to Enable

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per
protocol amendment 5, STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response
- Protocol version

06 OCT 2020

2. Select appropriate response
- What cohort does the
subject belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Oct/29/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Demography

1. Subject ID [10071441]

2. Birth Date: /1998

3. Sex: FEMALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that
apply):

WHITE

6. Racial Designation:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/29/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 10-Oct-2020 16:00 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Oct/29/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments

Medical History Details

1. Line/MH Number: Not Applicable

[ ]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

Not Applicable

[ ]

Start Date: Not Applicable

//

Ongoing: Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: HIV STATUS

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

HIV Status

1. Select appropriate response
- What is the subject HIV
status?

The subject is NOT known to be HIV POSITIVE
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Oct/29/2020

2. Weight: [71.7]

3. Unit: kg

4. Height: [166.0]

5. Unit: cm

6. Body Mass Index: [26.0]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [37.1]

Unit: C

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Oct/29/2020

4. Laboratory Name and
Address (Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition

1. Randomization Date : Oct/29/2020

2. Randomization Number: [114775]

3. Randomization Group: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/29/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPYV91]

5.b Sample ID [BMRTPN]

5.c Sample ID [BMRTPP]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Oct/29/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPYV8Y]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Oct/29/2020 15:52

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response
- Reactogenicity diary
collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR
THIS SUBJECT
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/19/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Nov/19/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [36.9]

Unit: C

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Nov/19/2020

4. Laboratory Name and
Address (Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Nov/19/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP90CW]
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Nov/19/2020 13:31

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/17/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Dec/17/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP90YF]

5.b Sample ID [BMNR22]

5.c Sample ID [BMNR23]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19

Form Version: 20-Feb-2021 02:17 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom
Started:

//

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Not Started
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Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]

Health Care Utilization

3. Has the subject been
hospitalized due to potential
COVID-19 illness?
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Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained
for Potential COVID-19
Illness?

3. Toxicity Grade:
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Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_REPEAT_SWAB
- New Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---
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Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Visit: POT_COVID_REPEAT_SWAB
- New Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT
SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]

09
01

77
e1

96
ae

40
1f

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0132507



Page 33 of 169

***Confidential***

 

Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Category
AE Iden

tifier
Adverse E

vent
Start Date

Is the Adverse Event
Still Ongoing

Form Instan
ce

 1. ADVERSE
EVENT 

1  Injection si
te pain 

Feb/19/202
1 08:00 

NO
End Date Time:

Feb/22/2021 08:00
 

Repeating
Pages
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[Injection site pain]

4. Start Date Time: Feb/19/2021 08:00

5. Is the adverse event still
ongoing?

NO

End Date Time:
Feb/22/2021 08:00

6. Toxicity Grade: 1
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

NO
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Visit: Logs Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Categ

ory
Medicatio
n Error

Start
Date

Is the medication erro
r Still Ongoing

Study Medication
Errors Action

Form Instan
ce
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Pages
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Form Version: 17-Jul-2020 21:54 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with
Study Treatment:

6. Was a Concomitant
Medication given?

7. Was a Non-Drug Treatment
given?

8. Did the Medication Error
cause the subject to be
discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Visit: Logs Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defin
ed Identifier

Category for
Medication

Concomitant Medica
tions Pre-specified

Name of M
edication

Start
Date

Form Instan
ce
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Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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Visit: Logs Form: CONCOMITANT MEDICATIONS -
PROHIBITED

Form Version: 22-Apr-2020 21:03

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defi
ned Identifier

Category for
Medication

Concomitant Medic
ations Pre-specified

Name of
Medicatio

n

Dose Des
cription

Form Instan
ce
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Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS -
PROHIBITED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?09
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Visit: Logs Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Categ
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Treatment Ide
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Con Non-Drug Treatments

Pre-specified
Treatm

ent
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Visit: Logs - Unscheduled Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment
Identifier?

[ ]

3. Concomitant Non-drug
Treatment Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started
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Center
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Back to Form

1. Transfusion Type:

2. Date of Transfusion: //

09
01

77
e1

96
ae

40
1f

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0132521



Page 47 of 169

***Confidential***

 

Header Text: c4591001

Visit: Unplanned - New Unscheduled
Visit

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit
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Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center
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Unplanned Assessments

1. Assessments
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Visit: Unplanned Vaccination -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and
Address (Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vaccination

1. Was there a temporary
delay of vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Dec/17/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/23/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response
- Is participant willing to
return for Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible per other protocol allowance(s) and confirmed to have
received only placebo at Vaccination 1/2
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Feb/11/2021

2. Primary Reason for
Unblinding:

ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Withdrawal Of Consent

1. Withdrawal of Consent
Date :

//
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Death Details

1. Date of Collection /
Notification of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/18/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. Consent Was: OBTAINED

Date Written Consent Obtained
Feb/18/2021
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Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA -
FURTHER VACCINATION

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. Date of
Completion/Discontinuation
/Death :

Feb/18/2021

2. Phase of Disposition: REPEAT SCREENING 1

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Feb/18/2021

4. Laboratory Name and
Address (Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Feb/18/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR0ZTX]

5.b Sample ID [BNWN29]

5.c Sample ID [BNWN2G]

09
01

77
e1

96
ae

40
1f

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0132542



Page 68 of 169

***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Feb/18/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR0ZV3]
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Feb/18/2021 15:30

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was
Observed

30 MINUTES

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Mar/11/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Mar/11/2021

4. Laboratory Name and
Address (Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Mar/11/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRB5X4]
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Mar/11/2021 15:51

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was
Observed

30 MINUTES

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Header Text: c4591001

Visit: V103_MONTH1 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V103_MONTH1 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: V104_MONTH6 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V104_MONTH6 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: V105_MONTH18 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V105_MONTH18 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit:
FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT

Form Version: 20-Feb-2021 02:26 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Dec/17/2020
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign
CRF_Sign_1

Name Signature
Meaning

Date Type Action
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA -
Comments

Form Version: 10-Oct-2020 16:00 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Oct-29-2020 15:57:25 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - Comments

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Oct-29-2020 16:04:36 (UTC-05:00)
Eastern Time (US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA -
FURTHER VACCINATION - Comments

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Feb-18-2021 14:55:21 (UTC-05:00)
Eastern Time (US & Canada)

Haley Muth
(pfe.hmuth)

Not Applicable

09
01

77
e1

96
ae

40
1f

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0132561



Page 87 of 169

***Confidential***

Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign
CRF_Sign_1

Name Signature
Meaning

Date Type Action

Laura Pace  N/A Mar-11-2021 15:34:04 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert
Frenck 

Approved Mar-10-2021 14:44:27 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Haley Muth  N/A Feb-18-2021 14:40:24 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated09
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
N/A

Robert
Frenck 

Approved Jan-23-2021 20:17:38 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail
History

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Oct-29-2020
15:21:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
06 OCT 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Oct-29-2020
15:21:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Oct-29-2020
15:21:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
OBTAINED

Date Written Consent
Obtained

Oct/29/2020

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject ID

Date Location User Value Reason

Oct-29-2020
15:21:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10071441

Item copied
from previous
form

2. Birth Date:

Date Location User Value Reason

Oct-29-2020
15:21:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1998

Enrollment
Entry

3. Sex:

Date Location User Value Reason

Oct-29-2020
15:22:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-29-2020
15:22:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT HISPANIC OR L
ATINO(A) OR OF SP
ANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Oct-29-2020
15:22:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
WHITE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-29-2020
15:57:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/29/2020

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Oct-29-2020
15:58:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/29/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-29-2020
15:58:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Oct-29-2020
15:58:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: HIV STATUS - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - What is the subject HIV status?

Date Location User Value Reason

Oct-29-2020
15:59:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
The subject is NOT kn
own to be HIV POSITI
VE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Oct-29-2020
16:03:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/29/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Oct-29-2020
16:03:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
71.7

Initial Entry

3. Unit:

Date Location User Value Reason

Oct-29-2020
16:03:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
kg

Initial Entry

4. Height:09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Oct-29-2020
16:03:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
166.0

Initial Entry

5. Unit:

Date Location User Value Reason

Oct-29-2020
16:03:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Oct-29-2020
16:03:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
26.0

Initial Entry

7.a

Date Location User Value Reason

Oct-29-2020
16:03:55
(UTC-05:00)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Ide 1

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time (US
& Canada)

ntifier::

Temperatur
e:

37.1

Temperatur
e Unit:

C

Temperatur
e Location::

ORAL
CAVIT
Y

7.a Record Identifier:

Date Location User Value Reason

Oct-29-2020
16:03:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Oct-29-2020
16:03:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
37.1

Initial Entry

7.a Unit:

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-29-2020
16:03:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
C

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Oct-29-2020
16:03:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL CAVITY

Initial Entry

09
01

77
e1

96
ae

40
1f
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al
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Oct-29-2020
15:59:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Oct-29-2020
15:59:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Oct-29-2020
15:59:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/29/2020

Initial Entry

4. Laboratory Name and Address (Derived)09
01

77
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Oct-29-2020
15:59:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Oct-29-2020
15:59:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Oct-29-2020
15:59:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

113

Test:: Choriogon
adotropin
Beta_PX11
3

Result:: NEGATIV
E

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Not Done
::

6.a Sponsor ID:

Date Location User Value Reason

Oct-29-2020
15:59:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Oct-29-2020
15:59:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Choriogonadotropin B
eta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Oct-29-2020
15:59:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Randomization Date :

Date Location User Value Reason

Oct-29-2020
16:00:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/29/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Oct-29-2020
16:00:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
114775

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-29-2020
16:00:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-29-2020
16:00:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-29-2020
16:14:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Oct-29-2020
16:00:59

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09
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ae
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Oct-29-2020
16:00:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Oct/29/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-29-2020
16:14:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BPYV9
1

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-29-2020
16:14:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPYV91

Initial Entry

5.b09
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ae
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\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0132580



Page 106 of 169

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Oct-29-2020
16:14:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample I
D:

BMRTP
N

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-29-2020
16:14:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BMRTPN

Initial Entry

5.c

Date Location User Value Reason

Oct-29-2020
16:14:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BMRTP
P

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c Sample ID

Date Location User Value Reason

Oct-29-2020
16:14:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BMRTPP

Initial Entry

09
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e1
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-29-2020
16:01:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-29-2020
16:01:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-29-2020
16:13:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Oct-29-2020
16:01:07

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09

01
77
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96
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40
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Oct-29-2020
16:01:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Oct/29/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-29-2020
16:13:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BPYV8
Y

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-29-2020
16:13:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BPYV8Y

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Oct-29-2020
16:25:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Oct-29-2020
16:25:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Oct-29-2020
16:25:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-29-2020
16:25:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Oct/29/2020 15:52

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Oct-29-2020
16:25:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Oct-29-2020
16:25:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Oct-29-2020
16:25:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

10. Timeframe Subject Was Observed

Date Location User Value Reason

Oct-29-2020
16:25:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Oct-29-2020
16:25:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

09
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e1

96
ae

40
1f

\F
in

al
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail
History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Oct-29-2020
16:25:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO - REACTOGENIC
ITY E-DIARY NOT C
OLLECTED FOR THI
S SUBJECT

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-19-2020
13:14:48
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Nov/19/2020

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Nov-19-2020
13:15:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Nov/19/2020

Initial Entry

2.a

Date Location User Value Reason

Nov-19-2020
13:15:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Record Ide
ntifier::

1

Temperatur
e:

36.9

Temperatur
e Unit:

C

Temperatur
e Location::

ORAL
CAVIT
Y

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Nov-19-2020
13:15:02
(UTC-05:00)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

09
01

77
e1

96
ae

40
1f

\F
in

al
\F
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al
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time (US
& Canada)

2.a Temperature:

Date Location User Value Reason

Nov-19-2020
13:15:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
36.9

Initial Entry

2.a Unit:

Date Location User Value Reason

Nov-19-2020
13:15:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
C

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Nov-19-2020
13:15:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
ORAL CAVITY

Initial Entry

09
01

77
e1

96
ae

40
1f
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\F
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al
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***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Nov-19-2020
15:55:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Nov-19-2020
15:55:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Nov-19-2020
15:55:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Nov/19/2020

Initial Entry

4. Laboratory Name and Address (Derived)09
01

77
e1

96
ae

40
1f

\F
in

al
\F

in
al
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n:
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Nov-19-2020
15:55:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Nov-19-2020
15:55:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Nov-19-2020
15:55:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

113

Test:: Choriogon
adotropin
Beta_PX11
3

Result:: NEGATIV
E

Initial Entry

09
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Not Done
::

6.a Sponsor ID:

Date Location User Value Reason

Nov-19-2020
15:55:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Nov-19-2020
15:55:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Choriogonadotropin B
eta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Nov-19-2020
15:55:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEGATIVE

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-19-2020
13:15:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-19-2020
13:15:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-19-2020
17:08:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Nov-19-2020
13:15:43

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09

01
77

e1
96

ae
40

1f
\F

in
al

\F
in

al
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n:
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Nov-19-2020
13:15:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Nov/19/2020

Initial Entry

5.a

Date Location User Value Reason

Nov-19-2020
17:08:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID
:

BP90C
W

Initial Entry

5.a Sample ID

Date Location User Value Reason

Nov-19-2020
17:08:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BP90CW

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Nov-19-2020
15:57:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Nov-19-2020
15:57:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Nov-19-2020
15:57:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Nov-19-2020
15:57:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Nov/19/2020 13:31

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Nov-19-2020
15:57:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Nov-19-2020
15:57:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Nov-19-2020
15:57:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

10. Timeframe Subject Was Observed

Date Location User Value Reason

Nov-19-2020
15:57:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Nov-19-2020
15:57:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

09
01
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e1
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ae

40
1f

\F
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al
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-17-2020
14:16:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Dec/17/2020

Initial Entry

09
01

77
e1
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ae

40
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n:
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FDA-CBER-2021-5683-0132600
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***Confidential***

 

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Dec-17-2020
14:16:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Dec-17-2020
14:16:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Dec-17-2020
16:31:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Dec-17-2020
14:16:42

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is09

01
77

e1
96

ae
40

1f
\F

in
al

\F
in

al
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n:
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***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Dec-17-2020
14:16:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Dec/17/2020

Initial Entry

5.a

Date Location User Value Reason

Dec-17-2020
16:31:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
Sample I
D:

BP90Y
F

Initial Entry

5.a Sample ID

Date Location User Value Reason

Dec-17-2020
16:31:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
BP90YF

Initial Entry

5.b09
01

77
e1

96
ae

40
1f

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0132602



Page 128 of 169

***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Dec-17-2020
16:31:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
Sample I
D:

BMNR
22

Initial Entry

5.b Sample ID

Date Location User Value Reason

Dec-17-2020
16:31:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
BMNR22

Initial Entry

5.c

Date Location User Value Reason

Dec-17-2020
16:31:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
Sample I
D:

BMNR
23

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c Sample ID

Date Location User Value Reason

Dec-17-2020
16:31:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
BMNR23

Initial Entry

09
01

77
e1

96
ae

40
1f

\F
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\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0132604



Page 130 of 169

***Confidential***

 

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Mar-11-2021
15:34:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Laura
Pace
(pfe.lpace)

Form Created
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category:

Date Location User Value Reason

Mar-11-2021
15:34:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Mar-11-2021
15:34:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Mar-11-2021
15:34:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Injection site pain

Initial Entry

4. Start Date Time:09
01
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Mar-11-2021
15:34:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/19/2021 08:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-11-2021
15:34:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

End Date Time:

Feb/22/2021 08:00

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Mar-11-2021
15:34:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important09
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center
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medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Mar-11-2021
15:34:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Mar-11-2021
15:34:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Mar-12-2021
10:51:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Katerina
Trpeski
(pfe.TRPESK)

Query 1: Closed Response
satisfies query

Mar-12-2021
07:37:15
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New
Information09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time (US
& Canada)

Mar-12-2021
07:37:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
RELATED

New
Information

Mar-12-2021
06:05:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Rajashekhar
Reddy
(pfe.reddyr51)

Query 1: Opened DM: The
response for
"Is this event
related to
study
treatment" is
missing.
Kindly review
and update.

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Mar-11-2021
15:34:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Mar-11-2021
15:34:04

ACV0PFEINFP6000  Laura
Pace

Data Entry:
NO

Initial Entry09
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Center
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.lpace)

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Mar-11-2021
15:34:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Mar-11-2021
15:34:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
RECOVERED/RESOL
VED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Mar-11-2021
15:34:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Dec-17-2020
14:17:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Dec/17/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Dec-17-2020
14:17:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Dec-17-2020
14:17:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-18-2021
14:41:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto
Query

Feb-18-2021
14:41:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Haley
Muth
(pfe.hmuth)

Data Entry:
Dec/23/2020

Changed
Information

Feb-18-2021
14:40:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Date of Visit,
23/Dec/2021 is
a future date
relative to
when it was
entered on
18/Feb/2021.
Please correct.

Feb-18-2021
14:40:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Haley
Muth
(pfe.hmuth)

Data Entry:
Dec/23/2021

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION -
eCRF Audit Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Feb-18-2021
14:41:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Haley
Muth
(pfe.hmuth)

Data Entry:
Participant is willing t
o return for Vaccinatio
n 3

Participant is:

eligible per other p
rotocol allowance(
s) and confirmed to
have received only
placebo at Vaccinat
ion 1/2

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Feb-18-2021
14:40:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Haley
Muth
(pfe.hmuth)

Data Entry:
Feb/11/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Feb-18-2021
14:40:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Haley
Muth
(pfe.hmuth)

Data Entry:
ASSESS ELIGIBILIT
Y FOR ADDITIONA
L VACCINATION

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-18-2021
14:41:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Haley
Muth
(pfe.hmuth)

Data Entry:
Feb/18/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER
VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Feb-18-2021
14:55:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Haley
Muth
(pfe.hmuth)

Data Entry:
OBTAINED

Date Written Consen
t Obtained

Feb/18/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Feb-18-2021
18:43:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/18/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Feb-18-2021
18:43:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
REPEAT SCREENING
1

Initial Entry

3. Status:

Date Location User Value Reason

Feb-18-2021
18:43:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Feb-18-2021
18:44:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Feb-18-2021
18:44:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Feb-18-2021
18:44:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/18/2021

Initial Entry

4. Laboratory Name and Address (Derived)09
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Feb-18-2021
18:44:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Feb-18-2021
18:44:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Feb-18-2021
18:44:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

113

Test:: Choriogon
adotropin
Beta_PX11
3

Result:: NEGATIV
E

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Not Done
::

6.a Sponsor ID:

Date Location User Value Reason

Feb-18-2021
18:44:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Feb-18-2021
18:44:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Choriogonadotropin B
eta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Feb-18-2021
18:44:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-18-2021
18:44:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-18-2021
18:44:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-19-2021
08:54:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto
Query

Feb-19-2021
06:27:20

ACV0PFEINFP6000  Roshni Nair
(pfe.nairr29)

Query 1: Opened 'Sample
Collected?' is09
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Feb-18-2021
18:44:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Feb-18-2021
18:44:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Feb/18/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-19-2021
08:54:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
Sample I
D:

BR0ZT
X

Initial Entry

5.a Sample ID
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Feb-19-2021
08:54:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
BR0ZTX

Initial Entry

5.b

Date Location User Value Reason

Feb-19-2021
08:54:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
Sample I
D:

BNWN
29

Initial Entry

5.b Sample ID

Date Location User Value Reason

Feb-19-2021
08:54:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
BNWN29

Initial Entry

5.c

Date Location User Value Reason

Feb-19-2021
08:54:35
(UTC-05:00)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
Sample I BNWN

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Eastern Time (US
& Canada)

D: 2G

5.c Sample ID

Date Location User Value Reason

Feb-19-2021
08:54:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
BNWN2G

Initial Entry

09
01

77
e1
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ae
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1f
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al
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n:
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***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-18-2021
18:44:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-18-2021
18:44:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-19-2021
08:47:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto
Query

Feb-19-2021
06:27:20

ACV0PFEINFP6000  Roshni Nair
(pfe.nairr29)

Query 1: Opened 'Sample
Collected?' is09
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77
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1f
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in
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time (US
& Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Feb-18-2021
18:44:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Feb-18-2021
18:44:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Feb/18/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-19-2021
08:47:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
Sample I
D:

BR0ZV
3

Initial Entry

5.a Sample ID
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***Confidential***

Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Feb-19-2021
08:47:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
BR0ZV3

Initial Entry

09
01
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e1

96
ae
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1f
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\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0132627



Page 153 of 169

***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Feb-18-2021
18:45:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Feb-18-2021
18:45:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Feb-18-2021
18:45:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Feb-18-2021
18:45:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Feb/18/2021 15:30

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Feb-18-2021
18:45:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Feb-18-2021
18:45:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Feb-18-2021
18:45:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

8. Actual Dose:

Date Location User Value Reason

Feb-18-2021
18:45:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Feb-18-2021
18:45:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Feb-18-2021
18:45:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Feb-18-2021
18:45:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

09
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-11-2021
16:20:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Yislain
Villalona
(pfe.yvillalona)

Data Entry:
Mar/11/2021

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Mar-11-2021
16:20:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Mar-11-2021
16:20:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Mar-11-2021
16:20:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Yislain
Villalona
(pfe.yvillalona)

Data Entry:
Mar/11/2021

Initial Entry

4. Laboratory Name and Address (Derived)09
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\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
1 

(G
M

T
)

FDA-CBER-2021-5683-0132633



Page 159 of 169

***Confidential***

Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Mar-11-2021
16:20:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Mar-11-2021
16:20:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Mar-11-2021
16:20:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

113

Test:: Choriogon
adotropin
Beta_PX11
3

Result:: NEGATIV
E

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Not Done
::

6.a Sponsor ID:

Date Location User Value Reason

Mar-11-2021
16:20:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Mar-11-2021
16:20:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Yislain
Villalona
(pfe.yvillalona)

Data Entry:
Choriogonadotropin
Beta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Mar-11-2021
16:20:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Yislain
Villalona
(pfe.yvillalona)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Mar-11-2021
15:44:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Mar-11-2021
15:44:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-11-2021
15:45:02
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Mar-11-2021
15:44:49

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

'Sample
Collected?' is09
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-05:00)
Eastern Time
(US & Canada)

Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Mar-11-2021
15:44:49
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
YES

Date of Collecti
on:

Mar/11/2021

Initial Entry

5.a

Date Location User Value Reason

Mar-11-2021
15:45:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
Sample I
D:

BRB5
X4

Initial Entry

5.a Sample ID

Date Location User Value Reason

Mar-11-2021
15:45:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe.mmesseder)

Data Entry:
BRB5X4

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Mar-11-2021
16:21:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Yislain
Villalona
(pfe.yvillalona)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Mar-11-2021
16:21:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Mar-11-2021
16:21:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Mar-11-2021
16:21:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Yislain
Villalona
(pfe.yvillalona)

Data Entry:
Mar/11/2021 15:51

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Mar-11-2021
16:21:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Mar-11-2021
16:21:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Yislain
Villalona
(pfe.yvillalona)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Mar-11-2021
16:21:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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ae
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

8. Actual Dose:

Date Location User Value Reason

Mar-11-2021
16:21:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Mar-11-2021
16:21:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Mar-11-2021
16:21:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Mar-11-2021
16:21:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Yislain
Villalona
(pfe.yvillalona)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject Status

Date Location User Value Reason

Dec-17-2020
14:17:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Oct-29-2020
16:00:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDO
MIZED

Initial Entry

Oct-29-2020
15:58:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Dec-17-2020
14:17:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Dec/17/2020

Initial Entry

Oct-29-2020 ACV0PFEINFP6000  auto calc Data Entry: Initial Entry09
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

16:00:38
(UTC-05:00)
Eastern Time (US
& Canada)

(autocalc) Oct/29/2020

Oct-29-2020
15:58:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/29/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical
Center

Subject No: 10071441 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Casebook Signature

Date Location User Value Reason

Jan-22-2021
16:30:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Laura
Pace
(pfe.lpace)

Data Entry:
Click Here to Enable

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5, STAGE 3
option is equivalent to PHASE 2/3.

1. Select appropriate response - Protocol
version

06 OCT 2020

2. Select appropriate response - What
cohort does the subject belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Nov/4/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Demography

1. Subject ID [10071443]

2. Birth Date: /2003

3. Sex: FEMALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): WHITE

6. Racial Designation:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/4/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 10-Oct-2020 16:00 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion Criterion
Met

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Disposition - Screening

1. Date of Completion/Discontinuation
/Death

Nov/4/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug Allergies:

[Depression]

Start Date: UNK/UNK/2017

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug Allergies:

[Anxiety]

Start Date: UNK/UNK/2017

Ongoing: YES

1.c Line/MH Number: [3]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug Allergies:

[Insomnia]

Start Date: UNK/UNK/2016

Ongoing: YES

1.d Line/MH Number: [4]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug Allergies:

[Acne]

Start Date: UNK/UNK/2015

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: HIV STATUS

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

HIV Status

1. Select appropriate response - What is
the subject HIV status?

The subject is NOT known to be HIV POSITIVE
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Vital Signs

1. Date: Nov/4/2020

2. Weight: [53.2]

3. Unit: kg

4. Height: [161.0]

5. Unit: cm

6. Body Mass Index: [20.5]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [36.6]

Unit: C

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS Comments

2. Lab Sub-Panel: PREGNANCY Comments

3. Collection Date: Nov/4/2020 Comments

4. Laboratory Name and Address
(Derived)

[STUDY SITE] Comments

5. Specimen Type: URINE Comments

Lab Result

6.a Sponsor ID: [113] Comments

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE Comments

Not Done: Comments
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Disposition

1. Randomization Date : Nov/4/2020

2. Randomization Number: [115649]

3. Randomization Group: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Nov/4/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPYVBB]

5.b Sample ID [BMRW56]

5.c Sample ID [BMRW57]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Nov/4/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPYVB9]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Nov/4/2020 14:14

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS SUBJECT
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/25/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Vital Signs

1. Date: Nov/25/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [37.0]

Unit: C

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Nov/25/2020

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Nov/25/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP90D7]

09
01

77
e1

96
d8

90
35

\F
in

al
\F

in
al

 O
n:

 2
2-

A
pr

-2
02

1 
02

:1
4 

(G
M

T
)

FDA-CBER-2021-5683-0132663



Page 20 of 157

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Nov/25/2020 09:11

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/21/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Dec/21/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP90ZN]

5.b Sample ID [BMNR2V]

5.c Sample ID [BMNR2W]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 20-Feb-2021 02:17 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom Started: //

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled Visit Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or Contacts:

Health Care Utilization Other

2. Other Type of Practitioner Specify: [ ]

Health Care Utilization

3. Has the subject been hospitalized due
to potential COVID-19 illness?
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Visit: POT_COVID_ILL - New Unscheduled Visit Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained for Potential
COVID-19 Illness?

3. Toxicity Grade:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New Unscheduled
Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New Unscheduled
Visit

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

# Category
AE Identifi

er
Adverse Event Start Date

Is the Adverse Event Still Ong
oing

Form Instance

 1. ADVERSE EVE
NT 

1  Grand Mal Seizu
re 

Nov/29/2020 UNK:U
NK 

NO
End Date Time:

Nov/29/2020 UNK:UNK
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Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Grand Mal Seizure]

4. Start Date Time: Nov/29/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Nov/29/2020 UNK:UNK

6. Toxicity Grade: 3

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study treatment: NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[Not related as have additional data now showing relatedness to other cause]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication given? NO

12. Was a Non-Drug Treatment given? NO09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

13. What was the outcome of this adverse
event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

#
Categor

y
Medication Err

or
Start Dat

e
Is the medication error Still Ong

oing
Study Medication Errors Act

ion
Form Instance

 1.           Repeating
Pages

09
01

77
e1

96
d8

90
35

\F
in

al
\F

in
al

 O
n:

 2
2-

A
pr

-2
02

1 
02

:1
4 

(G
M

T
)

FDA-CBER-2021-5683-0132680



Page 37 of 157

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of Medication
Error):

[ ]

3. Start Date: //

4. Is the medication error still ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication given?

7. Was a Non-Drug Treatment given?

8. Did the Medication Error cause the
subject to be discontinued from the
study?

9. Was this medication error associated
with any adverse events?

10. Serious Adverse Event Number: For
Pfizer Use Only

[ ]

09
01

77
e1

96
d8

90
35

\F
in

al
\F

in
al

 O
n:

 2
2-

A
pr

-2
02

1 
02

:1
4 

(G
M

T
)

FDA-CBER-2021-5683-0132681



Page 38 of 157

***Confidential***

 

Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

#
Sponsor-Defined Ide

ntifier
Category for Medic

ation
Concomitant Medications Pre-s

pecified
Name of Medica

tion
Start Da

te
Form Instance

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

#
Sponsor-Defined Id

entifier
Category for Medi

cation
Concomitant Medications Pre

-specified
Name of Medic

ation
Dose Descrip

tion
Form Instanc

e

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Header· Text: c4591001 

Visit: Logs 

Form Version: 22-Apr-2020 21:02 

Site No: 1007 

Subject No: 10071443 

Generated By: pfe.levissc 

f#"'"I Category I Treatment Identifier I 
~I I I 

Form: RADIATION 1REATMENT 

Site Name: (1007) Cincinnati Children's Hospital Medical Center 

Subject Initials: ---

Generated Time (GMT): 19-Apr-2021 21 :04 

Con Non-Dl'Ug Treatments Pre-specified I T1·eatment I Start Date I Form Instance 
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Header Text: c4591001

Visit: Logs - Unscheduled Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Header· Text: c4591001 

Visit: Logs 

Form Version: 22-Apr-2020 21:03 

Site No: 1007 

Subject No: 10071443 

Generated By: pfe.levissc 

Form: TRANSFUSIONS 

Site Name: (1007) Cincinnati Children's Hospital Medical Center 

Subject Initials: ---

Generated Time (GMT): 19-Apr-2021 21 :04 

Date ofTrnnsfusion Form Instance 
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Header Text: c4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //

09
01

77
e1

96
d8

90
35

\F
in

al
\F

in
al

 O
n:

 2
2-

A
pr

-2
02

1 
02

:1
4 

(G
M

T
)

FDA-CBER-2021-5683-0132689



Page 46 of 157

***Confidential***

 

Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Date of Visit

1. Date of Visit //

2. Erroneous Visit

09
01

77
e1

96
d8

90
35

\F
in

al
\F

in
al

 O
n:

 2
2-

A
pr

-2
02

1 
02

:1
4 

(G
M

T
)

FDA-CBER-2021-5683-0132690



Page 47 of 157

***Confidential***

 

Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Unplanned Assessments

1. Assessments
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:

09
01

77
e1

96
d8

90
35

\F
in

al
\F

in
al

 O
n:

 2
2-

A
pr

-2
02

1 
02

:1
4 

(G
M

T
)

FDA-CBER-2021-5683-0132693



Page 50 of 157

***Confidential***

 

Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and Address
(Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Disposition - Treatment

1. Date of Completion/Discontinuation
/Death :

Dec/21/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/25/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact - Unscheduled Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible per other protocol allowance(s) and confirmed to have received only placebo
at Vaccination 1/2

09
01

77
e1

96
d8

90
35

\F
in

al
\F

in
al

 O
n:

 2
2-

A
pr

-2
02

1 
02

:1
4 

(G
M

T
)

FDA-CBER-2021-5683-0132700



Page 57 of 157

***Confidential***

 

Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Disposition - Follow-Up

1. Date of Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Feb/10/2021

2. Primary Reason for Unblinding: ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Death Details

1. Date of Collection / Notification of
Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/24/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. Consent Was: OBTAINED

Date Written Consent Obtained
Feb/24/2021
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Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER VACCINATION

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion Criterion
Met

Not Applicable
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. Date of Completion/Discontinuation
/Death :

Feb/24/2021

2. Phase of Disposition: REPEAT SCREENING 1

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Feb/24/2021

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Feb/24/2021

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR100L]

5.b Sample ID [BSB79L]

5.c Sample ID [BSB79M]
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Feb/24/2021

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR100K]
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Feb/24/2021 11:07

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was Observed 30 MINUTES

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and Address
(Derived)

[ ]

5. Specimen Type:

Lab Result

6.a Sponsor ID: [ ]

Test:

Result:

Not Done:
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?
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Header Text: c4591001

Visit: V103_MONTH1 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V103_MONTH1 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: V104_MONTH6 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V104_MONTH6 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: V105_MONTH18 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V105_MONTH18 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT

Form Version: 20-Feb-2021 02:26 Form Status: Not Started

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Disposition - Treatment

1. Date of Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Dec/21/2020
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Robert Frenck  Approved Mar-10-2021 14:45:57 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic signature
is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - Comments

Form Version: 10-Oct-2020 16:00 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

Item Date User Comment

Form Nov-04-2020 14:04:37 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

Item Date User Comment

Form Nov-06-2020 10:59:01 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Form Nov-04-2020 14:31:21 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

Item Date User Comment

1 Nov-06-2020 10:59:01 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

1 Nov-04-2020 14:31:21 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

Item Date User Comment

2 Nov-06-2020 10:59:01 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

2 Nov-04-2020 14:31:21 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

Item Date User Comment

3 Nov-06-2020 10:59:01 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

3 Nov-04-2020 14:31:21 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

Item Date User Comment

4 Nov-06-2020 10:59:01 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

4 Nov-04-2020 14:31:21 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

Item Date User Comment

5 Nov-06-2020 10:59:01 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

5 Nov-04-2020 14:31:21 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

Item Date User Comment

6.a Nov-06-2020 10:59:01 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

6.a Nov-04-2020 14:31:21 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

Item Date User Comment

6.a Nov-06-2020 10:59:01 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

6.a Nov-04-2020 14:31:21 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable

09
01

77
e1

96
d8

90
35

\F
in

al
\F

in
al

 O
n:

 2
2-

A
pr

-2
02

1 
02

:1
4 

(G
M

T
)

FDA-CBER-2021-5683-0132735



Page 92 of 157

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

Item Date User Comment

6.a Nov-06-2020 10:59:01 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

6.a Nov-04-2020 14:31:21 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER VACCINATION -
Comments

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

Item Date User Comment

Form Feb-24-2021 10:55:02 (UTC-05:00) Eastern Time
(US & Canada)

Laura Pace
(pfe.lpace)

Not Applicable
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Robert Frenck  Approved Mar-10-2021 14:45:57 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic signature
is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Laura Pace  N/A Feb-24-2021 10:53:44 (UTC-05:00) Eastern Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Robert Frenck  Approved Jan-23-2021 20:18:36 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, RobertFrenck, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic signature
is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Nov-04-2020 13:49:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
06 OCT 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Nov-04-2020 13:49:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Consent Was:

Date Location User Value Reason

Nov-04-2020 13:49:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
OBTAINED

Date Written Consent Obtained

Nov/4/2020

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Subject ID

Date Location User Value Reason

Nov-04-2020 13:49:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10071443

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Nov-04-2020 13:49:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/2003

Enrollment Entry

3. Sex:

Date Location User Value Reason

Nov-04-2020 13:50:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Nov-04-2020 13:50:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NOT HISPANIC OR LATINO(A) OR
OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Nov-04-2020 13:50:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
WHITE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-04-2020 14:04:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Nov/4/2020

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Nov-04-2020 14:28:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Nov/4/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Nov-04-2020 14:28:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Nov-04-2020 14:28:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1.a

Date Location User Value Reason

Nov-04-2020 14:29:26
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 1

Medical History Ter
m:

Depression

Start Date: UNK/UNK/20
17

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Nov-04-2020 14:29:26
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Nov-04-2020 14:29:26
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Depression

Initial Entry

1.a Start Date:

Date Location User Value Reason

Nov-04-2020 14:29:26
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
UNK/UNK/2017

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Nov-04-2020 14:29:26
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.b

Date Location User Value Reason

Nov-04-2020 14:29:43 ACV0PFEINFP6000  auto calc Data Entry: Initial Entry09
01

77
e1

96
d8

90
35

\F
in

al
\F

in
al

 O
n:

 2
2-

A
pr

-2
02

1 
02

:1
4 

(G
M

T
)

FDA-CBER-2021-5683-0132744



Page 101 of 157
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

(UTC-05:00) Eastern Time
(US & Canada)

(autocalc) Line/MH Number: 2

Medical History Ter
m:

Anxiety

Start Date: UNK/UNK/20
17

Ongoing: YES

1.b Line/MH Number:

Date Location User Value Reason

Nov-04-2020 14:29:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Nov-04-2020 14:29:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Anxiety

Initial Entry

1.b Start Date:

Date Location User Value Reason

Nov-04-2020 14:29:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
UNK/UNK/2017

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Nov-04-2020 14:29:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.c

Date Location User Value Reason

Nov-04-2020 14:30:01
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 3

Medical History Ter
m:

Insomnia

Start Date: UNK/UNK/20
16

Ongoing: YES

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

1.c Line/MH Number:

Date Location User Value Reason

Nov-04-2020 14:30:01
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Nov-04-2020 14:30:01
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Insomnia

Initial Entry

1.c Start Date:

Date Location User Value Reason

Nov-04-2020 14:30:01
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
UNK/UNK/2016

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Nov-04-2020 14:30:01
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry

1.d

Date Location User Value Reason

Nov-04-2020 14:30:20
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 4

Medical History Ter
m:

Acne

Start Date: UNK/UNK/20
15

Ongoing: YES

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

1.d Line/MH Number:

Date Location User Value Reason

Nov-04-2020 14:30:20
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Nov-07-2020 19:20:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Xiaoxia
Liu
(pfe xiaoxl)

Query 1: Closed Response satisfies
query

Nov-06-2020 10:59:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered updated

Nov-05-2020 20:03:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Xiaoxia
Liu
(pfe xiaoxl)

Query 1: Opened ClinQuery: v1: Please
can you update the
medhx log to indicate
why a pregnancy test
was not done for this
subject? There is
nothing to currently
indicate she is not a
WOBCP. Thanks

Nov-04-2020 14:30:20
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Acne

Initial Entry

1.d Start Date:

Date Location User Value Reason

Nov-04-2020 14:30:20
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
UNK/UNK/2015

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Nov-04-2020 14:30:20
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: HIV STATUS - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Select appropriate response - What is the subject HIV status?

Date Location User Value Reason

Nov-04-2020 14:30:31
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
The subject is NOT known to be HIV P
OSITIVE

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Date:

Date Location User Value Reason

Nov-04-2020 14:31:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Nov/4/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Nov-04-2020 14:31:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
53.2

Initial Entry

3. Unit:

Date Location User Value Reason

Nov-04-2020 14:31:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
kg

Initial Entry

4. Height:

Date Location User Value Reason

Nov-04-2020 14:56:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Nov-04-2020 14:56:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
161.0

Changed Information

Nov-04-2020 14:31:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Height 61 is outside of
Normal Range 140 -
198 for cm or 55 - 80
for in.

Nov-04-2020 14:31:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
61.0

Initial Entry

5. Unit:

Date Location User Value Reason

Nov-04-2020 14:31:09
(UTC-05:00) Eastern Time

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
cm

Initial Entry09
01

77
e1

96
d8

90
35

\F
in

al
\F

in
al

 O
n:

 2
2-

A
pr

-2
02

1 
02

:1
4 

(G
M

T
)

FDA-CBER-2021-5683-0132749



Page 106 of 157

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

(US & Canada)

6. Body Mass Index:

Date Location User Value Reason

Nov-04-2020 14:56:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
20.5

Changed Information

Nov-04-2020 14:31:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
143.0

Initial Entry

7.a

Date Location User Value Reason

Nov-04-2020 14:31:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Record Identifier:: 1

Temperature: 36.6

Temperature Unit: C

Temperature Locatio
n::

ORAL CAVIT
Y

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Nov-04-2020 14:31:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Nov-04-2020 14:31:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
36.6

Initial Entry

7.a Unit:

Date Location User Value Reason

Nov-04-2020 14:31:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
C

Initial Entry

7.a Temperature Location:

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Nov-04-2020 14:31:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Lab Panel:

Date Location User Value Reason

Nov-06-2020 10:59:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

Nov-06-2020 10:59:01
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry: Initial Entry

Nov-04-2020 14:31:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Nov-06-2020 10:59:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

Nov-06-2020 10:59:01
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry: Initial Entry

Nov-04-2020 14:31:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Nov-06-2020 10:59:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Nov/4/2020

Initial Entry

Nov-06-2020 10:59:01
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry: Initial Entry

Nov-04-2020 14:31:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Nov-06-2020 10:59:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

Nov-06-2020 10:59:01
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry: Initial Entry

Nov-04-2020 14:31:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Nov-06-2020 10:59:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

Nov-06-2020 10:59:01
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry: Initial Entry

Nov-04-2020 14:31:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason

Nov-06-2020 10:59:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Identi
fier:

113

Test:: Not Applica
ble

Result:: NEGATIVE

Not Done::

Initial Entry

Nov-06-2020 10:59:01
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Sponsor-Defined Identi
fier:

Test:: Not Applica
ble

Result::

Not Done::

Initial Entry

Nov-04-2020 14:31:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Sponsor-Defined Identi
fier:

Not Applica
ble

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Test:: Not Applica
ble

Result:: Not Applica
ble

Not Done:: Not Applica
ble

6.a Sponsor ID:

Date Location User Value Reason

Nov-06-2020 10:59:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

Nov-06-2020 10:59:01
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry: Initial Entry

Nov-04-2020 14:31:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Nov-04-2020 14:31:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Nov-06-2020 10:59:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NEGATIVE

Initial Entry

Nov-06-2020 10:59:01
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry: Initial Entry

Nov-04-2020 14:31:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry

6.a Not Done:

Date Location User Value Reason

Nov-06-2020 10:59:01
(UTC-05:00) Eastern Time

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry: Initial Entry09
01
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e1
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al

 O
n:

 2
2-

A
pr

-2
02

1 
02

:1
4 

(G
M

T
)

FDA-CBER-2021-5683-0132754



Page 111 of 157

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

(US & Canada)

Nov-04-2020 14:31:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Randomization Date :

Date Location User Value Reason

Nov-04-2020 14:31:52
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Nov/4/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Nov-04-2020 14:31:52
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
115649

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-04-2020 14:34:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-04-2020 14:34:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-04-2020 14:38:20
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Nov-04-2020 14:34:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Nov-04-2020 14:34:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Nov/4/2020

Initial Entry

5.a

Date Location User Value Reason

Nov-04-2020 14:38:20
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BPYVBB

Initial Entry

5.a Sample ID

Date Location User Value Reason

Nov-04-2020 14:38:20
(UTC-05:00) Eastern Time

ACV0PFEINFP6000  Jesse
LePage

Data Entry:
BPYVBB

Initial Entry09
01

77
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

(US & Canada) (pfe.jlepage)

5.b

Date Location User Value Reason

Nov-04-2020 14:38:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BMRW56

Initial Entry

5.b Sample ID

Date Location User Value Reason

Nov-04-2020 14:38:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BMRW56

Initial Entry

5.c

Date Location User Value Reason

Nov-04-2020 14:38:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BMRW57

Initial Entry

5.c Sample ID

Date Location User Value Reason

Nov-04-2020 14:38:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BMRW57

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-04-2020 14:34:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-04-2020 14:34:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-04-2020 14:37:44
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Nov-04-2020 14:34:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Nov-04-2020 14:34:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Nov/4/2020

Initial Entry

5.a

Date Location User Value Reason

Nov-04-2020 14:37:44
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BPYVB9

Initial Entry

5.a Sample ID

Date Location User Value Reason

Nov-04-2020 14:37:44
(UTC-05:00) Eastern Time

ACV0PFEINFP6000  Jesse
LePage

Data Entry:
BPYVB9

Initial Entry09
01

77
e1
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

(US & Canada) (pfe.jlepage)
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Nov-04-2020 14:55:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Nov-04-2020 14:55:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Nov-04-2020 14:55:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Nov-04-2020 14:55:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Nov/4/2020 14:14

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Nov-04-2020 14:55:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Nov-04-2020 14:55:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry

7. Route:09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Date Location User Value Reason

Nov-04-2020 14:55:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Nov-04-2020 14:55:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED OBSE
RVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product administration?

Date Location User Value Reason

Nov-04-2020 14:55:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Nov-04-2020 14:55:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO - REACTOGENICITY E-DIARY
NOT COLLECTED FOR THIS SUBJ
ECT

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-25-2020 09:29:26
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Nov/25/2020

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Date:

Date Location User Value Reason

Nov-25-2020 09:29:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Nov/25/2020

Initial Entry

2.a

Date Location User Value Reason

Nov-25-2020 09:29:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Record Identifier:: 1

Temperature: 37.0

Temperature Unit: C

Temperature Locatio
n::

ORAL CAVIT
Y

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Nov-25-2020 09:29:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Nov-25-2020 09:29:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
37.0

Initial Entry

2.a Unit:

Date Location User Value Reason

Nov-25-2020 09:29:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
C

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Nov-25-2020 09:29:40
(UTC-05:00) Eastern Time

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

(US & Canada)
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Lab Panel:

Date Location User Value Reason

Nov-25-2020 09:29:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Nov-25-2020 09:29:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Nov-25-2020 09:29:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Nov/25/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Nov-25-2020 09:29:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Nov-25-2020 09:29:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Nov-25-2020 09:29:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

113

Test:: Choriogonadotropin
Beta_PX113

Result:: NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Not Done::

6.a Sponsor ID:

Date Location User Value Reason

Nov-25-2020 09:29:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Nov-25-2020 09:29:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Choriogonadotropin Beta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Nov-25-2020 09:29:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-25-2020 09:29:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-25-2020 09:29:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-25-2020 11:02:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Nov-25-2020 09:29:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Nov-25-2020 09:29:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Nov/25/2020

Initial Entry

5.a

Date Location User Value Reason

Nov-25-2020 11:02:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BP90D7

Initial Entry

5.a Sample ID

Date Location User Value Reason

Nov-25-2020 11:02:19
(UTC-05:00) Eastern Time

ACV0PFEINFP6000  Jesse
LePage

Data Entry:
BP90D7

Initial Entry09
01

77
e1
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d8

90
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

(US & Canada) (pfe.jlepage)
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Nov-25-2020 10:04:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Nov-25-2020 10:04:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Nov-25-2020 10:04:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Nov-25-2020 10:04:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Nov/25/2020 09:11

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Nov-25-2020 10:04:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Nov-25-2020 10:04:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Date Location User Value Reason

Nov-25-2020 10:04:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Nov-25-2020 10:04:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED OBSE
RVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product administration?

Date Location User Value Reason

Nov-25-2020 10:04:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-29-2020
02:11:40
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Avinash Gawas
(pfe.gawasa)

Query
1: Clo
sed

Closed per SITE response,
added to PD tracker for
Clinical Review

Dec-28-2020
08:57:51
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Laura Pace (pfe.lpace) Query
1: Ans
wered

protocol deviation was
submitted

Dec-23-2020
02:19:31
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD
(pfe.PFESDQ_PROD)

Query
1: Op
ened

PDQ: Date of visit at
V3_MONTH1_POSTVAX2_L
is out of window for 2 days
from V2_VAX2_L DOV or
V2 Vaccination date. Please
verify and update. Else,
confirm in query response
appropriately. "[naikp09
SDQ=84993]"

Dec-21-2020
14:20:20
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Laura Pace (pfe.lpace) Data
Entry
:
Dec/2
1/202
0

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Data Origin

Date Location User Value Reason

Dec-21-2020 14:20:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Dec-21-2020 14:20:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Dec-21-2020 15:54:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Dec-21-2020 14:20:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Dec-21-2020 14:20:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Dec/21/2020

Initial Entry

5.a

Date Location User Value Reason

Dec-21-2020 15:54:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BP90ZN

Initial Entry

5.a Sample ID

Date Location User Value Reason

Dec-21-2020 15:54:49
(UTC-05:00) Eastern Time

ACV0PFEINFP6000  Jesse
LePage

Data Entry:
BP90ZN

Initial Entry09
01

77
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96
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Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

(US & Canada) (pfe.jlepage)

5.b

Date Location User Value Reason

Dec-21-2020 15:55:01
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BMNR2V

Initial Entry

5.b Sample ID

Date Location User Value Reason

Dec-21-2020 15:55:01
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BMNR2V

Initial Entry

5.c

Date Location User Value Reason

Dec-21-2020 15:55:12
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
Sample ID: BMNR2W

Initial Entry

5.c Sample ID

Date Location User Value Reason

Dec-21-2020 15:55:12
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jesse
LePage
(pfe.jlepage)

Data Entry:
BMNR2W

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

Date Location User Value Reason

Dec-01-2020 19:22:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Laura Pace
(pfe.lpace)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Category:

Date Location User Value Reason

Dec-01-2020 19:22:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Dec-01-2020 19:22:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Dec-28-2020 11:48:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Sian Jones
(pfe.jones111)

Query 3: Closed Response satisfies
query

Dec-28-2020 08:11:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 3: Answered completed on CRF

Dec-15-2020 12:15:26
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Sian Jones
(pfe.jones111)

Query 3: Reissued:Opened clinical: Thank you.
pls consider adding
information regarding
MRI findings under
causality.

Dec-15-2020 10:52:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 3: Answered updated relatedness

Dec-13-2020 11:10:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Sian Jones
(pfe.jones111)

Query 3: Reissued:Opened clin: in view of
additional info from
PI re 'Multiple
well-defined rounded
foci of non-enhancing
increased signal
intensity .. within the
left medial cerebellar
hemisphere' seen on
MRI, please review
relatedness and update
if appropriate.09
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Dec-12-2020 09:44:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 3: Answered Because we don't have
alternate etiology we
are attributing to
vaccine. As participant
had no reactogenicity
prior to seizure I don’t
think it is due to the
vaccine. However, due
to lack of alternative
etiology, I think, I
have to say event is
associated

Dec-09-2020 11:51:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Sian Jones
(pfe.jones111)

Query 3: Opened clin: confirming: per
PI, parents (both
MDs) witnessed pt w/
3 min general tonic
clonic sz. Pt
completely well for 4
days post vax until
this event. She was
seen in ED and
discharged w/ f/u in sz
clinic. In absence of
other etiol. PI deems
AE 'related'

Dec-09-2020 08:30:26
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Sian Jones
(pfe.jones111)

Query 2: Closed Response satisfies
query

Dec-08-2020 23:35:48
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 2: Answered subject went to the
emergency room

Dec-07-2020 14:17:44
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Sian Jones
(pfe.jones111)

Query 2: Opened clinical: pls advise
where eg ED/clinic
and by whom the
diagnosis of grand mal
seizure was made.
Thanks

Dec-03-2020 08:04:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Lisa McLeod
(pfe.mcleol03)

Query 1: Closed Response satisfies
query

Dec-02-2020 20:27:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered subject's mother
denied any history of
seizure

Dec-02-2020 20:04:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Lisa McLeod
(pfe.mcleol03)

Query 1: Opened GPD Clin: please
clarify if patient
does/does not have
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known seicures at
baseline and update
medhx terms as
appropriate

Dec-01-2020 19:22:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Grand Mal Seizure

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Dec-01-2020 19:22:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Nov/29/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Dec-01-2020 19:22:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

End Date Time:

Nov/29/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Dec-01-2020 19:22:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
3

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Dec-05-2020 04:30:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Lisa McLeod
(pfe.mcleol03)

Query 1: Closed Response satisfies
query

Dec-03-2020 20:06:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered PI does not think this
event qualifies as an
SAE09
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Dec-03-2020 08:51:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Lisa McLeod
(pfe.mcleol03)

Query 1: Reissued:Opened GPD Clin:although
participant not
hospitalized, new
onset Grand Mal
Seizure could be
considered SAE as a
Medically Important
Event. Please consider
submitting SAE report
with full narrative for
event

Dec-02-2020 20:21:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered subject was not
hospitalized

Dec-02-2020 20:08:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Lisa McLeod
(pfe.mcleol03)

Query 1: Opened GPD Clin: please
confirm that
participant did NOT
Require
hospitalization for the
AE grand mal seizure

Dec-01-2020 19:22:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Dec-03-2020 08:57:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Lisa McLeod
(pfe mcleol03)

Query 1: Closed issued on incorrect
field

Dec-03-2020 08:53:20
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Lisa McLeod
(pfe mcleol03)

Query 1: Opened GPD Clin: Please
provide results of
evaluation (toxicity
screen, head CT/MRI,
neurologist
evaluation, etc.) when
available

Dec-01-2020 19:22:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Dec-17-2020 00:17:45
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Usha Ogirala
(pfe.ogirau)

Query 4: Closed Response satisfies
query

Dec-16-2020 10:05:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 4: Answered Changed Information

Dec-16-2020 10:05:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NOT RELATED

If Not Related to study treatment(s)
, this event is due to:

OTHER

If Other, specify:

Not related as have additional
data now showing relatedness t
o other cause

Changed Information

Dec-16-2020 01:20:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Rajashekhar
Reddy
(pfe reddyr51)

Query 4: Opened DM: The response for
"If Not Related to
study treatment(s),
this event is due to is
reported as "Other",
however specify is
missing? kindly
review and update.

Dec-15-2020 10:46:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NOT RELATED

If Not Related to study treatment(s)
, this event is due to:

OTHER

New Information

Dec-07-2020 19:49:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Hui Pan
(pfe.panh18)

Query 3: Closed Response satisfies
query

Dec-04-2020 12:50:54
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 3: Answered there is no alternate
etiology at this point
so it had to be called
related per PI

Dec-03-2020 21:49:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Lisa McLeod
(pfe mcleol03)

Query 2: Closed Response satisfies
query

Dec-03-2020 21:10:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Hui Pan
(pfe.panh18)

Query 3: Opened ClinQuery: Grand
Mal Seizure : please
can you confirm why
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

the PI felt this AE was
related to IP? Thanks

Dec-03-2020 20:05:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 2: Answered There were no
symptoms that could
be associated with
COVID or other
infection

Dec-03-2020 08:56:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Lisa McLeod
(pfe mcleol03)

Query 2: Opened GPD Clin:Was event
accompanied by other
symptoms which
could be associated
with COVID or other
infection (URI
symptoms, fever,
etc.)? Please consider
scheduling for
COVID illness visit.

Dec-03-2020 08:54:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Lisa McLeod
(pfe mcleol03)

Query 1: Closed reissuing as modified
query

Dec-02-2020 20:09:48
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Lisa McLeod
(pfe mcleol03)

Query 1: Opened GOD clin: Did
participant have an
evaluation that ruled
other causes for gran
mal seixure
(EEG/brian scan
findings, evaluation
for febrile seizures,
etc.)?

Dec-01-2020 19:22:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Dec-01-2020 19:22:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Dec-01-2020 19:22:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Dec-15-2020 20:55:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Lisa McLeod
(pfe mcleol03)

Query 1: Closed query withdrawn

Dec-11-2020 12:42:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Lisa McLeod
(pfe mcleol03)

Query 1: Reissued:Opened GPD Clin: please
update medhx terms
to include findings
from evaluation or
final diagnosis when
available (ie.
abnormal EEG,
intracranial lesions,
etc.)

Dec-03-2020 20:04:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered toxicity screen was
not done; will provide
results of other
evaluations when
received

Dec-03-2020 08:58:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Lisa McLeod
(pfe mcleol03)

Query 1: Opened GPD Clin: Please
provide results of
evaluation (toxicity
screen, head CT/MRI,
neurologist
evaluation, etc.) when
available

Dec-01-2020 19:22:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Dec-03-2020 21:49:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Lisa McLeod
(pfe mcleol03)

Query 1: Closed Response satisfies
query
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Dec-03-2020 14:49:17
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Query 1: Answered none reported

Dec-02-2020 20:10:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Lisa McLeod
(pfe mcleol03)

Query 1: Opened GPD Clin: please
confirm that no drug
or non-drug
treatment was given
for the AE grand mal
seizure

Dec-01-2020 19:22:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Dec-01-2020 19:22:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Dec-21-2020 14:20:52
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Dec/21/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Dec-21-2020 14:20:52
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Dec-21-2020 14:20:52
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact - Unscheduled Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-24-2021 10:54:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Dec/25/2020

Initial Entry

09
01

77
e1

96
d8

90
35

\F
in

al
\F

in
al

 O
n:

 2
2-

A
pr

-2
02

1 
02

:1
4 

(G
M

T
)

FDA-CBER-2021-5683-0132786



Page 143 of 157

***Confidential***

 

Header Text: c4591001

Visit: Potential ReVax Initial Contact - Unscheduled Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit Trail
History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Feb-24-2021 10:54:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Participant is willing to return for Vacci
nation 3

Participant is:

eligible per other protocol allowanc
e(s) and confirmed to have received
only placebo at Vaccination 1/2

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Feb-24-2021 10:53:44
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Feb/10/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Feb-24-2021 10:53:44
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
ASSESS ELIGIBILITY FOR ADDITI
ONAL VACCINATION

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-24-2021 10:54:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Feb/24/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Consent Was:

Date Location User Value Reason

Feb-24-2021 10:54:50
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
OBTAINED

Date Written Consent Obtained

Feb/24/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION -
eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Feb-24-2021 11:16:44
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe mmesseder)

Data Entry:
Feb/24/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Feb-24-2021 11:16:44
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
REPEAT SCREENING 1

Initial Entry

3. Status:

Date Location User Value Reason

Feb-24-2021 11:16:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe mmesseder)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:14 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Lab Panel:

Date Location User Value Reason

Feb-24-2021 11:51:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Feb-24-2021 11:51:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Feb-24-2021 11:51:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Feb/24/2021

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Feb-24-2021 11:51:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Feb-24-2021 11:51:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Feb-24-2021 11:51:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

113

Test:: Choriogonadotropin
Beta_PX113

Result:: NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:14 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Not Done::

6.a Sponsor ID:

Date Location User Value Reason

Feb-24-2021 11:51:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Feb-24-2021 11:51:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Choriogonadotropin Beta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Feb-24-2021 11:51:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-24-2021 11:51:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-24-2021 11:51:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-24-2021 11:53:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Feb-24-2021 11:51:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Feb-24-2021 11:51:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Date of Collection:

Feb/24/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-24-2021 11:53:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe mmesseder)

Data Entry:
Sample ID: BR100L

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-24-2021 11:53:13
(UTC-05:00) Eastern Time

ACV0PFEINFP6000  Morgan
Messeder

Data Entry:
BR100L

Initial Entry09
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

(US & Canada) (pfe mmesseder)

5.b

Date Location User Value Reason

Feb-24-2021 11:53:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe mmesseder)

Data Entry:
Sample ID: BSB79L

Initial Entry

5.b Sample ID

Date Location User Value Reason

Feb-24-2021 11:53:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe mmesseder)

Data Entry:
BSB79L

Initial Entry

5.c

Date Location User Value Reason

Feb-24-2021 11:53:45
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe mmesseder)

Data Entry:
Sample ID: BSB79M

Initial Entry

5.c Sample ID

Date Location User Value Reason

Feb-24-2021 11:53:45
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe mmesseder)

Data Entry:
BSB79M

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-24-2021 11:17:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-24-2021 11:17:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-24-2021 11:17:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Feb-24-2021 11:17:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Feb-24-2021 11:17:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe mmesseder)

Data Entry:
YES

Date of Collection:

Feb/24/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-24-2021 11:17:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe mmesseder)

Data Entry:
Sample ID: BR100K

Initial Entry

5.a Sample ID

Date Location User Value Reason09
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Feb-24-2021 11:17:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Morgan
Messeder
(pfe mmesseder)

Data Entry:
BR100K

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Feb-24-2021 11:52:26
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Feb-24-2021 11:52:26
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Feb-24-2021 11:52:26
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Feb-24-2021 11:52:26
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Feb/24/2021 11:07

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Feb-24-2021 11:52:26
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Feb-24-2021 11:52:26
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
LEFT

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Date Location User Value Reason

Feb-24-2021 11:52:26
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Feb-24-2021 11:52:26
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Feb-24-2021 11:52:26
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Feb-24-2021 11:52:26
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product administration?

Date Location User Value Reason

Feb-24-2021 11:52:26
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Subject Status

Date Location User Value Reason

Dec-21-2020 14:20:52
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Nov-04-2020 14:31:52
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Nov-04-2020 14:28:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Dec-21-2020 14:20:52
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Dec/21/2020

Initial Entry

Nov-04-2020 14:31:52
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Nov/4/2020

Initial Entry

Nov-04-2020 14:28:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Nov/4/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1007 Site Name: (1007) Cincinnati Children's Hospital Medical Center

Subject No: 10071443 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 19-Apr-2021 21:04

Back to Form

1. Casebook Signature

Date Location User Value Reason

Jan-22-2021 16:30:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laura Pace
(pfe.lpace)

Data Entry:
Click Here to Enable

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per
protocol amendment 5, STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response
- Protocol version

24 JUL 2020

2. Select appropriate response
- What cohort does the
subject belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Aug/18/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Demography

1. Subject ID [10081056]

2. Birth Date: /1959

3. Sex: MALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that
apply):

WHITE

6. Racial Designation:

09
01

77
e1

96
ae

3f
d2

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
3 

(G
M

T
)

(b) (6)

FDA-CBER-2021-5683-0132804



Page 4 of 173

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/18/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Aug/18/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Diabetes Type II]

Start Date: UNK/UNK/2013

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Hypertension]

Start Date: UNK/UNK/2013

Ongoing: YES

1.c Line/MH Number: [3]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Epilepsy]

Start Date: UNK/UNK/2007

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.d Line/MH Number: [4]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Vitamin B12 deficiency]

Start Date: UNK/UNK/2019

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Aug/18/2020

2. Weight: [227.0]

3. Unit: LB

4. Height: [68.0]

5. Unit: in

6. Body Mass Index: [34.5]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [97.4]

Unit: F

Temperature Location: FOREHEAD
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition

1. Randomization Date : Aug/18/2020

2. Randomization Number: [232356]

3. Randomization Group: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Aug/18/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP51DM]

5.b Sample ID [BP51DN]

5.c Sample ID [BP51DP]

5.d Sample ID [BPRL3N]

5.e Sample ID [BPRL3P]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/18/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP51C8]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/18/2020 14:58

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response
- Reactogenicity diary
collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR
THIS SUBJECT
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/8/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Sep/8/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [97.5]

Unit: F

Temperature Location: FOREHEAD
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/8/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPTPLB]
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/8/2020 12:30

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES

09
01

77
e1

96
ae

3f
d2

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
3 

(G
M

T
)

FDA-CBER-2021-5683-0132819



Page 19 of 173

***Confidential***

 

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/6/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/6/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BGL55F]

5.b Sample ID [BRVB69]

5.c Sample ID [BRVB6B]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19

Form Version: 20-Feb-2021 02:17 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom
Started:

//

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]

Health Care Utilization

3. Has the subject been
hospitalized due to potential
COVID-19 illness?
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained
for Potential COVID-19
Illness?

3. Toxicity Grade:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Unplanned - New Unscheduled
Visit

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned - New Unscheduled
Visit

Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Unplanned Assessments

1. Assessments
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Oct/6/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB
- New Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB
- New Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT
SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Category
AE Ide
ntifier

Adverse E
vent

Start Date
Is the Adverse Event

Still Ongoing
Form Instan

ce

 1. ADVERSE
EVENT 

1  Injection si
te pain 

Jan/20/2021 17:
00 

NO
End Date Time:

Jan/24/2021 UNK:
UNK

 

Repeating
Pages

 2. ADVERSE
EVENT 

2  Shortness o
f breath 

Mar/UNK/2021
UNK:UNK 

NO
End Date Time:

Mar/UNK/2021 U
NK:UNK

 

Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[Injection site pain]

4. Start Date Time: Jan/20/2021 17:00

5. Is the adverse event still
ongoing?

NO

End Date Time:
Jan/24/2021 UNK:UNK

6. Toxicity Grade: 1
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

NO

12. Was a Non-Drug Treatment
given?

NO09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Answered Queries

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[Shortness of breath]

4. Start Date Time: Mar/UNK/2021 UNK:UNK

5. Is the adverse event still
ongoing?

NO

End Date Time:
Mar/UNK/2021 UNK:UNK

6. Toxicity Grade: 3
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Answered Queries

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

YES

Is this serious event associated with congenital anomaly or
birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant
disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[unknown]

10. Latest Action Taken with
Study Treatment:
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

11. Was a Concomitant
Medication given?

YES

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[2021264468]
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Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Categ

ory
Medicatio
n Error

Start
Date

Is the medication erro
r Still Ongoing

Study Medication
Errors Action

Form Instan
ce

 1.           Repeating
Pages
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Form Version: 17-Jul-2020 21:54 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with
Study Treatment:

6. Was a Concomitant
Medication given?

7. Was a Non-Drug Treatment
given?

8. Did the Medication Error
cause the subject to be
discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defin
ed Identifier

Category for
Medication

Concomitant Medica
tions Pre-specified

Name of M
edication

Start
Date

Form Instan
ce

 1.           Repeating
Pages
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STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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Visit: Logs Form: CONCOMITANT MEDICATIONS -
PROHIBITED

Form Version: 22-Apr-2020 21:03

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defi
ned Identifier

Category for
Medication

Concomitant Medic
ations Pre-specified

Name of
Medicatio

n

Dose Des
cription

Form Instan
ce
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Pages
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Visit: Logs Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Categ

ory
Treatment Ide

ntifier
Con Non-Drug Treatments

Pre-specified
Treatm

ent
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Visit: Logs - Unscheduled Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment
Identifier?

[ ]

3. Concomitant Non-drug
Treatment Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Transfusion Type Date of Transfusion Form Instance

 1.     Repeating Pages
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Visit: Unplanned Vaccination -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Visit: Unplanned Vaccination -
Unscheduled

Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vaccination

1. Was there a temporary
delay of vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?
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Unscheduled

Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: Unplanned Vaccination -
Unscheduled

Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/5/2021

2. Erroneous Visit
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Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response
- Is participant willing to
return for Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible per local/national recommendations and confirmed to
have received only placebo at Vaccination 1/2
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Visit: V101_VAX3 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/20/2021

2. Erroneous Visit
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Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. Consent Was: OBTAINED

Date Written Consent Obtained
Jan/20/2021
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Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA -
FURTHER VACCINATION

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. Date of
Completion/Discontinuation
/Death :

Jan/20/2021

2. Phase of Disposition: REPEAT SCREENING 1

3. Status: COMPLETED

4. Specify Status: [ ]
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Jan/20/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRF0GR]

5.b Sample ID [BSJSJM]

5.c Sample ID [BSJSJN]
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Jan/20/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRF0NM]
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Jan/20/2021 12:32

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was
Observed

30 MINUTES

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Jan/5/2021

2. Primary Reason for
Unblinding:

ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Withdrawal Of Consent

1. Withdrawal of Consent
Date :

//
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Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Death Details

1. Date of Collection /
Notification of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/10/2021

2. Erroneous Visit
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Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Feb/10/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRG1S8]
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Visit: V102_VAX4 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Feb/10/2021 10:18

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was
Observed

30 MINUTES

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Visit: V103_MONTH1 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Mar/10/2021

2. Erroneous Visit
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Visit: V103_MONTH1 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Contact Outcome

1. Contact Type: TELEPHONE VISIT

2. Was contact made? YES

Date of Contact:
Mar/10/2021

3. Comments: [ ]
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Visit: V104_MONTH6 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V104_MONTH6 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: V105_MONTH18 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V105_MONTH18 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit:
FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Mar/10/2021

2. Phase of Disposition: OPEN LABEL TREATMENT

3. Status: COMPLETED

4. Specify Status: [ ]
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Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Oct/6/2020
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable

09
01

77
e1

96
ae

3f
d2

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
3 

(G
M

T
)

FDA-CBER-2021-5683-0132881



Page 81 of 173

***Confidential***

 

Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign
CRF_Sign_1

Name Signature
Meaning

Date Type Action
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA -
Comments

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Aug-18-2020 14:30:54 (UTC-06:00)
Central Time (US & Canada)

Tiffany
Baum
(pfe.tbaum)

Not Applicable
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Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA -
FURTHER VACCINATION - Comments

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Jan-20-2021 13:27:39 (UTC-06:00)
Central Time (US & Canada)

Tiffany
Baum
(pfe.tbaum)

Not Applicable
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign
CRF_Sign_1

Name Signature
Meaning

Date Type Action

Ricell Ann
Piojo 

N/A Mar-12-2021 08:09:07 (UTC-06:00)
Central Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Timothy
Jennings 

Approved Mar-10-2021 16:23:06 (UTC-06:00)
Central Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, TimothyJennings, verify that all case report form pages
accurately display the results of the examinations, tests, evaluations and treatments performed on
this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Sherri
Pangburn 

N/A Mar-10-2021 15:40:57 (UTC-06:00)
Central Time (US & Canada)

Edit - All
signatures
invalidated
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
N/A

Timothy
Jennings 

Approved Feb-20-2021 19:57:49 (UTC-06:00)
Central Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, TimothyJennings, verify that all case report form pages
accurately display the results of the examinations, tests, evaluations and treatments performed on
this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Megan
Felty 

N/A Feb-10-2021 10:25:53 (UTC-06:00)
Central Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Timothy
Jennings 

Approved Jan-21-2021 14:42:59 (UTC-06:00)
Central Time (US & Canada)

BOOK Signed
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, TimothyJennings, verify that all case report form pages
accurately display the results of the examinations, tests, evaluations and treatments performed on
this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Tiffany
Baum 

N/A Jan-07-2021 13:32:45 (UTC-06:00)
Central Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Timothy
Jennings 

Approved Oct-21-2020 16:17:27 (UTC-06:00)
Central Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, TimothyJennings, verify that all case report form pages
accurately display the results of the examinations, tests, evaluations and treatments performed on
this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Aug-18-2020
14:30:23
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Aug-18-2020
14:30:23
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Aug-18-2020
14:30:30
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
OBTAINED

Date Written Consen
t Obtained

Aug/18/2020

Initial Entry
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject ID

Date Location User Value Reason

Aug-18-2020
14:30:17
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10081056

Item copied
from previous
form

2. Birth Date:

Date Location User Value Reason

Aug-18-2020
14:30:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1959

Enrollment
Entry

3. Sex:

Date Location User Value Reason

Aug-18-2020
14:30:41
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
MALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason09
01

77
e1

96
ae

3f
d2

\F
in

al
\F

in
al

 O
n:
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-18-2020
14:30:41
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NOT HISPANIC OR
LATINO(A) OR OF S
PANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Aug-18-2020
14:30:41
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
WHITE

Initial Entry

09
01
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e1
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ae

3f
d2
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-18-2020
14:30:48
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Aug/18/2020

Initial Entry

09
01

77
e1

96
ae

3f
d2

\F
in

al
\F

in
al

 O
n:

 0
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Aug-18-2020
14:31:05
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Aug/18/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Aug-18-2020
14:31:05
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Aug-18-2020
14:31:05
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
COMPLETED

Initial Entry

09
01
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e1
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ae

3f
d2
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Aug-18-2020
14:57:03
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

1

Medical His
tory Term:

Diabetes
Type II

Start Date: UNK/U
NK/201
3

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Aug-18-2020
14:57:03
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-18-2020
14:57:03
(UTC-06:00)
Central Time (US

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Diabetes Type II

Initial Entry

09
01

77
e1

96
ae

3f
d2

\F
in

al
\F

in
al
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n:
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

& Canada)

1.a Start Date:

Date Location User Value Reason

Aug-18-2020
14:57:03
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
UNK/UNK/2013

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Aug-18-2020
14:57:03
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry

1.b

Date Location User Value Reason

Aug-18-2020
14:57:17
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

2

Medical His
tory Term:

Hyperte
nsion

Start Date: UNK/U
NK/201
3

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

3f
d2

\F
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al
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.b Line/MH Number:

Date Location User Value Reason

Aug-18-2020
14:57:17
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-18-2020
14:57:17
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Hypertension

Initial Entry

1.b Start Date:

Date Location User Value Reason

Aug-18-2020
14:57:17
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
UNK/UNK/2013

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Aug-18-2020
14:57:17

ACV0PFEINFP6000  Tiffany
Baum

Data Entry:
YES

Initial Entry09
01

77
e1

96
ae

3f
d2

\F
in

al
\F

in
al

 O
n:

 0
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-06:00)
Central Time (US
& Canada)

(pfe.tbaum)

1.c

Date Location User Value Reason

Aug-18-2020
14:57:56
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

3

Medical His
tory Term:

Epilepsy

Start Date: UNK/U
NK/200
7

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

3f
d2

\F
in

al
\F

in
al

 O
n:
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.c Line/MH Number:

Date Location User Value Reason

Aug-18-2020
14:57:56
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-18-2020
14:57:56
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Epilepsy

Initial Entry

1.c Start Date:

Date Location User Value Reason

Aug-18-2020
14:57:56
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
UNK/UNK/2007

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Aug-18-2020
14:57:56

ACV0PFEINFP6000  Tiffany
Baum

Data Entry:
YES

Initial Entry09
01

77
e1

96
ae

3f
d2

\F
in

al
\F

in
al

 O
n:

 0
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-06:00)
Central Time (US
& Canada)

(pfe.tbaum)

1.d

Date Location User Value Reason

Aug-18-2020
15:01:06
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

4

Medical H
istory Ter
m:

Vitamin B
12 deficie
ncy

Start Date
:

UNK/UN
K/2019

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

3f
d2

\F
in

al
\F

in
al

 O
n:

 0
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.d Line/MH Number:

Date Location User Value Reason

Aug-18-2020
15:01:06
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-18-2020
15:01:06
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Vitamin B12 deficienc
y

Initial Entry

1.d Start Date:

Date Location User Value Reason

Aug-18-2020
15:01:06
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
UNK/UNK/2019

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Aug-18-2020
15:01:06

ACV0PFEINFP6000  Tiffany
Baum

Data Entry:
YES

Initial Entry09
01

77
e1

96
ae

3f
d2

\F
in

al
\F

in
al

 O
n:

 0
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A
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-06:00)
Central Time (US
& Canada)

(pfe.tbaum)

09
01

77
e1

96
ae

3f
d2

\F
in

al
\F

in
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 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
3 

(G
M

T
)

FDA-CBER-2021-5683-0132901



Page 101 of 173

***Confidential***

 

Header Text: c4591001
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History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Aug-18-2020
15:01:43
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Aug/18/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Aug-18-2020
15:01:43
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
227.0

Initial Entry

3. Unit:

Date Location User Value Reason

Aug-18-2020
15:01:43
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
LB

Initial Entry

4. Height:

Date Location User Value Reason

09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-18-2020
15:01:43
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
68.0

Initial Entry

5. Unit:

Date Location User Value Reason

Aug-18-2020
15:01:43
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
in

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Aug-18-2020
15:01:43
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
34.5

Initial Entry

7.a

Date Location User Value Reason

Aug-18-2020
15:01:43
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Record Iden
tifier::

1

Temperatur
e:

97.4

Initial Entry

09
01

77
e1

96
ae

3f
d2

\F
in

al
\F
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al

 O
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Temperatur
e Unit:

F

Temperatur
e Location::

FORE
HEAD

7.a Record Identifier:

Date Location User Value Reason

Aug-18-2020
15:01:43
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Aug-18-2020
15:01:43
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
97.4

Initial Entry

7.a Unit:

Date Location User Value Reason

Aug-18-2020
15:01:43
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
F

Initial Entry

09
01

77
e1

96
ae

3f
d2

\F
in
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\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
3 

(G
M

T
)

FDA-CBER-2021-5683-0132904



Page 104 of 173

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7.a Temperature Location:

Date Location User Value Reason

Aug-18-2020
15:01:43
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
FOREHEAD

Initial Entry

09
01

77
e1

96
ae

3f
d2

\F
in
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 O
n:
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Randomization Date :

Date Location User Value Reason

Aug-18-2020
15:45:54
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Aug/18/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Aug-18-2020
15:45:54
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
232356

Initial Entry

09
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e1
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-18-2020
14:31:16
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-18-2020
14:31:16
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-18-2020
15:42:40
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Aug-18-2020
14:31:16
(UTC-06:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
3f

d2
\F

in
al

\F
in

al
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n:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Central Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Aug-18-2020
14:31:16
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Date of Collection:

Aug/18/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-18-2020
15:42:40
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Sample ID
:

BP51D
M

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-18-2020
15:42:40
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
BP51DM

Initial Entry

5.b

Date Location User Value Reason09
01

77
e1
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ae

3f
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-18-2020
15:42:48
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Sample ID
:

BP51D
N

Initial Entry

5.b Sample ID

Date Location User Value Reason

Aug-18-2020
15:42:48
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
BP51DN

Initial Entry

5.c

Date Location User Value Reason

Aug-18-2020
15:42:54
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Sample ID: BP51DP

Initial Entry

5.c Sample ID

Date Location User Value Reason

Aug-18-2020
15:42:54
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
BP51DP

Initial Entry
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IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.d

Date Location User Value Reason

Aug-18-2020
15:44:10
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Sample ID
:

BPRL3
N

Initial Entry

5.d Sample ID

Date Location User Value Reason

Aug-18-2020
15:44:10
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
BPRL3N

Initial Entry

5.e

Date Location User Value Reason

Aug-18-2020
15:44:16
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Sample ID: BPRL3P

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.e Sample ID

Date Location User Value Reason

Aug-18-2020
15:44:16
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
BPRL3P

Initial Entry

09
01

77
e1

96
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3f
d2
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-18-2020
14:31:23
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-18-2020
14:31:23
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-18-2020
15:39:54
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Aug-18-2020
14:31:23
(UTC-06:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
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d2
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Central Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Aug-18-2020
14:31:23
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Date of Collection:

Aug/18/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-18-2020
15:39:54
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Sample ID: BP51C8

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-18-2020
15:39:54
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
BP51C8

Initial Entry
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Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-18-2020
15:46:18
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-18-2020
15:46:18
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-18-2020
15:46:18
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
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Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-18-2020
15:46:18
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Aug/18/2020 14:58

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-18-2020
15:46:18
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-18-2020
15:46:18
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Aug-18-2020
15:46:18
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-18-2020
15:46:18
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Aug-18-2020
15:46:18
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry
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Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Aug-19-2020
09:21:04
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO - REACTOGEN
ICITY E-DIARY N
OT COLLECTED F
OR THIS SUBJECT

Transcription
Error

Aug-18-2020
14:31:28
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES - REACTOGE
NICITY E-DIARY
COLLECTED FOR
THIS SUBJECT

Initial Entry

09
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-08-2020
13:13:30
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Sep/8/2020

Initial Entry

09
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e1
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3f
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Sep-08-2020
13:13:42
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Sep/8/2020

Initial Entry

2.a

Date Location User Value Reason

Sep-08-2020
13:13:42
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Record Iden
tifier::

1

Temperatur
e:

97.5

Temperatur
e Unit:

F

Temperatur
e Location::

FORE
HEAD

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Sep-08-2020
13:13:42
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
1

Initial Entry

09
01

77
e1

96
ae

3f
d2
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.a Temperature:

Date Location User Value Reason

Sep-08-2020
13:13:42
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
97.5

Initial Entry

2.a Unit:

Date Location User Value Reason

Sep-08-2020
13:13:42
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
F

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Sep-08-2020
13:13:42
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
FOREHEAD

Initial Entry
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-08-2020
13:05:36
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-08-2020
13:05:36
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-08-2020
13:05:44
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Sep-08-2020
13:05:36
(UTC-06:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Central Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Sep-08-2020
13:05:36
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
YES

Date of Collection:

Sep/8/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-08-2020
13:05:44
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample ID
:

BPTPL
B

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-08-2020
13:05:44
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BPTPLB

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-08-2020
13:14:17
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-08-2020
13:14:17
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-08-2020
13:14:17
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sep-08-2020
13:14:17
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Sep/8/2020 12:30

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-08-2020
13:14:17
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-08-2020
13:14:17
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Sep-08-2020
13:14:17
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-08-2020
13:14:17
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Sep-08-2020
13:14:17
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry
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Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-06-2020
10:48:11
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/6/2020

Initial Entry
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Back to Form

1. Data Origin

Date Location User Value Reason

Oct-06-2020
13:16:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-06-2020
13:16:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-06-2020
13:16:20
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Oct-06-2020
13:16:15
(UTC-06:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
3f

d2
\F

in
al

\F
in

al
 O

n:
 0

1-
A

pr
-2

02
1 

05
:2

3 
(G

M
T

)

FDA-CBER-2021-5683-0132927



Page 127 of 173

***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---
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Central Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Oct-06-2020
13:16:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
YES

Date of Collection:

Oct/6/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-06-2020
13:16:20
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample ID
:

BGL55
F

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-06-2020
13:16:20
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BGL55F

Initial Entry

5.b

Date Location User Value Reason09
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Oct-06-2020
13:16:30
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample ID
:

BRVB6
9

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-06-2020
13:16:30
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BRVB69

Initial Entry

5.c

Date Location User Value Reason

Oct-06-2020
13:16:37
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample ID
:

BRVB6
B

Initial Entry

5.c Sample ID

Date Location User Value Reason

Oct-06-2020
13:16:37
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BRVB6B

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-06-2020
10:49:48
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/6/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-06-2020
10:49:48
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Oct-06-2020
10:49:48
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
COMPLETED

Initial Entry

09
01

77
e1

96
ae

3f
d2

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
3 

(G
M

T
)

FDA-CBER-2021-5683-0132930



Page 130 of 173

***Confidential***

 

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Feb-10-2021
11:15:37
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000 Tiffany
Baum
(pfe.tbaum)

Form Created
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Back to Form

Date Location User Value Reason

Mar-10-2021
15:46:03
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000 Sherri
Pangburn
(pfe.spangburn)

Form Created
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History
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category:

Date Location User Value Reason

Feb-10-2021
11:15:37
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Feb-10-2021
11:15:37
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-10-2021
11:15:37
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Injection site pain

Initial Entry

4. Start Date Time:

Date Location User Value Reason09
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Feb-10-2021
11:15:37
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Jan/20/2021 17:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-10-2021
11:15:37
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

End Date Time:

Jan/24/2021 UNK:
UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Feb-10-2021
11:15:37
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Feb-10-2021
11:15:37
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Feb-10-2021
11:15:37
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Feb-10-2021
11:15:37
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Feb-10-2021
11:15:37
(UTC-06:00)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NOT APPLICABLE

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Central Time (US
& Canada)

11. Was a Concomitant Medication given?

Date Location User Value Reason

Feb-10-2021
11:15:37
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Feb-10-2021
11:15:37
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Feb-10-2021
11:15:37
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
RECOVERED/RESO
LVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?
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Date Location User Value Reason

Feb-10-2021
11:15:37
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category:

Date Location User Value Reason

Mar-10-2021
15:46:03
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Mar-10-2021
15:46:03
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Mar-11-2021
07:55:18
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany Baum
(pfe.tbaum)

Query 1: Answere
d

subject did not
report
anything to
site, its well
past the time
for subject to
swab per
protocol now.09
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Mar-11-2021
07:43:33
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Daria Madar
Jacobson
(pfe.madard)

Query 1: Opened PDCLIN: Per
protocol
section 8.1,
COVID-19
listed
symptom
Shortness of
breath should
have please
triggered a
potential
COVID
Illness Visit
irrespective of
perceived
etiology or
clinical
significance .
Please
complete the
potential
COVID
Illness CRF
forms

Mar-10-2021
15:46:03
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
Shortness of breat
h

Initial Entry

4. Start Date Time:

Date Location User Value Reason09
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Mar-10-2021
15:46:03
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
Mar/UNK/2021 UN
K:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-10-2021
15:46:03
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
NO

End Date Time:

Mar/UNK/2021
UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Mar-10-2021
15:46:03
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
3

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Mar-12-2021
14:18:33
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Closed Response
satisfies query

Mar-12-2021
08:09:07
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Mar-12-2021
08:05:05
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Tiffany Baum
(pfe.tbaum)

Query 2: Answer
ed

any SAE we
request medical
records,medical
records have
been request,
they have 90
days to give site
records

Mar-11-2021
20:15:09
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Opened Clinical - please
request medical
records for the
admission,
including any
COVID test
performed in
hospital

Mar-10-2021
15:46:03
(UTC-06:00)
Central Time

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candida
te

For AE
Shortness of
breath:
Response to "Is
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(US & Canada) the adverse
event serious?"
is 'Yes' but
"Serious
Adverse Event
Number" is
blank.

Mar-10-2021
15:46:03
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
YES

Is this serious e
vent associated
with congenital
anomaly or birt
h defect?

NO

Did this serious
event result in d
eath?

NO

Did this serious
event require or
prolong hospita
lization?

YES

Did this serious
event result in p
ersistent or sign
ificant disabilit

Initial Entry
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History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Answered Queries
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

y/incapacity?

NO

Is this serious e
vent life threate
ning?

NO

Other medically
important serio
us event

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Mar-10-2021
15:46:03
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Mar-10-2021
15:46:41
(UTC-06:00)
Central Time

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
NOT RELATED

If Not Related to
study treatment(s

Transcription
Error
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(US & Canada) ), this event is du
e to:

OTHER

If Other, speci
fy:

unknown

Mar-10-2021
15:46:03
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
NOT RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Mar-10-2021
15:46:03
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
NOT APPLICABL
E

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Mar-10-2021
15:46:03
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
YES

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Mar-10-2021
15:46:03
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Mar-10-2021
15:46:03
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
RECOVERED/RES
OLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Mar-10-2021
15:46:03
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Mar-12-2021
08:09:07

ACV0PFEINFP6000  Ricell Ann
Piojo

Data Entry:
2021264468

Initial Entry09
01

77
e1

96
ae

3f
d2

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
3 

(G
M

T
)

FDA-CBER-2021-5683-0132945



Page 145 of 173

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-06:00)
Central Time (US
& Canada)

(pfe.quitor)
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-07-2021
13:33:56
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Jan/5/2021

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION -
eCRF Audit Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Jan-07-2021
13:34:07
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Participant is willing t
o return for Vaccinatio
n 3

Participant is:

eligible per local/n
ational recommend
ations and confirm
ed to have received
only placebo at Vac
cination 1/2

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-20-2021
13:27:08
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Jan/20/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER
VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Jan-20-2021
13:27:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
OBTAINED

Date Written Consen
t Obtained

Jan/20/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Jan-20-2021
13:26:39
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Jan/20/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Jan-20-2021
13:26:39
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
REPEAT SCREENING
1

Initial Entry

3. Status:

Date Location User Value Reason

Jan-20-2021
13:26:39
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-20-2021
14:59:01
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-20-2021
14:59:01
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-20-2021
14:59:12
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Jan-20-2021
14:59:01
(UTC-06:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Central Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Jan-20-2021
14:59:01
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
YES

Date of Collection:

Jan/20/2021

Initial Entry

5.a

Date Location User Value Reason

Jan-20-2021
14:59:12
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
Sample ID
:

BRF0G
R

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jan-20-2021
14:59:12
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
BRF0GR

Initial Entry

5.b

Date Location User Value Reason09
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-20-2021
14:59:23
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
Sample ID: BSJSJM

Initial Entry

5.b Sample ID

Date Location User Value Reason

Jan-20-2021
14:59:23
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
BSJSJM

Initial Entry

5.c

Date Location User Value Reason

Jan-20-2021
14:59:40
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
Sample ID: BSJSJN

Initial Entry

5.c Sample ID

Date Location User Value Reason

Jan-20-2021
14:59:40
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
BSJSJN

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-20-2021
15:37:39
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-20-2021
15:37:39
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-20-2021
15:37:49
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Jan-20-2021
15:37:39
(UTC-06:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Central Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Jan-20-2021
15:37:39
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
YES

Date of Collection:

Jan/20/2021

Initial Entry

5.a

Date Location User Value Reason

Jan-20-2021
15:37:49
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
Sample ID
:

BRF0N
M

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jan-20-2021
15:37:49
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
BRF0NM

Initial Entry
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Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Jan-20-2021
13:27:01
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Jan-20-2021
13:27:01
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Jan-20-2021
13:27:01
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
e1
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ae

3f
d2
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in
al
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Jan-20-2021
13:27:01
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Jan/20/2021 12:32

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Jan-20-2021
13:27:01
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Jan-20-2021
13:27:01
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Jan-20-2021
13:27:01
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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Subject No: 10081056 Subject Initials: ---
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8. Actual Dose:

Date Location User Value Reason

Jan-20-2021
13:27:01
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Jan-20-2021
13:27:01
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Jan-20-2021
13:27:01
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Jan-20-2021
13:27:01

ACV0PFEINFP6000  Tiffany
Baum

Data Entry:
YES

Initial Entry09
01
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e1
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ae

3f
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(UTC-06:00)
Central Time (US
& Canada)

(pfe.tbaum)
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Jan-07-2021
13:32:45
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Jan/5/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Jan-07-2021
13:32:45
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
ASSESS ELIGIBILIT
Y FOR ADDITIONA
L VACCINATION

Initial Entry
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Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-10-2021
11:15:46
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Feb/10/2021

Initial Entry
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Back to Form

1. Data Origin

Date Location User Value Reason

Feb-10-2021
10:25:53
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-10-2021
10:25:53
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-10-2021
10:26:09
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Feb-10-2021
10:25:53
(UTC-06:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09
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Central Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Feb-10-2021
10:25:53
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
YES

Date of Collection:

Feb/10/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-10-2021
10:26:09
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
Sample ID
:

BRG1S
8

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-10-2021
10:26:09
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
BRG1S8

Initial Entry
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Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Feb-10-2021
11:16:10
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Feb-10-2021
11:16:10
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Feb-10-2021
11:16:10
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
e1

96
ae
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d2
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Feb-10-2021
11:16:10
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Feb/10/2021 10:18

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Feb-10-2021
11:16:10
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Feb-10-2021
11:16:10
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Feb-10-2021
11:16:10
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

8. Actual Dose:

Date Location User Value Reason

Feb-10-2021
11:16:10
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Feb-10-2021
11:16:10
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Feb-10-2021
11:16:10
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Feb-10-2021
11:16:10

ACV0PFEINFP6000  Tiffany
Baum

Data Entry:
YES

Initial Entry09
01
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e1
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(UTC-06:00)
Central Time (US
& Canada)

(pfe.tbaum)

09
01

77
e1

96
ae

3f
d2

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
3 

(G
M

T
)

FDA-CBER-2021-5683-0132968



Page 168 of 173

***Confidential***

 

Header Text: c4591001

Visit: V103_MONTH1 Form: DATE OF VISIT - eCRF Audit Trail History
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-10-2021
15:40:57
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
Mar/10/2021

Initial Entry
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History
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Contact Type:

Date Location User Value Reason

Mar-10-2021
15:41:16
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
TELEPHONE VISIT

Initial Entry

2. Was contact made?

Date Location User Value Reason

Mar-10-2021
15:41:16
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
YES

Date of Contact:

Mar/10/2021

Initial Entry
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Visit:
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Form: DISPOSITION - TREATMENT - eCRF Audit
Trail History

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Mar-10-2021
15:41:46
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
Mar/10/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Mar-10-2021
15:41:46
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
OPEN LABEL TREAT
MENT

Initial Entry

3. Status:

Date Location User Value Reason

Mar-10-2021
15:41:46
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
COMPLETED

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject Status

Date Location User Value Reason

Oct-06-2020
10:49:48
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Aug-18-2020
15:45:54
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDO
MIZED

Initial Entry

Aug-18-2020
14:31:05
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Oct-06-2020
10:49:48
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/6/2020

Initial Entry

Aug-18-2020
15:45:54

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/18/2020

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-06:00)
Central Time (US
& Canada)

Aug-18-2020
14:31:05
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/18/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081056 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Casebook Signature

Date Location User Value Reason

Oct-17-2020
12:23:04
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Click Here to Enable

Initial Entry
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eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per
protocol amendment 5, STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response
- Protocol version

24 JUL 2020

2. Select appropriate response
- What cohort does the
subject belong to?

STAGE 3 COHORTS
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eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Aug/31/2020
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eCRF Audit Trail History

Demography

1. Subject ID [10081152]

2. Birth Date: 1979

3. Sex: MALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that
apply):

WHITE

6. Racial Designation:

09
01

77
e1

96
ae

3f
d3

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
3 

(G
M

T
)

(b) (6)

FDA-CBER-2021-5683-0132977



Page 4 of 124

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/31/2020

2. Erroneous Visit
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Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Aug/31/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Seasonal allergies]

Start Date: UNK/UNK/2010

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Hypertension]

Start Date: UNK/UNK/2018

Ongoing: YES

1.c Line/MH Number: [3]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Percocet allergy]

Start Date: UNK/UNK/1998

Ongoing: YES
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1.d Line/MH Number: [4]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Tinea Versicolor]

Start Date: May/UNK/2020

Ongoing: YES
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eCRF Audit Trail History

Vital Signs

1. Date: Aug/31/2020

2. Weight: [228.2]

3. Unit: LB

4. Height: [74.5]

5. Unit: in

6. Body Mass Index: [28.9]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [98.0]

Unit: F

Temperature Location: FOREHEAD

09
01

77
e1

96
ae

3f
d3

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
3 

(G
M

T
)

FDA-CBER-2021-5683-0132983



Page 10 of 124

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.
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eCRF Audit Trail History

Disposition

1. Randomization Date : Aug/31/2020

2. Randomization Number: [75850]

3. Randomization Group: [ ]
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Aug/31/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPTPN0]

5.b Sample ID [BPTPN1]

5.c Sample ID [BPTPN2]

5.d Sample ID [BPRL7M]

5.e Sample ID [BPRL7N]
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/31/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP51LF]
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eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/31/2020 15:31

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response
- Reactogenicity diary
collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR
THIS SUBJECT
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/21/2020

2. Erroneous Visit
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eCRF Audit Trail History

Vital Signs

1. Date: Sep/21/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [98.2]

Unit: F

Temperature Location: FOREHEAD
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SWAB
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/21/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BGK0Y3]
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eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/21/2020 14:54

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/19/2020

2. Erroneous Visit
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/19/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BGL5BM]

5.b Sample ID [BRZDBV]

5.c Sample ID [BRZDBW]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Date of Visit
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom
Started:

//

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]

Health Care Utilization

3. Has the subject been
hospitalized due to potential
COVID-19 illness?
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Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained
for Potential COVID-19
Illness?

3. Toxicity Grade:
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Date of Visit

1. Date of Visit //
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Unplanned Assessments

1. Assessments
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eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Oct/19/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Adverse Event Report

1. Category:

2. AE ID: [ ]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[ ]

4. Start Date Time: //

5. Is the adverse event still
ongoing?

6. Toxicity Grade:

7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).
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8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

9. Is this event related to study
treatment:

10. Latest Action Taken with
Study Treatment:

11. Was a Concomitant
Medication given?

12. Was a Non-Drug Treatment
given?

13. What was the outcome of
this adverse event?:

14. Did the adverse event cause
the subject to be
discontinued from the
study?

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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#
Categ
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Start
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Is the medication erro
r Still Ongoing

Study Medication
Errors Action

Form Instan
ce
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Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with
Study Treatment:

6. Was a Concomitant
Medication given?

7. Was a Non-Drug Treatment
given?

8. Did the Medication Error
cause the subject to be
discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-D
efined Ide

ntifier
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edications Pre-s
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Name of Medication

Start
Date

Form Insta
nce

 1. 1  VACCINA
TIONS 

NO  Quadrivalent flu prophyl
axis intramuscular vaccin
e 0.5 ml once 

Oct/8
/202
0 

Repeating
Pages
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Concomitant Medications

1. What is the medication
identifier?

[1]

2. Category: VACCINATIONS

3. Concomitant Medications
Pre-specified:

NO

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[Quadrivalent flu prophylaxis intramuscular vaccine 0.5 ml
once]

5. Date: Oct/8/2020
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#
Sponsor-Defi
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Category for
Medication

Concomitant Medic
ations Pre-specified

Name of
Medicatio

n

Dose Des
cription

Form Instan
ce
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Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Treatm
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Form Instanc
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Pages

09
01

77
e1

96
ae

3f
d3

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
3 

(G
M

T
)

FDA-CBER-2021-5683-0133023



Page 50 of 124

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment
Identifier?

[ ]

3. Concomitant Non-drug
Treatment Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Transfusion Type Date of Transfusion Form Instance

 1.     Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: Unplanned Vaccination -
Unscheduled

Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Visit: Unplanned Vaccination -
Unscheduled

Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vaccination

1. Was there a temporary
delay of vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

09
01

77
e1

96
ae

3f
d3

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
3 

(G
M

T
)

FDA-CBER-2021-5683-0133029



Page 56 of 124

***Confidential***

 

Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: Unplanned Vaccination -
Unscheduled

Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: INFORMED CONSENT - ASYMPTOMATIC
SURVEILLANCE

Form Version: 14-Jan-2021 02:29 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Informed Consent - Asymptomatic Surveillance

1. Consent Was:
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Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/7/2021

2. Erroneous Visit
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Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response
- Is participant willing to
return for Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible and NOT confirmed to have received only placebo at
Vaccination 1/2
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Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Jan/7/2021

2. Primary Reason for
Unblinding:

ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Withdrawal Of Consent

1. Withdrawal of Consent
Date :

//
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Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Death Details

1. Date of Collection /
Notification of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Oct/19/2020
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Timothy
Jennings 

Approved Jan-21-2021 16:49:56 (UTC-06:00)
Central Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, TimothyJennings, verify that all case report form pages
accurately display the results of the examinations, tests, evaluations and treatments performed on
this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA -
Comments

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Aug-31-2020 15:01:26 (UTC-06:00)
Central Time (US & Canada)

Tiffany
Baum
(pfe.tbaum)

Not Applicable
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Timothy
Jennings 

Approved Jan-21-2021 16:49:56 (UTC-06:00)
Central Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, TimothyJennings, verify that all case report form pages
accurately display the results of the examinations, tests, evaluations and treatments performed on
this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Tonya
Clausen 

N/A Jan-08-2021 15:49:40 (UTC-06:00)
Central Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Timothy
Jennings 

Approved Oct-29-2020 15:53:47 (UTC-06:00)
Central Time (US & Canada)

BOOK Signed
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, TimothyJennings, verify that all case report form pages
accurately display the results of the examinations, tests, evaluations and treatments performed on
this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Aug-31-2020
15:00:48
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Aug-31-2020
15:00:48
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Aug-31-2020
15:01:00
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
OBTAINED

Date Written Consen
t Obtained

Aug/31/2020

Initial Entry
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Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject ID

Date Location User Value Reason

Aug-31-2020
15:00:39
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10081152

Item copied
from previous
form

2. Birth Date:

Date Location User Value Reason

Aug-31-2020
15:00:35
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1979

Enrollment
Entry

3. Sex:

Date Location User Value Reason

Aug-31-2020
15:01:11
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
MALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason09
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-31-2020
15:01:11
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NOT HISPANIC OR
LATINO(A) OR OF S
PANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Aug-31-2020
15:01:11
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
WHITE

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-31-2020
15:01:19
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Aug/31/2020

Initial Entry

09
01

77
e1

96
ae

3f
d3

\F
in

al
\F

in
al

 O
n:
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Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Aug-31-2020
15:01:36
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Aug/31/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Aug-31-2020
15:01:36
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Aug-31-2020
15:01:36
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
COMPLETED

Initial Entry

09
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e1
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ae

3f
d3
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al
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Aug-31-2020
15:01:53
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

1

Medical Hi
story Term:

Seasonal
allergies

Start Date: UNK/U
NK/2010

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Aug-31-2020
15:01:53
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-31-2020
15:01:53
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Seasonal allergies

Initial Entry

09
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e1
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.a Start Date:

Date Location User Value Reason

Aug-31-2020
15:01:53
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
UNK/UNK/2010

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Aug-31-2020
15:01:53
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry

1.b

Date Location User Value Reason

Aug-31-2020
15:02:26
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

2

Medical His
tory Term:

Hyperte
nsion

Start Date: UNK/U
NK/201
8

Ongoing: YES

Initial Entry

09
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e1

96
ae

3f
d3

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
3 

(G
M

T
)

FDA-CBER-2021-5683-0133054



Page 81 of 124

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.b Line/MH Number:

Date Location User Value Reason

Aug-31-2020
15:02:26
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-31-2020
15:02:26
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Hypertension

Initial Entry

1.b Start Date:

Date Location User Value Reason

Aug-31-2020
15:02:26
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
UNK/UNK/2018

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Aug-31-2020
15:02:26

ACV0PFEINFP6000  Tiffany
Baum

Data Entry:
YES

Initial Entry09
01

77
e1

96
ae

3f
d3

\F
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\F
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-06:00)
Central Time (US
& Canada)

(pfe.tbaum)

1.c

Date Location User Value Reason

Aug-31-2020
15:03:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

3

Medical His
tory Term:

Percocet
allergy

Start Date: UNK/U
NK/199
8

Ongoing: YES

Initial Entry

09
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e1
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.c Line/MH Number:

Date Location User Value Reason

Aug-31-2020
15:03:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-31-2020
15:03:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Percocet allergy

Initial Entry

1.c Start Date:

Date Location User Value Reason

Aug-31-2020
15:03:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
UNK/UNK/1998

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Aug-31-2020
15:03:15

ACV0PFEINFP6000  Tiffany
Baum

Data Entry:
YES

Initial Entry09
01

77
e1

96
ae

3f
d3

\F
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al
\F
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al
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-06:00)
Central Time (US
& Canada)

(pfe.tbaum)

1.d

Date Location User Value Reason

Aug-31-2020
16:10:22
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

4

Medical His
tory Term:

Tinea Ve
rsicolor

Start Date: May/UN
K/2020

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

3f
d3

\F
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al
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.d Line/MH Number:

Date Location User Value Reason

Aug-31-2020
16:10:22
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-31-2020
16:10:22
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Tinea Versicolor

Initial Entry

1.d Start Date:

Date Location User Value Reason

Aug-31-2020
16:10:22
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
May/UNK/2020

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Aug-31-2020
16:10:22

ACV0PFEINFP6000  Tiffany
Baum

Data Entry:
YES

Initial Entry09
01

77
e1

96
ae

3f
d3

\F
in

al
\F
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-06:00)
Central Time (US
& Canada)

(pfe.tbaum)

09
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\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
3 

(G
M

T
)

FDA-CBER-2021-5683-0133060



Page 87 of 124

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Aug-31-2020
15:04:24
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Aug/31/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Aug-31-2020
15:04:24
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
228.2

Initial Entry

3. Unit:

Date Location User Value Reason

Aug-31-2020
15:04:24
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
LB

Initial Entry

4. Height:

Date Location User Value Reason

09
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History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-31-2020
15:04:24
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
74.5

Initial Entry

5. Unit:

Date Location User Value Reason

Aug-31-2020
15:04:24
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
in

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Aug-31-2020
15:04:24
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
28.9

Initial Entry

7.a

Date Location User Value Reason

Aug-31-2020
15:04:24
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Record Iden
tifier::

1

Temperatur
e:

98.0

Initial Entry

09
01
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e1
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3f
d3
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History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Temperatur
e Unit:

F

Temperatur
e Location::

FORE
HEAD

7.a Record Identifier:

Date Location User Value Reason

Aug-31-2020
15:04:24
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Aug-31-2020
15:04:24
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
98.0

Initial Entry

7.a Unit:

Date Location User Value Reason

Aug-31-2020
15:04:24
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
F

Initial Entry

09
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e1
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ae

3f
d3
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7.a Temperature Location:

Date Location User Value Reason

Aug-31-2020
15:04:24
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
FOREHEAD

Initial Entry

09
01

77
e1

96
ae

3f
d3

\F
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\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
3 

(G
M

T
)

FDA-CBER-2021-5683-0133064



Page 91 of 124

***Confidential***

 

Header Text: c4591001
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Randomization Date :

Date Location User Value Reason

Aug-31-2020
16:08:51
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Aug/31/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Aug-31-2020
16:08:51
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
75850

Initial Entry

09
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-31-2020
15:04:32
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-31-2020
15:04:32
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-31-2020
15:22:20
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Aug-31-2020
15:04:32
(UTC-06:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
3f

d3
\F

in
al
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n:
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IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Central Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Aug-31-2020
15:04:32
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Date of Collection:

Aug/31/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-31-2020
15:22:20
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample ID
:

BPTPN
0

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-31-2020
15:22:20
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BPTPN0

Initial Entry

5.b

Date Location User Value Reason09
01

77
e1

96
ae

3f
d3

\F
in

al
\F

in
al

 O
n:
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-31-2020
15:22:30
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample ID
:

BPTPN
1

Initial Entry

5.b Sample ID

Date Location User Value Reason

Aug-31-2020
15:22:30
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BPTPN1

Initial Entry

5.c

Date Location User Value Reason

Aug-31-2020
15:22:39
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample ID
:

BPTPN
2

Initial Entry

5.c Sample ID

Date Location User Value Reason

Aug-31-2020
15:22:39
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BPTPN2

Initial Entry

09
01

77
e1

96
ae

3f
d3

\F
in

al
\F

in
al
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n:
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.d

Date Location User Value Reason

Aug-31-2020
15:22:46
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample I
D:

BPRL7
M

Initial Entry

5.d Sample ID

Date Location User Value Reason

Aug-31-2020
15:22:46
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BPRL7M

Initial Entry

5.e

Date Location User Value Reason

Aug-31-2020
15:22:53
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample ID
:

BPRL7
N

Initial Entry

09
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e1
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.e Sample ID

Date Location User Value Reason

Aug-31-2020
15:22:53
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BPRL7N

Initial Entry

09
01

77
e1

96
ae

3f
d3

\F
in

al
\F

in
al

 O
n:

 0
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-31-2020
15:04:39
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-31-2020
15:04:39
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-31-2020
15:23:04
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Aug-31-2020
15:04:39
(UTC-06:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
3f

d3
\F

in
al

\F
in

al
 O

n:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Central Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Aug-31-2020
15:04:39
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Date of Collection:

Aug/31/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-31-2020
15:23:04
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample ID
:

BP51L
F

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-31-2020
15:23:04
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BP51LF

Initial Entry

09
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3f
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-31-2020
16:09:21
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-31-2020
16:09:21
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-31-2020
16:09:21
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
e1

96
ae

3f
d3

\F
in

al
\F

in
al

 O
n:
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Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-31-2020
16:09:21
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Aug/31/2020 15:31

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-31-2020
16:09:21
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-31-2020
16:09:21
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Aug-31-2020
16:09:21
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

09
01

77
e1

96
ae

3f
d3

\F
in

al
\F

in
al
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Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-31-2020
16:09:21
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Aug-31-2020
16:09:21
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry

09
01

77
e1
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ae

3f
d3
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail
History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Aug-31-2020
15:04:45
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO - REACTOGENI
CITY E-DIARY NOT
COLLECTED FOR T
HIS SUBJECT

Initial Entry

09
01

77
e1

96
ae

3f
d3
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-21-2020
15:05:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Sep/21/2020

Initial Entry

09
01

77
e1

96
ae

3f
d3

\F
in

al
\F

in
al

 O
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Sep-21-2020
15:05:26
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Sep/21/2020

Initial Entry

2.a

Date Location User Value Reason

Sep-21-2020
15:05:26
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Record Iden
tifier::

1

Temperatur
e:

98.2

Temperatur
e Unit:

F

Temperatur
e Location::

FORE
HEAD

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Sep-21-2020
15:05:26
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
1

Initial Entry

09
01

77
e1

96
ae

3f
d3

\F
in

al
\F

in
al

 O
n:

 0
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Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.a Temperature:

Date Location User Value Reason

Sep-21-2020
15:05:26
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
98.2

Initial Entry

2.a Unit:

Date Location User Value Reason

Sep-21-2020
15:05:26
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
F

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Sep-21-2020
15:05:26
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
FOREHEAD

Initial Entry

09
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77
e1
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-21-2020
14:38:35
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-21-2020
14:38:35
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-21-2020
14:38:43
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Sep-21-2020
14:38:35
(UTC-06:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
3f

d3
\F

in
al
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n:
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Central Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Sep-21-2020
14:38:35
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
YES

Date of Collection:

Sep/21/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-21-2020
14:38:43
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample ID
:

BGK0Y
3

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-21-2020
14:38:43
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BGK0Y3

Initial Entry

09
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-21-2020
15:05:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-21-2020
15:05:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-21-2020
15:05:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
e1

96
ae

3f
d3

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
3 

(G
M

T
)

FDA-CBER-2021-5683-0133082



Page 109 of 124

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sep-21-2020
15:05:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Sep/21/2020 14:54

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-21-2020
15:05:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-21-2020
15:05:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Sep-21-2020
15:05:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

09
01

77
e1

96
ae

3f
d3

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
3 

(G
M

T
)

FDA-CBER-2021-5683-0133083



Page 110 of 124

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-21-2020
15:05:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Sep-21-2020
15:05:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-19-2020
15:02:22
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/19/2020

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-19-2020
15:36:54
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-19-2020
15:36:54
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-19-2020
15:37:00
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Oct-19-2020
15:36:54
(UTC-06:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Central Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Oct-19-2020
15:36:54
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
YES

Date of Collection:

Oct/19/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-19-2020
15:37:00
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample I
D:

BGL5B
M

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-19-2020
15:37:00
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BGL5BM

Initial Entry

5.b

Date Location User Value Reason09
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-19-2020
15:37:08
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample I
D:

BRZDB
V

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-19-2020
15:37:08
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BRZDBV

Initial Entry

5.c

Date Location User Value Reason

Oct-19-2020
15:37:18
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample I
D:

BRZDB
W

Initial Entry

5.c Sample ID

Date Location User Value Reason

Oct-19-2020
15:37:18
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BRZDBW

Initial Entry
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Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit
Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-19-2020
15:02:39
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/19/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-19-2020
15:02:39
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Oct-19-2020
15:02:39
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS - Audit Trail

Form Version: 22-Apr-2020 21:03 Form Status:

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Oct-19-2020
15:03:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000 Tiffany
Baum
(pfe.tbaum)

Form Created
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Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Oct-19-2020
15:03:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

2. Category:

Date Location User Value Reason

Oct-19-2020
15:03:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATIONS

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Oct-19-2020
15:03:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NO

Initial Entry

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic
name is unknown, enter the full trade or proprietary name. Include clarifying information in
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Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

the Medication text (e.g., Ingredient(s), route, use, formulation).

Date Location User Value Reason

Oct-19-2020
15:03:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Quadrivalent flu prop
hylaxis intramuscular
vaccine 0.5 ml once

Initial Entry

5. Date:

Date Location User Value Reason

Oct-19-2020
15:03:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/8/2020

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-08-2021
15:49:53
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tonya
Clausen
(pfe.tclausen)

Data Entry:
Jan/7/2021

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION -
eCRF Audit Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Jan-08-2021
15:50:28
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tonya
Clausen
(pfe.tclausen)

Data Entry:
Participant is willing
to return for Vaccinat
ion 3

Participant is:

eligible and NOT
confirmed to have
received only plac
ebo at Vaccination
1/2

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Jan-08-2021
15:49:40
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tonya
Clausen
(pfe.tclausen)

Data Entry:
Jan/7/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Jan-08-2021
15:49:40
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tonya
Clausen
(pfe.tclausen)

Data Entry:
ASSESS ELIGIBILI
TY FOR ADDITION
AL VACCINATION

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject Status

Date Location User Value Reason

Oct-19-2020
15:02:39
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Aug-31-2020
16:08:51
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDO
MIZED

Initial Entry

Aug-31-2020
15:01:36
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Oct-19-2020
15:02:39
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/19/2020

Initial Entry

Aug-31-2020
16:08:51

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/31/2020

Initial Entry
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Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-06:00)
Central Time (US
& Canada)

Aug-31-2020
15:01:36
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/31/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081152 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Casebook Signature

Date Location User Value Reason

Oct-19-2020
15:02:48
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Click Here to Enable

Initial Entry
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Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5,
STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response -
Protocol version

24 JUL 2020

2. Select appropriate response - What
cohort does the subject belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Sep/3/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Demography

1. Subject ID [10081184]

2. Birth Date: 1958

3. Sex: MALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): WHITE

6. Racial Designation:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/3/2020

2. Erroneous Visit
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable

09
01

77
e1

96
ae

3f
d4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
4 

(G
M

T
)

FDA-CBER-2021-5683-0133103



Page 6 of 146

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation/Death

Sep/3/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[High cholesterol]

Start Date: UNK/UNK/2019

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Thimerosal allergy]

Start Date: UNK/UNK/1974

Ongoing: YES

1.c Line/MH Number: [3]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Elevated PSA]

Start Date: UNK/UNK/2019

Ongoing: YES
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Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Sep/3/2020

2. Weight: [241.0]

3. Unit: LB

4. Height: [66.0]

5. Unit: in

6. Body Mass Index: [38.9]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [97.7]

Unit: F

Temperature Location: FOREHEAD
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition

1. Randomization Date : Sep/3/2020

2. Randomization Number: [251769]

3. Randomization Group: [ ]
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Sep/3/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPV0LL]

5.b Sample ID [BPV0LM]

5.c Sample ID [BPV0LN]

5.d Sample ID [BRTY0N]

5.e Sample ID [BRTY0P]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/3/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPTPR1]
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/3/2020 14:32

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS
SUBJECT
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Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/24/2020

2. Erroneous Visit
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Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Sep/24/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [97.2]

Unit: F

Temperature Location: FOREHEAD
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Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/24/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BGK140]
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Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/24/2020 10:57

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/22/2020

2. Erroneous Visit
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/22/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPZBHL]

5.b Sample ID [BRZDFS]

5.c Sample ID [BRZDFT]
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Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 20-Feb-2021 02:17 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom Started: //

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or Contacts:

Health Care Utilization Other

2. Other Type of Practitioner Specify: [ ]

Health Care Utilization

3. Has the subject been hospitalized
due to potential COVID-19 illness?
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Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

3. Toxicity Grade:
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Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: Unplanned - New Unscheduled Visit Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: Unplanned - New Unscheduled Visit Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Unplanned Assessments

1. Assessments
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Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation/Death
:

Oct/22/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Disposition - Follow-Up

1. Date of
Completion/Discontinuation/Death
:

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Form Version: 22-Apr-2020 21:02

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Category
AE Identif

ier
Adverse Ev

ent
Start Date

Is the Adverse Event Still O
ngoing

Form Instance

 1. ADVERSE EVE
NT 

1  Prostate can
cer 

Sep/30/2020 UNK:
UNK 

YES  Repeating
Pages
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Prostate cancer]

4. Start Date Time: Sep/30/2020 UNK:UNK

5. Is the adverse event still ongoing? YES

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

YES

Is this serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
NO

Did this serious event result in persistent or significant disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
YES

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[Unknown]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? YES

13. What was the outcome of this
adverse event?:

NOT RECOVERED/NOT RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[2020412053]
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Catego

ry
Medication Er

ror
Start Da

te
Is the medication error Still O

ngoing
Study Medication Errors

Action
Form Instance

 1.           Repeating
Pages

09
01

77
e1

96
ae

3f
d4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
4 

(G
M

T
)

FDA-CBER-2021-5683-0133135



Page 38 of 146

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment given?

8. Did the Medication Error cause the
subject to be discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Visit: Logs Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Version: 22-Apr-2020 21:03

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defin
ed Identifier

Category for
Medication

Concomitant Medica
tions Pre-specified

Name of Medication
Start
Date

Form Instan
ce

 1. 1  VACCINATI
ONS 

NO  Flucelvax influenza prophylaxis int
ramuscular vaccine 0.5 ml once 

Oct/19/
2020 

Repeating
Pages
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Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Concomitant Medications

1. What is the medication identifier? [1]

2. Category: VACCINATIONS

3. Concomitant Medications
Pre-specified:

NO

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

[Flucelvax influenza prophylaxis intramuscular vaccine 0.5 ml once]

5. Date: Oct/19/2020
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Visit: Logs Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defined I

dentifier
Category for Me

dication
Concomitant Medications

Pre-specified
Name of Medi

cation
Dose Descri

ption
Form Instanc

e

 1.           Repeating
Pages

09
01

77
e1

96
ae

3f
d4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
4 

(G
M

T
)

FDA-CBER-2021-5683-0133139



Page 42 of 146

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Visit: Logs Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Category
Treatment Ide

ntifier
Con Non-Drug Treatments

Pre-specified
Treatment

Start Da
te

Form Instanc
e

 1. RADIATION TH
ERAPY 

1  YES  RADIATION TREA
TMENT 

Feb/22/2
021 

Repeating
Pages
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Visit: Logs - Unscheduled Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Radiation Treatment

1. Category: RADIATION THERAPY

2. What is the treatment Identifier? [1]

3. Concomitant Non-drug Treatment
Pre-specified:

YES

4. Treatment: [RADIATION TREATMENT]

5. Start Date: Feb/22/2021

6. Ongoing? YES
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Transfusion Type Date of Transfusion Form Instance

 1.     Repeating Pages
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Visit: Logs - Unscheduled Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Visit: Unplanned Vaccination - Unscheduled Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?
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Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/11/2021

2. Erroneous Visit
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Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible per local/national recommendations and confirmed to have received
only placebo at Vaccination 1/2
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Visit: V101_VAX3 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/13/2021

2. Erroneous Visit
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Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. Consent Was: OBTAINED

Date Written Consent Obtained
Jan/13/2021
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Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. Date of
Completion/Discontinuation/Death
:

Jan/13/2021

2. Phase of Disposition: REPEAT SCREENING 1

3. Status: COMPLETED

4. Specify Status: [ ]
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Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Jan/13/2021

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRF5GB]

5.b Sample ID [BSCBGH]

5.c Sample ID [BSCBGJ]
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Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Jan/13/2021

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRF5FC]
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Visit: V101_VAX3 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Jan/13/2021 13:03

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was Observed 30 MINUTES

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Jan/11/2021

2. Primary Reason for Unblinding: ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Death Details

1. Date of Collection / Notification of
Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Visit: V102_VAX4 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/4/2021

2. Erroneous Visit
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Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Feb/4/2021

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRG1R4]
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Visit: V102_VAX4 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Feb/4/2021 12:20

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was Observed 30 MINUTES

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Visit: V103_MONTH1 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Mar/4/2021

2. Erroneous Visit
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Visit: V103_MONTH1 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Contact Outcome

1. Contact Type: TELEPHONE VISIT

2. Was contact made? YES

Date of Contact:
Mar/4/2021

3. Comments: [ ]
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Visit: V104_MONTH6 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V104_MONTH6 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: V105_MONTH18 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V105_MONTH18 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation/Death
:

Mar/4/2021

2. Phase of Disposition: OPEN LABEL TREATMENT

3. Status: COMPLETED

4. Specify Status: [ ]
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Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Oct/22/2020
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Timothy
Jennings 

Approved Mar-10-2021 20:06:42 (UTC-06:00) Central
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, TimothyJennings, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - Comments

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Sep-03-2020 13:54:30 (UTC-06:00) Central
Time (US & Canada)

Tiffany Baum
(pfe.tbaum)

Not Applicable
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Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION - Comments

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Jan-13-2021 13:14:34 (UTC-06:00) Central
Time (US & Canada)

Tiffany Baum
(pfe.tbaum)

Not Applicable
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Timothy
Jennings 

Approved Mar-10-2021 20:06:42 (UTC-06:00) Central
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, TimothyJennings, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Tiffany Baum  N/A Mar-04-2021 11:38:15 (UTC-06:00) Central
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Timothy
Jennings 

Approved Feb-21-2021 09:42:07 (UTC-06:00) Central
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, TimothyJennings, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Megan Felty  N/A Feb-04-2021 12:38:16 (UTC-06:00) Central
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Timothy
Jennings 

Approved Jan-21-2021 16:30:16 (UTC-06:00) Central
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, TimothyJennings, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Tiffany Baum  N/A Jan-12-2021 13:41:26 (UTC-06:00) Central
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Timothy
Jennings 

Approved Nov-03-2020 16:24:09 (UTC-06:00) Central
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, TimothyJennings, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Sep-03-2020 13:53:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Sep-03-2020 13:53:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Sep-03-2020 13:54:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
OBTAINED

Date Written Consent Obtained

Sep/3/2020

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject ID

Date Location User Value Reason

Sep-03-2020 13:53:33
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10081184

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Sep-03-2020 13:53:15
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1958

Enrollment Entry

3. Sex:

Date Location User Value Reason

Sep-03-2020 13:54:02
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
MALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Sep-03-2020 13:54:02
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NOT HISPANIC OR LATINO(A)
OR OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Sep-03-2020 13:54:02
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
WHITE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-03-2020 13:54:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Sep/3/2020

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Sep-03-2020 13:54:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Sep/3/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Sep-03-2020 13:54:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Sep-03-2020 13:54:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Sep-03-2020 14:05:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

1

Medical History T
erm:

High choleste
rol

Start Date: UNK/UNK/2
019

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Sep-03-2020 14:05:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-03-2020 14:05:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
High cholesterol

Initial Entry

1.a Start Date:

Date Location User Value Reason

Sep-03-2020 14:05:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
UNK/UNK/2019

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Sep-03-2020 14:05:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.b

Date Location User Value Reason

Sep-03-2020 14:06:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

2

Medical History
Term:

Thimerosal all
ergy

Start Date: UNK/UNK/19
74

Ongoing: YES

Initial Entry

1.b Line/MH Number:

Date Location User Value Reason

Sep-03-2020 14:06:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-03-2020 14:06:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Thimerosal allergy

Initial Entry

1.b Start Date:

Date Location User Value Reason

Sep-03-2020 14:06:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
UNK/UNK/1974

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Sep-03-2020 14:06:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Oct-26-2020 14:17:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

3

Medical History T
erm:

Elevated PSA

Start Date: UNK/UNK/2
019

Ongoing: YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.c Line/MH Number:

Date Location User Value Reason

Oct-26-2020 14:17:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Nov-02-2020 13:00:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Daria Madar
Jacobson
(pfe madard)

Query 1: Closed Response satisfies
query

Nov-02-2020 08:02:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Query 1: Answered No work up prior to
enrollment,
unknown at this
time if benign or
stable. Will update
term when Prostate
cancer is stage.

Nov-01-2020 02:21:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Daria Madar
Jacobson
(pfe madard)

Query 1: Reissued:Opened GPDCLIN: Please
clarify if any work
up was done prior
to enrollment to
conclude whether
benign or stable?
please update
medical history as
applicable or else,
please further
clarify.

Oct-27-2020 15:04:51
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Query 1: Answered please refer to AE

Oct-27-2020 15:02:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Daria Madar
Jacobson
(pfe madard)

Query 1: Opened GPDCLIN: Please
clarify the etiology
of elevated PSA
and if prostate
malignancy was
ruled out.

Oct-26-2020 14:17:01
(UTC-06:00) Central

ACV0PFEINFP6000  Tiffany
Baum

Data Entry:
Elevated PSA

Initial Entry09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) (pfe.tbaum)

1.c Start Date:

Date Location User Value Reason

Oct-26-2020 14:17:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
UNK/UNK/2019

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Oct-26-2020 14:17:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Sep-03-2020 14:04:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Sep/3/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Sep-03-2020 14:04:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
241.0

Initial Entry

3. Unit:

Date Location User Value Reason

Sep-03-2020 14:04:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
LB

Initial Entry

4. Height:

Date Location User Value Reason

Sep-03-2020 14:04:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
66.0

Initial Entry

5. Unit:

Date Location User Value Reason

Sep-03-2020 14:04:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
in

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Sep-03-2020 14:04:03
(UTC-06:00) Central

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
38.9

Initial Entry09
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Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada)

7.a

Date Location User Value Reason

Sep-03-2020 14:04:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Record Identifier:: 1

Temperature: 97.7

Temperature Unit: F

Temperature Locati
on::

FOREHE
AD

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Sep-03-2020 14:04:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Sep-03-2020 14:04:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
97.7

Initial Entry

7.a Unit:

Date Location User Value Reason

Sep-03-2020 14:04:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
F

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Sep-03-2020 14:04:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
FOREHEAD

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Randomization Date :

Date Location User Value Reason

Sep-03-2020 15:36:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Sep/3/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Sep-03-2020 15:36:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
251769

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-03-2020 13:55:09
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-03-2020 13:55:09
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-03-2020 15:36:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-03-2020 13:55:09
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-03-2020 13:55:09
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Date of Collection:

Sep/3/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-03-2020 15:36:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample ID: BPV0LL

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a Sample ID

Date Location User Value Reason

Sep-03-2020 15:36:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BPV0LL

Initial Entry

5.b

Date Location User Value Reason

Sep-03-2020 15:36:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample ID: BPV0LM

Initial Entry

5.b Sample ID

Date Location User Value Reason

Sep-03-2020 15:36:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BPV0LM

Initial Entry

5.c

Date Location User Value Reason

Sep-03-2020 15:36:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample ID: BPV0LN

Initial Entry

5.c Sample ID

Date Location User Value Reason

Sep-03-2020 15:36:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BPV0LN

Initial Entry

5.d

Date Location User Value Reason

Sep-03-2020 15:36:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample ID: BRTY0N

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.d Sample ID

Date Location User Value Reason

Sep-03-2020 15:36:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BRTY0N

Initial Entry

5.e

Date Location User Value Reason

Sep-03-2020 15:36:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample ID: BRTY0P

Initial Entry

5.e Sample ID

Date Location User Value Reason

Sep-03-2020 15:36:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BRTY0P

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-03-2020 13:55:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-03-2020 13:55:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-03-2020 15:37:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-03-2020 13:55:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-03-2020 13:55:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Date of Collection:

Sep/3/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-03-2020 15:37:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample ID: BPTPR1

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a Sample ID

Date Location User Value Reason

Sep-03-2020 15:37:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BPTPR1

Initial Entry

09
01

77
e1

96
ae

3f
d4

\F
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al
\F
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-03-2020 15:37:15
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-03-2020 15:37:15
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-03-2020 15:37:15
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Sep-03-2020 15:37:15
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Sep/3/2020 14:32

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-03-2020 15:37:15
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-03-2020 15:37:15
(UTC-06:00) Central

ACV0PFEINFP6000  Tiffany
Baum

Data Entry:
LEFT

Initial Entry09
01
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Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) (pfe.tbaum)

7. Route:

Date Location User Value Reason

Sep-03-2020 15:37:15
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-03-2020 15:37:15
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED O
BSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Sep-03-2020 15:37:15
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Sep-03-2020 13:56:09
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO - REACTOGENICITY E-DI
ARY NOT COLLECTED FOR T
HIS SUBJECT

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-24-2020 11:13:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Sep/24/2020

Initial Entry
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Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Sep-24-2020 11:13:41
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Sep/24/2020

Initial Entry

2.a

Date Location User Value Reason

Sep-24-2020 11:13:41
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Record Identifier:: 1

Temperature: 97.2

Temperature Unit: F

Temperature Locati
on::

FOREHE
AD

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Sep-24-2020 11:13:41
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Sep-24-2020 11:13:41
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
97.2

Initial Entry

2.a Unit:

Date Location User Value Reason

Sep-24-2020 11:13:41
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
F

Initial Entry

2.a Temperature Location:
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Sep-24-2020 11:13:41
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
FOREHEAD

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-24-2020 12:56:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-24-2020 12:56:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-24-2020 12:57:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-24-2020 12:56:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-24-2020 12:56:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
YES

Date of Collection:

Sep/24/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-24-2020 12:57:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample ID: BGK140

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a Sample ID

Date Location User Value Reason

Sep-24-2020 12:57:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BGK140

Initial Entry

09
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-24-2020 11:14:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-24-2020 11:14:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-24-2020 11:14:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Sep-24-2020 11:14:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Sep/24/2020 10:57

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-24-2020 11:14:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-24-2020 11:14:28
(UTC-06:00) Central

ACV0PFEINFP6000  Tiffany
Baum

Data Entry:
LEFT

Initial Entry09
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Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) (pfe.tbaum)

7. Route:

Date Location User Value Reason

Sep-24-2020 11:14:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-24-2020 11:14:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED O
BSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Sep-24-2020 11:14:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-22-2020 15:52:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/22/2020

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
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Back to Form

1. Data Origin

Date Location User Value Reason

Oct-22-2020 15:30:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-22-2020 15:30:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-22-2020 15:31:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-22-2020 15:30:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-22-2020 15:30:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
YES

Date of Collection:

Oct/22/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-22-2020 15:31:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample ID: BPZBHL

Initial Entry
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5.a Sample ID

Date Location User Value Reason

Oct-22-2020 15:31:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BPZBHL

Initial Entry

5.b

Date Location User Value Reason

Oct-22-2020 15:31:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample ID: BRZDFS

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-22-2020 15:31:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BRZDFS

Initial Entry

5.c

Date Location User Value Reason

Oct-22-2020 15:31:24
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample ID: BRZDFT

Initial Entry

5.c Sample ID

Date Location User Value Reason

Oct-22-2020 15:31:24
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BRZDFT

Initial Entry
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Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-22-2020 15:53:55
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/22/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-22-2020 15:53:55
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Oct-22-2020 15:53:55
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
COMPLETED

Initial Entry
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Back to Form

Date Location User Value Reason

Oct-22-2020 15:58:56
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Tiffany
Baum
(pfe.tbaum)

Form Created
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Back to Form

1. Category:

Date Location User Value Reason

Oct-22-2020 15:58:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Oct-22-2020 15:58:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Oct-22-2020 15:58:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Prostate cancer

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Oct-26-2020 14:43:15
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
Sep/30/2020 UNK:UNK

Transcription Error

Oct-22-2020 15:58:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/7/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Oct-22-2020 15:58:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:09
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Date Location User Value Reason

Oct-22-2020 15:58:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
2

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Oct-24-2020 08:43:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 2: Closed Response satisfies
query

Oct-23-2020 07:47:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Query 2: Answered SAE was faxed same
day

Oct-23-2020 06:30:39
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 2: Opened SAE
RECON:Prostate
cancer(Onset
date:07Oct2020) is
not reported to
Safety database but
marked serious on
AE CRF. Confirm
seriousness and
report to Pfizer
immediately. If this
event is not serious,
downgrade the event
on AE CRF

Oct-23-2020 06:29:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Deleted Query can be
addressed internally

Oct-22-2020 15:58:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE Prostate
cancer: Response to
"Is the adverse event
serious?" is 'Yes' but
"Serious Adverse
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Event Number" is
blank.

Oct-22-2020 15:58:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Is this serious event associated
with congenital anomaly or birt
h defect?

NO

Did this serious event result in
death?

NO

Did this serious event require or
prolong hospitalization?

NO

Did this serious event result in
persistent or significant disabilit
y/incapacity?

NO

Is this serious event life threate
ning?

NO

Other medically important serio
us event

YES

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Oct-22-2020 15:58:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:
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Date Location User Value Reason

Oct-22-2020 15:58:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NOT RELATED

If Not Related to study treatment
(s), this event is due to:

OTHER

If Other, specify:

Unknown

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Oct-22-2020 15:58:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Oct-22-2020 15:58:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Mar-09-2021 04:09:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Daria Madar
Jacobson
(pfe.madard)

Query 1: Closed Response satisfies
query

Mar-08-2021 12:50:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
YES

New Information

Mar-08-2021 07:56:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Query 1: Answered waiting on records
to update, as SAE
states, records
request submitted,
they have 90 days to
fulfill request, per
subject no details at
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this time

Mar-07-2021 15:15:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Daria Madar
Jacobson
(pfe.madard)

Query 1: Opened GPDCLIN: Please
confirm subject did
not receive any non
drug or concomitant
drug for his cancer.
If yes, please update
CRF as applicable
and send a FU SAE
report. In case a per
protocol prohibited
therapy was given,
please also update
PROHIB CM page.

Oct-22-2020 15:58:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Oct-22-2020 15:58:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NOT RECOVERED/NOT RESO
LVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Oct-22-2020 15:58:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Oct-24-2020 08:44:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020412053

Initial Entry
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Back to Form

Date Location User Value Reason

Oct-22-2020 16:00:25
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Tiffany
Baum
(pfe.tbaum)

Form Created
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Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Oct-22-2020 16:00:25
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

2. Category:

Date Location User Value Reason

Oct-22-2020 16:00:25
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATIONS

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Oct-22-2020 16:00:25
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NO

Initial Entry

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown,
enter the full trade or proprietary name. Include clarifying information in the Medication text (e.g., Ingredient(s), route,
use, formulation).

Date Location User Value Reason

Oct-23-2020
08:52:03
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query 1: C
losed

Discrepancy has
been closed.

Oct-23-2020
07:45:16
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: A
nswered

Transcription Error

Oct-23-2020
07:45:16

ACV0PFEINFP6000  Tiffany Baum
(pfe.tbaum)

Data Entr
y:

Transcription Error09
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(UTC-06:00)
Central Time
(US & Canada)

Flucelvax i
nfluenza pr
ophylaxis i
ntramuscul
ar vaccine
0.5 ml onc
e

Oct-23-2020
02:41:31
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query 1: O
pened

Clarify
FLUECELVAX
INFLUENZA
PROPHYLAXIS
INTRAMUSCULAR
VACCINE 0.5 ML
ONCE as
follows...Should the
spelling be
FLUCELVAX
INFLUENZA
PROPHYLAXIS
INTRAMUSCULAR
VACCINE 0.5 ML
ONCE? If so, update
the verbatim term as
such. Otherwise
clarify and update the
term as appropriate
or provide
reference/label.
Thank you.

Oct-22-2020
16:00:25
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Tiffany Baum
(pfe.tbaum)

Data Entr
y:
Fluecelvax
influenza p
rophylaxis
intramuscu
lar vaccine
0.5 ml onc
e

Initial Entry

5. Date:

Date Location User Value Reason

Oct-22-2020 16:00:25 ACV0PFEINFP6000  Tiffany Data Entry: Initial Entry
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(UTC-06:00) Central
Time (US & Canada)

Baum
(pfe.tbaum)

Oct/19/2020
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Back to Form

Date Location User Value Reason

Mar-08-2021 12:49:26
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Ann Patek
(pfe.apatek)

Form Created
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category:

Date Location User Value Reason

Mar-08-2021 12:49:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
RADIATION THERAPY

Initial Entry

2. What is the treatment Identifier?

Date Location User Value Reason

Mar-08-2021 12:49:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Concomitant Non-drug Treatment Pre-specified:

Date Location User Value Reason

Mar-08-2021 12:49:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
YES

Initial Entry

4. Treatment:

Date Location User Value Reason

Mar-08-2021 12:49:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
RADIATION TREATMENT

Initial Entry

5. Start Date:

Date Location User Value Reason

Mar-08-2021 12:49:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
Feb/22/2021

Initial Entry

6. Ongoing?

Date Location User Value Reason

Mar-08-2021 12:49:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-12-2021 13:41:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Jan/11/2021

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Jan-12-2021 13:41:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Participant is willing to return for
Vaccination 3

Participant is:

eligible per local/national reco
mmendations and confirmed to
have received only placebo at
Vaccination 1/2

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-13-2021 13:14:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Jan/13/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Jan-13-2021 13:14:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
OBTAINED

Date Written Consent Obtained

Jan/13/2021

Initial Entry

09
01

77
e1

96
ae

3f
d4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
4 

(G
M

T
)

FDA-CBER-2021-5683-0133226



Page 129 of 146

***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION
- eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Jan-13-2021 13:14:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Jan/13/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Jan-13-2021 13:14:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
REPEAT SCREENING 1

Initial Entry

3. Status:

Date Location User Value Reason

Jan-13-2021 13:14:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-13-2021 15:05:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-13-2021 15:05:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-13-2021 15:05:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Jan-13-2021 15:05:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Jan-13-2021 15:05:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
YES

Date of Collection:

Jan/13/2021

Initial Entry

5.a

Date Location User Value Reason

Jan-13-2021 15:05:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
Sample ID: BRF5GB

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a Sample ID

Date Location User Value Reason

Jan-13-2021 15:05:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
BRF5GB

Initial Entry

5.b

Date Location User Value Reason

Jan-13-2021 15:05:37
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
Sample ID: BSCBGH

Initial Entry

5.b Sample ID

Date Location User Value Reason

Jan-13-2021 15:05:37
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
BSCBGH

Initial Entry

5.c

Date Location User Value Reason

Jan-13-2021 15:05:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
Sample ID: BSCBGJ

Initial Entry

5.c Sample ID

Date Location User Value Reason

Jan-13-2021 15:05:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
BSCBGJ

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-13-2021 14:25:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-13-2021 14:25:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-13-2021 14:25:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Jan-13-2021 14:25:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Jan-13-2021 14:25:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
YES

Date of Collection:

Jan/13/2021

Initial Entry

5.a

Date Location User Value Reason

Jan-13-2021 14:25:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
Sample ID: BRF5FC

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a Sample ID

Date Location User Value Reason

Jan-13-2021 14:25:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
BRF5FC

Initial Entry

09
01
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e1

96
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3f
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Jan-13-2021 14:15:15
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Jan-13-2021 14:15:15
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Jan-13-2021 14:15:15
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Jan-13-2021 14:15:15
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Jan/13/2021 13:03

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Jan-13-2021 14:15:15
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Jan-13-2021 14:15:15
(UTC-06:00) Central

ACV0PFEINFP6000  Tiffany
Baum

Data Entry:
LEFT

Initial Entry09
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) (pfe.tbaum)

7. Route:

Date Location User Value Reason

Jan-13-2021 14:15:15
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Jan-13-2021 14:15:15
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Jan-13-2021 14:15:15
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Jan-13-2021 14:15:15
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Jan-13-2021 14:15:15
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Jan-12-2021 13:41:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Jan/11/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Jan-12-2021 13:41:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
ASSESS ELIGIBILITY FOR AD
DITIONAL VACCINATION

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-04-2021 12:57:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Feb/4/2021

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-04-2021 12:38:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-04-2021 12:38:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-04-2021 12:39:25
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Feb-04-2021 12:38:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Feb-04-2021 12:38:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
YES

Date of Collection:

Feb/4/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-04-2021 12:39:25
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
Sample ID: BRG1R4

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a Sample ID

Date Location User Value Reason

Feb-04-2021 12:39:25
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
BRG1R4

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Feb-04-2021 12:57:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Feb-04-2021 12:57:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Feb-04-2021 12:57:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Feb-04-2021 12:57:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Feb/4/2021 12:20

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Feb-04-2021 12:57:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Feb-04-2021 12:57:20
(UTC-06:00) Central

ACV0PFEINFP6000  Tiffany
Baum

Data Entry:
LEFT

Initial Entry09
01

77
e1

96
ae

3f
d4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
4 

(G
M

T
)

FDA-CBER-2021-5683-0133238



Page 141 of 146

***Confidential***

Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) (pfe.tbaum)

7. Route:

Date Location User Value Reason

Feb-04-2021 12:57:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Feb-04-2021 12:57:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Feb-04-2021 12:57:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Feb-04-2021 12:57:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Feb-04-2021 12:57:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V103_MONTH1 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-04-2021 11:38:15
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Mar/4/2021

Initial Entry
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Header Text: c4591001

Visit: V103_MONTH1 Form: CONTACT OUTCOME - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Contact Type:

Date Location User Value Reason

Mar-04-2021 11:38:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
TELEPHONE VISIT

Initial Entry

2. Was contact made?

Date Location User Value Reason

Mar-04-2021 11:38:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Date of Contact:

Mar/4/2021

Initial Entry

09
01

77
e1

96
ae

3f
d4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
4 

(G
M

T
)

FDA-CBER-2021-5683-0133241



Page 144 of 146

***Confidential***

 

Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Mar-05-2021
03:10:10
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Clo
sed

Auto closed by
Validation Check:
VC_DS001_21

Mar-04-2021
18:15:35
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW7602076;Status
on the Disposition -
Treatment form is
COMPLETED, but
Date is different than
Visit 3 Date. Please
review and update as
appropriate.

Mar-04-2021
11:39:26
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Tiffany Baum
(pfe.tbaum)

Data
Entry
:
Mar/4
/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Mar-04-2021 11:39:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
OPEN LABEL TREATMENT

Initial Entry

3. Status:

Date Location User Value Reason

Mar-04-2021 11:39:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
COMPLETED

Initial Entry

09
01

77
e1

96
ae

3f
d4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
4 

(G
M

T
)

FDA-CBER-2021-5683-0133242



Page 145 of 146

***Confidential***

 

Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject Status

Date Location User Value Reason

Oct-22-2020 15:53:55
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Sep-03-2020 15:36:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Sep-03-2020 13:54:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Oct-22-2020 15:53:55
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/22/2020

Initial Entry

Sep-03-2020 15:36:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sep/3/2020

Initial Entry

Sep-03-2020 13:54:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sep/3/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081184 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Casebook Signature

Date Location User Value Reason

Oct-22-2020 15:55:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Click Here to Enable

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per
protocol amendment 5, STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response
- Protocol version

08 SEP 2020

2. Select appropriate response
- What cohort does the
subject belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Sep/15/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Demography

1. Subject ID [10081337]

2. Birth Date: 1981

3. Sex: FEMALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that
apply):

WHITE

6. Racial Designation:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/15/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Sep/15/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Seasonal allergies]

Start Date: UNK/UNK/2000

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Gastroesophageal reflux disease]

Start Date: UNK/UNK/2000

Ongoing: YES

1.c Line/MH Number: [3]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Hypertension]

Start Date: UNK/UNK/2019

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.d Line/MH Number: [4]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Generalized anxiety disorder]

Start Date: UNK/UNK/2010

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: HIV STATUS

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

HIV Status

1. Select appropriate response
- What is the subject HIV
status?

The subject is NOT known to be HIV POSITIVE
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 15-Sep-2020 21:56 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Sep/15/2020

2. Weight: [174.6]

3. Unit: LB

4. Height: [64.0]

5. Unit: in

6. Body Mass Index: [30.0]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [97.4]

Unit: F

Temperature Location: FOREHEAD
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Sep/15/2020

4. Laboratory Name and
Address (Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition

1. Randomization Date : Sep/15/2020

2. Randomization Number: [90313]

3. Randomization Group: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Sep/15/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPTR2N]

5.b Sample ID [BPRLF7]

5.c Sample ID [BPRLF8]
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SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/15/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPTR5P]
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/15/2020 11:36

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response
- Reactogenicity diary
collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR
THIS SUBJECT
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Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/6/2020

2. Erroneous Visit
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Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Oct/6/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [97.6]

Unit: F

Temperature Location: FOREHEAD
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Oct/6/2020

4. Laboratory Name and
Address (Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Oct/6/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BGL568]
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Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Oct/6/2020 09:10

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/3/2020

2. Erroneous Visit
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Nov/3/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPZ8KV]

5.b Sample ID [BRZD6C]

5.c Sample ID [BRZD6D]
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Visit: V4_MONTH6_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: V5_MONTH12_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V5_MONTH12_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: V6_MONTH24_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V6_MONTH24_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19

Form Version: 20-Feb-2021 02:17 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom
Started:

//

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]

Health Care Utilization

3. Has the subject been
hospitalized due to potential
COVID-19 illness?
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained
for Potential COVID-19
Illness?

3. Toxicity Grade:
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Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_REPEAT_SWAB
- New Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Visit: POT_COVID_REPEAT_SWAB
- New Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT
SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Unplanned Assessments

1. Assessments
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Category
AE Ide
ntifier

Adverse Event Start Date
Is the Adverse Eve

nt Still Ongoing
Form Instan

ce

 1. ADVERS
E EVENT
 

1  Injection site pain  Sep/16/2020
UNK:UNK 

NO
End Date Time:

Sep/17/2020 UN
K:UNK

 

Repeating
Pages

 2. ADVERS
E EVENT
 

2  Injection site pain  Oct/7/2020
UNK:UNK 

NO
End Date Time:

Oct/8/2020 UN
K:UNK

 

Repeating
Pages

 3. ADVERS
E EVENT
 

3  Body aches  Oct/7/2020
UNK:UNK 

NO
End Date Time:

Oct/9/2020 UN
K:UNK

 

Repeating
Pages

 4. ADVERS
E EVENT
 

4  EXPOSURE DURI
NG PREGNANCY
 

Dec/23/2020
UNK:UNK 

YES  Repeating
Pages
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[Injection site pain]

4. Start Date Time: Sep/16/2020 UNK:UNK

5. Is the adverse event still
ongoing?

NO

End Date Time:
Sep/17/2020 UNK:UNK

6. Toxicity Grade: 1
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

NO

12. Was a Non-Drug Treatment
given?

NO09
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]

09
01

77
e1

96
ae

3f
d5

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
4 

(G
M

T
)

FDA-CBER-2021-5683-0133289



Page 46 of 182

***Confidential***

 

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[Injection site pain]

4. Start Date Time: Oct/7/2020 UNK:UNK

5. Is the adverse event still
ongoing?

NO

End Date Time:
Oct/8/2020 UNK:UNK

6. Toxicity Grade: 1
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

NO

12. Was a Non-Drug Treatment
given?

NO09
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [3]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[Body aches]

4. Start Date Time: Oct/7/2020 UNK:UNK

5. Is the adverse event still
ongoing?

NO

End Date Time:
Oct/9/2020 UNK:UNK

6. Toxicity Grade: 1
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

NO

12. Was a Non-Drug Treatment
given?

NO09
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [4]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[EXPOSURE DURING PREGNANCY]

4. Start Date Time: Dec/23/2020 UNK:UNK

5. Is the adverse event still
ongoing?

YES

6. Toxicity Grade: Not Applicable Comments
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is
due to:
OTHER

If Other, specify:
[positive pregnancy test]

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE
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Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

11. Was a Concomitant
Medication given?

NO

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of
this adverse event?:

UNKNOWN

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Categ

ory
Medicatio
n Error

Start
Date

Is the medication erro
r Still Ongoing

Study Medication
Errors Action

Form Instan
ce

 1.           Repeating
Pages
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with
Study Treatment:

6. Was a Concomitant
Medication given?

7. Was a Non-Drug Treatment
given?

8. Did the Medication Error
cause the subject to be
discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-D
efined Ide

ntifier

Category f
or Medica

tion

Concomitant M
edications Pre-s

pecified
Name of Medication

Start
Date

Form Insta
nce

 1. 1  VACCINA
TIONS 

NO  Quadrivalent flu vaccine
prophylaxis intramuscula
r 0.5 ml once 

Oct/2
1/202
0 

Repeating
Pages
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Concomitant Medications

1. What is the medication
identifier?

[1]

2. Category: VACCINATIONS

3. Concomitant Medications
Pre-specified:

NO

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[Quadrivalent flu vaccine prophylaxis intramuscular 0.5 ml
once]

5. Date: Oct/21/2020
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PROHIBITED

Form Version: 22-Apr-2020 21:03

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defi
ned Identifier

Category for
Medication

Concomitant Medic
ations Pre-specified

Name of
Medicatio

n

Dose Des
cription

Form Instan
ce

 1.           Repeating
Pages
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Form Version: 22-Apr-2020 21:02

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Categ

ory
Treatment Ide

ntifier
Con Non-Drug Treatments

Pre-specified
Treatm

ent
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment
Identifier?

[ ]

3. Concomitant Non-drug
Treatment Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Header Text: c4591001

Visit: Logs Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Transfusion Type Date of Transfusion Form Instance

 1.     Repeating Pages
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Visit: Logs - Unscheduled Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Nov/3/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Visit: Unplanned Vaccination -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

09
01

77
e1

96
ae

3f
d5

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
4 

(G
M

T
)

FDA-CBER-2021-5683-0133310



Page 67 of 182

***Confidential***

 

Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and
Address (Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Visit: Unplanned Vaccination -
Unscheduled

Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vaccination

1. Was there a temporary
delay of vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?
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Visit: Unplanned Vaccination -
Unscheduled

Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: Unplanned Vaccination -
Unscheduled

Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: INFORMED CONSENT - ASYMPTOMATIC
SURVEILLANCE

Form Version: 14-Jan-2021 02:29 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Informed Consent - Asymptomatic Surveillance

1. Consent Was:
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Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/15/2021

2. Erroneous Visit
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Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response
- Is participant willing to
return for Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible and NOT confirmed to have received only placebo at
Vaccination 1/2
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Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Jan/15/2021

2. Primary Reason for
Unblinding:

ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Withdrawal Of Consent

1. Withdrawal of Consent
Date :

//
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Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Death Details

1. Date of Collection /
Notification of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Nov/3/2020
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Timothy
Jennings 

Approved Feb-22-2021 17:46:30 (UTC-06:00)
Central Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, TimothyJennings, verify that all case report form pages
accurately display the results of the examinations, tests, evaluations and treatments performed on
this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA -
Comments

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Sep-17-2020 08:17:52 (UTC-06:00)
Central Time (US & Canada)

Tiffany
Baum
(pfe.tbaum)

Not Applicable
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Comments

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

6 Jan-29-2021 14:23:40 (UTC-06:00)
Central Time (US & Canada)

Ann Patek
(pfe.apatek)

Not Applicable
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Timothy
Jennings 

Approved Feb-22-2021 17:46:30 (UTC-06:00)
Central Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, TimothyJennings, verify that all case report form pages
accurately display the results of the examinations, tests, evaluations and treatments performed on
this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Ann Patek  N/A Feb-22-2021 13:22:25 (UTC-06:00)
Central Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Timothy
Jennings 

Approved Feb-01-2021 17:25:59 (UTC-06:00)
Central Time (US & Canada)

BOOK Signed
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, TimothyJennings, verify that all case report form pages
accurately display the results of the examinations, tests, evaluations and treatments performed on
this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Tiffany
Baum 

N/A Jan-29-2021 08:30:52 (UTC-06:00)
Central Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Timothy
Jennings 

Approved Jan-22-2021 09:22:58 (UTC-06:00)
Central Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, TimothyJennings, verify that all case report form pages
accurately display the results of the examinations, tests, evaluations and treatments performed on
this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sherri
Pangburn 

N/A Jan-22-2021 08:12:42 (UTC-06:00)
Central Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Timothy
Jennings 

Approved Nov-09-2020 16:52:51 (UTC-06:00)
Central Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, TimothyJennings, verify that all case report form pages
accurately display the results of the examinations, tests, evaluations and treatments performed on
this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Sep-17-2020
08:17:23
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
08 SEP 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Sep-17-2020
08:17:23
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Sep-17-2020
08:49:59
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto
Query

Sep-17-2020
08:49:59
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
OBTAINED

Date Written Cons
ent Obtained

Sep/15/2020

Transcription
Error

Sep-17-2020
08:17:46
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Date Informed
Consent
Obtained is not
the same as the
Date of Visit.
Please correct
as necessary.

Sep-17-2020
08:17:30
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
OBTAINED

Date Written Cons
ent Obtained

Sep/13/2020

Initial Entry
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Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject ID

Date Location User Value Reason

Sep-17-2020
08:17:17
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10081337

Item copied
from previous
form

2. Birth Date:

Date Location User Value Reason

Sep-17-2020
08:17:11
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1981

Enrollment
Entry

3. Sex:

Date Location User Value Reason

Sep-17-2020
08:17:38
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason09
01

77
e1

96
ae

3f
d5

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
4 

(G
M

T
)

(b) (6)

FDA-CBER-2021-5683-0133336



Page 93 of 182

***Confidential***

Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sep-17-2020
08:17:38
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NOT HISPANIC OR
LATINO(A) OR OF S
PANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Sep-17-2020
08:17:38
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
WHITE

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-17-2020
08:17:46
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Sep/15/2020

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Sep-17-2020
08:18:04
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Sep/15/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Sep-17-2020
08:18:04
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Sep-17-2020
08:18:04
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
COMPLETED

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Sep-17-2020
08:19:46
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

1

Medical Hi
story Term:

Seasonal
allergies

Start Date: UNK/U
NK/2000

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Sep-17-2020
08:19:46
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-17-2020
08:19:46
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Seasonal allergies

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.a Start Date:

Date Location User Value Reason

Sep-17-2020
08:19:46
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
UNK/UNK/2000

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Sep-17-2020
08:19:46
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry

1.b

Date Location User Value Reason

Sep-17-2020
08:20:05
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

2

Medical
History
Term:

Gastroesop
hageal reflu
x disease

Start Dat
e:

UNK/UNK/
2000

Ongoing
:

YES

Initial Entry
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Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.b Line/MH Number:

Date Location User Value Reason

Sep-17-2020
08:20:05
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-17-2020
08:20:05
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Gastroesophageal refl
ux disease

Initial Entry

1.b Start Date:

Date Location User Value Reason

Sep-17-2020
08:20:05
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
UNK/UNK/2000

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Sep-17-2020
08:20:05

ACV0PFEINFP6000  Tiffany
Baum

Data Entry:
YES

Initial Entry09
01

77
e1
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Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-06:00)
Central Time (US
& Canada)

(pfe.tbaum)

1.c

Date Location User Value Reason

Sep-17-2020
08:20:18
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

3

Medical His
tory Term:

Hyperte
nsion

Start Date: UNK/U
NK/201
9

Ongoing: YES

Initial Entry
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Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.c Line/MH Number:

Date Location User Value Reason

Sep-17-2020
08:20:18
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-17-2020
08:20:18
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Hypertension

Initial Entry

1.c Start Date:

Date Location User Value Reason

Sep-17-2020
08:20:18
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
UNK/UNK/2019

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Sep-17-2020
08:20:18

ACV0PFEINFP6000  Tiffany
Baum

Data Entry:
YES

Initial Entry09
01
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-06:00)
Central Time (US
& Canada)

(pfe.tbaum)

1.d

Date Location User Value Reason

Sep-17-2020
08:20:40
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

4

Medical
History T
erm:

Generalize
d anxiety d
isorder

Start Dat
e:

UNK/UNK
/2010

Ongoing: YES

Initial Entry
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.d Line/MH Number:

Date Location User Value Reason

Sep-17-2020
08:20:40
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-17-2020
08:20:40
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Generalized anxiety di
sorder

Initial Entry

1.d Start Date:

Date Location User Value Reason

Sep-17-2020
08:20:40
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
UNK/UNK/2010

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Sep-17-2020
08:20:40

ACV0PFEINFP6000  Tiffany
Baum

Data Entry:
YES

Initial Entry09
01

77
e1

96
ae
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\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
4 

(G
M

T
)

FDA-CBER-2021-5683-0133346



Page 103 of 182

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
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(UTC-06:00)
Central Time (US
& Canada)

(pfe.tbaum)
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - What is the subject HIV status?

Date Location User Value Reason

Sep-17-2020
08:18:56
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
The subject is NOT kn
own to be HIV POSIT
IVE

Initial Entry
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Sep-17-2020
08:19:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Sep/15/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Sep-17-2020
08:19:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
174.6

Initial Entry

3. Unit:

Date Location User Value Reason

Sep-17-2020
08:19:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
LB

Initial Entry

4. Height:

Date Location User Value Reason
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Sep-17-2020
08:19:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
64.0

Initial Entry

5. Unit:

Date Location User Value Reason

Sep-17-2020
08:19:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
in

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Sep-17-2020
08:19:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

7.a

Date Location User Value Reason

Sep-17-2020
08:19:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Record Iden
tifier::

1

Temperatur
e:

97.4

Initial Entry

09
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e1
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3f
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\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
4 

(G
M

T
)

FDA-CBER-2021-5683-0133350



Page 107 of 182

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:56 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Temperatur
e Unit:

F

Temperatur
e Location::

FORE
HEAD

7.a Record Identifier:

Date Location User Value Reason

Sep-17-2020
08:19:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Sep-17-2020
08:19:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
97.4

Initial Entry

7.a Unit:

Date Location User Value Reason

Sep-17-2020
08:19:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
F

Initial Entry

09
01

77
e1

96
ae

3f
d5

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
4 

(G
M

T
)

FDA-CBER-2021-5683-0133351



Page 108 of 182

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:56 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7.a Temperature Location:

Date Location User Value Reason

Sep-17-2020
08:19:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
FOREHEAD

Initial Entry
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Back to Form

1. Lab Panel:

Date Location User Value Reason

Sep-17-2020
08:19:23
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Sep-17-2020
08:19:23
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Sep-17-2020
08:19:23
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Sep/15/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason
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Sep-17-2020
08:19:23
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Sep-17-2020
08:19:23
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Sep-17-2020
08:19:23
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

113

Test:: Choriogon
adotropin
Beta_PX11
3

Result:: NEGATIV
E

Not Done
::

Initial Entry

6.a Sponsor ID:
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Date Location User Value Reason

Sep-17-2020
08:19:23
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Sep-17-2020
08:19:23
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Choriogonadotropin B
eta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Sep-17-2020
08:19:23
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NEGATIVE

Initial Entry
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Back to Form

1. Randomization Date :

Date Location User Value Reason

Sep-17-2020
08:18:18
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Sep/15/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Sep-17-2020
08:18:18
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
90313

Initial Entry
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Back to Form

1. Data Origin

Date Location User Value Reason

Sep-17-2020
08:36:52
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-17-2020
08:36:52
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-17-2020
08:37:00
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Sep-17-2020
08:36:52
(UTC-06:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77
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96

ae
3f
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\F
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Central Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Sep-17-2020
08:36:52
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
YES

Date of Collection:

Sep/15/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-17-2020
08:37:00
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample ID
:

BPTR2
N

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-17-2020
08:37:00
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BPTR2N

Initial Entry

5.b

Date Location User Value Reason09
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Sep-17-2020
08:37:08
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample ID
:

BPRLF
7

Initial Entry

5.b Sample ID

Date Location User Value Reason

Sep-17-2020
08:37:08
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BPRLF7

Initial Entry

5.c

Date Location User Value Reason

Sep-17-2020
08:37:16
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample ID
:

BPRLF
8

Initial Entry

5.c Sample ID

Date Location User Value Reason

Sep-17-2020
08:37:16
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BPRLF8

Initial Entry
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Back to Form

1. Data Origin

Date Location User Value Reason

Sep-17-2020
08:37:26
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-17-2020
08:37:26
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-17-2020
08:37:35
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Sep-17-2020
08:37:26
(UTC-06:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09
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Central Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Sep-17-2020
08:37:26
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
YES

Date of Collection:

Sep/15/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-17-2020
08:37:35
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample ID
:

BPTR5
P

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-17-2020
08:37:35
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BPTR5P

Initial Entry
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Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-17-2020
08:18:38
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-17-2020
08:18:38
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-17-2020
08:18:38
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
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Sep-17-2020
08:18:38
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Sep/15/2020 11:36

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-17-2020
08:18:38
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-17-2020
08:18:38
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Sep-17-2020
08:18:38
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-17-2020
08:18:38
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Sep-17-2020
08:18:38
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry
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Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Sep-17-2020
08:18:43
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO - REACTOGENI
CITY E-DIARY NOT
COLLECTED FOR T
HIS SUBJECT

Initial Entry

09
01
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e1
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3f
d5
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Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-06-2020
09:59:58
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/6/2020

Initial Entry

09
01

77
e1

96
ae

3f
d5

\F
in

al
\F

in
al

 O
n:
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Oct-06-2020
10:00:19
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/6/2020

Initial Entry

2.a

Date Location User Value Reason

Oct-06-2020
10:00:19
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Record Iden
tifier::

1

Temperatur
e:

97.6

Temperatur
e Unit:

F

Temperatur
e Location::

FORE
HEAD

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Oct-06-2020
10:00:19
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
1

Initial Entry

09
01

77
e1

96
ae

3f
d5

\F
in

al
\F

in
al

 O
n:
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.a Temperature:

Date Location User Value Reason

Oct-06-2020
10:00:19
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
97.6

Initial Entry

2.a Unit:

Date Location User Value Reason

Oct-06-2020
10:00:19
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
F

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Oct-06-2020
10:00:19
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
FOREHEAD

Initial Entry

09
01

77
e1
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3f
d5
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Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Oct-06-2020
10:00:28
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Oct-06-2020
10:00:28
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Oct-06-2020
10:00:28
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/6/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-06-2020
10:00:28
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Oct-06-2020
10:00:28
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Oct-06-2020
10:00:28
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

113

Test:: Choriogon
adotropin
Beta_PX11
3

Result:: NEGATIV
E

Not Done
::

Initial Entry

6.a Sponsor ID:
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eCRF Audit Trail History

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Oct-06-2020
10:00:28
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Oct-06-2020
10:00:28
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Choriogonadotropin B
eta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Oct-06-2020
10:00:28
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NEGATIVE

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-06-2020
13:08:01
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-06-2020
13:08:01
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-06-2020
13:08:09
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Oct-06-2020
13:08:01
(UTC-06:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
3f

d5
\F

in
al
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n:
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Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Central Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Oct-06-2020
13:08:01
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
YES

Date of Collection:

Oct/6/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-06-2020
13:08:09
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample ID
:

BGL56
8

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-06-2020
13:08:09
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BGL568

Initial Entry
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Oct-06-2020
10:00:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Oct-06-2020
10:00:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Oct-06-2020
10:00:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-06-2020
10:00:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/6/2020 09:10

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Oct-06-2020
10:00:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Oct-06-2020
10:00:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Oct-06-2020
10:00:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

10. Timeframe Subject Was Observed

Date Location User Value Reason

Oct-06-2020
10:00:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Oct-06-2020
10:00:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-03-2020
10:00:32
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Nov/3/2020

Initial Entry
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IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-03-2020
11:37:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-03-2020
11:37:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-03-2020
11:38:05
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Nov-03-2020
11:37:50
(UTC-06:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

'Sample
Collected?' is
Yes, however09
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Central Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Nov-03-2020
11:37:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
YES

Date of Collectio
n:

Nov/3/2020

Initial Entry

5.a

Date Location User Value Reason

Nov-03-2020
11:38:05
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
Sample I
D:

BPZ8K
V

Initial Entry

5.a Sample ID

Date Location User Value Reason

Nov-03-2020
11:38:05
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
BPZ8KV

Initial Entry

5.b
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Nov-03-2020
11:38:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
Sample I
D:

BRZD6
C

Initial Entry

5.b Sample ID

Date Location User Value Reason

Nov-03-2020
11:38:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
BRZD6C

Initial Entry

5.c

Date Location User Value Reason

Nov-03-2020
11:38:25
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
Sample I
D:

BRZD6
D

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c Sample ID

Date Location User Value Reason

Nov-03-2020
11:38:25
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
BRZD6D

Initial Entry
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Back to Form
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1. Category:

Date Location User Value Reason

Nov-03-2020
10:03:07
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Nov-03-2020
10:03:07
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Nov-03-2020
10:03:07
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Injection site pain

Initial Entry

4. Start Date Time:
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Nov-03-2020
10:03:07
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Sep/16/2020 UNK:U
NK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Nov-03-2020
10:03:07
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

End Date Time:

Sep/17/2020 UNK:
UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Nov-03-2020
10:03:07
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).
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Date Location User Value Reason

Nov-03-2020
10:03:07
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Nov-03-2020
10:03:07
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Nov-03-2020
10:03:07
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Nov-03-2020
10:03:07
(UTC-06:00)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NOT APPLICABLE

Initial Entry

09
01

77
e1

96
ae

3f
d5

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
4 

(G
M

T
)

FDA-CBER-2021-5683-0133388



Page 145 of 182

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Central Time (US
& Canada)

11. Was a Concomitant Medication given?

Date Location User Value Reason

Nov-03-2020
10:03:07
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Nov-03-2020
10:03:07
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Nov-03-2020
10:03:07
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
RECOVERED/RESO
LVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?
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Date Location User Value Reason

Nov-03-2020
10:03:07
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Nov-03-2020
10:03:47
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Nov-03-2020
10:03:47
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Nov-03-2020
10:03:47
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Injection site pain

Initial Entry

4. Start Date Time:09
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Date Location User Value Reason

Nov-03-2020
10:03:47
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/7/2020 UNK:UN
K

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Nov-03-2020
10:03:47
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

End Date Time:

Oct/8/2020 UNK:
UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Nov-03-2020
10:03:47
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important09
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medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Nov-03-2020
10:03:47
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Nov-03-2020
10:03:47
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Nov-03-2020
10:03:47
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:
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Nov-03-2020
10:03:47
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Nov-03-2020
10:03:47
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Nov-03-2020
10:03:47
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Nov-03-2020
10:03:47
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
RECOVERED/RESO
LVED

Initial Entry
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14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Nov-03-2020
10:03:47
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Nov-03-2020
10:04:33
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Nov-03-2020
10:04:33
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Nov-03-2020
10:04:33
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Body aches

Initial Entry

4. Start Date Time:09
01

77
e1

96
ae

3f
d5

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
4 

(G
M

T
)

FDA-CBER-2021-5683-0133396



Page 153 of 182

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Nov-03-2020
10:04:33
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/7/2020 UNK:UN
K

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Nov-03-2020
10:04:33
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

End Date Time:

Oct/9/2020 UNK:
UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Nov-03-2020
10:04:33
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important09
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medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Nov-03-2020
10:04:33
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Nov-03-2020
10:04:33
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Nov-03-2020
10:04:33
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason09
01

77
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ae
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Nov-03-2020
10:04:33
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Nov-03-2020
10:04:33
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Nov-03-2020
10:04:33
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Nov-03-2020
10:04:33
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
RECOVERED/RESO
LVED

Initial Entry
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14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Nov-03-2020
10:04:33
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Jan-29-2021
08:30:52
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Jan-29-2021
08:30:52
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-03-2021
18:02:38
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Closed Response
satisfies query

Feb-01-2021
15:20:53

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Query 2: Answer
ed

SAE AND PG
FORM HAVE09

01
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(UTC-06:00)
Central Time
(US & Canada)

BEEN
UPDATED AND
RESUBMITTED
PER SAFETY
REQUEST

Feb-01-2021
15:10:02
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Query closed;
will follow for
requested event
term update.

Feb-01-2021
15:09:19
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Reissue
d:Opened

Clinical Please
submit a PG
safety update
w(#2021077774)
with
contraceptive
method being
used, and
obstetrical
history (gravida
?) on PG report
form

Feb-01-2021
13:33:30
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answer
ed

UPDATED
TERM PER
SAFETY
REQUEST

Feb-01-2021
13:33:30
(UTC-06:00)
Central Time

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answer
ed

UPDATED
TERM PER
SAFETY
REQUEST09
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(US & Canada)

Feb-01-2021
13:33:30
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
EXPOSURE DU
RING PREGNA
NCY

UPDATED
TERM PER
SAFETY
REQUEST

Jan-30-2021
21:24:38
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Reissue
d:Opened

Clinical Please
submit a PG
safety update
w(#2021077774)
with
contraceptive
method being
used, and
obstetrical
history (gravida
?) on PG report
form

Jan-30-2021
21:21:52
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Reissue
d:Opened

Clinical - please
update AE term
as well to
Exposure during
Pregnancy

Jan-29-2021
14:23:09
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answer
ed

Transcription
Error

Jan-29-2021
14:23:09
(UTC-06:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answer
ed

Transcription
Error09
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Central Time
(US & Canada)

Jan-29-2021
14:23:09
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
Pregnancy

Transcription
Error

Jan-29-2021
11:41:32
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Opened Clinical Please
submit a PG
safety update
w(#2021077774)
with
contraceptive
method being
used, and
obstetrical
history (gravida
?) on PG report
form

Jan-29-2021
11:38:00
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened Clinical Event
term is Exposure
during
Pregnancy;
however,
submitted report
(#202107774)
has event term of
'Pregnancy'.
Please submit an
update with the
full term
'Exposure during09
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Pregnancy'

Jan-29-2021
08:30:52
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Tiffany Baum
(pfe.tbaum)

Data Entry:
Exposure during
Pregnancy

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Feb-03-2021
18:02:50
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1:
Closed

Response satisfies query

Feb-02-2021
19:24:21
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1:
Reissued
:Opened

Clinical Thank you;
however, 01Feb21 PG safety
update still reports 25Dec20
start date, rather than 1st day
of LMP (23Dec20)

Feb-01-2021
15:22:07
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Query 1:
Answere
d

ALL INFO UPDATED,
SAE/EDP FORMS
UPDATED/RESUBMITTED
PER SAFETY REQUEST

Feb-01-2021
15:11:12
(UTC-06:00)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1:
Reissued
:Opened

Clinical Thank you. Please
submit this new start date as
a PG Safety as well, if not
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Central Time
(US &
Canada)

included with EDP event
term update

Feb-01-2021
13:35:16
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1:
Answere
d

UPDATED TO 1ST DAY
OF LMP PER SAFETY
REQUEST, NO U/S TO
DATE

Feb-01-2021
13:35:16
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data En
try:
Dec/23/2
020 UN
K:UNK

UPDATED TO 1ST DAY
OF LMP PER SAFETY
REQUEST, NO U/S TO
DATE

Jan-30-2021
21:24:12
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1:
Reissued
:Opened

Clinical Per Vaccine
guidelines, urine PG test is
not start date; guidelines
state 'For conception date,
ultrasound measurement of
the fetus during the first
trimester is the most accurate
method; in the absence of
US, use 1st day of the LMP'

Jan-29-2021
14:26:11
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Query 1:
Answere
d

estimated date of conception
is based off when subject
reports intercourse that may
have lead to pregnancy.
Positive home urine hcg was
25Jan 2021. Site can remove
estimated date of conception,09
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however date of event is
when pregnancy is
confirmed by test

Jan-29-2021
11:40:20
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1:
Opened

Clinical Event start date is
25Jan2021 (positive urine
PG test); however, estimated
date of conception is
09Jan2021. Please update to
estimated conception date on
AE CRF and safety update

Jan-29-2021
08:30:52
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Tiffany Baum
(pfe.tbaum)

Data En
try:
Jan/25/2
021 UN
K:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Jan-29-2021
08:30:52
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Jan-30-2021
21:22:04
(UTC-06:00)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response
satisfies query09
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Central Time (US
& Canada)

Jan-29-2021
14:23:40
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
Not Applicable

Initial Entry

Jan-29-2021
14:23:32
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answere
d

Transcription
Error

Jan-29-2021
14:23:32
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry: Transcription
Error

Jan-29-2021
11:39:01
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened Clinical As per
CRF CG
8.50.2.5, the
toxicity grade
for “Exposure
During
Pregnancy” is
reported as Not
Applicable

Jan-29-2021
08:30:52
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany Baum
(pfe.tbaum)

Data Entry:
1

Initial Entry
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7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Jan-29-2021
08:30:52
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Jan-29-2021
08:30:52
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Jan-29-2021
08:30:52
(UTC-06:00)
Central Time (US

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NOT RELATED

If Not Related to stu
dy treatment(s), this

Initial Entry
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& Canada) event is due to:

OTHER

If Other, specify:

positive pregnan
cy test

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Jan-29-2021
08:30:52
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Jan-29-2021
08:30:52
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Jan-29-2021
08:30:52

ACV0PFEINFP6000  Tiffany
Baum

Data Entry:
NO

Initial Entry
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(UTC-06:00)
Central Time (US
& Canada)

(pfe.tbaum)

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Feb-22-2021
16:24:44
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Gladys Noi
(pfe.noig)

Query 2: Clos
ed

Response satisfies query

Feb-22-2021
16:24:35
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Gladys Noi
(pfe.noig)

Query 1: Clos
ed

Response satisfies query

Feb-22-2021
13:24:37
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Query 2: Ans
wered

updated to unknown per
EDC guidelines and DM
request

Feb-22-2021
13:22:25
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Ope
ned

For AE EXPOSURE
DURING
PREGNANCY:
Response to "What was
the outcome of this
adverse event?" is
'Unknown' but End
Date/Time is provided
or "Is the adverse event
still ongoing?" is
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marked "Yes".

Feb-22-2021
13:22:25
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
UNKNOWN

updated per EDC
guidelines

Feb-22-2021
08:09:31
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Query 1: Ans
wered

i want to see what page
your referring to,
because we read the
guidance and did not see
this.

Feb-21-2021
07:12:57
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Reis
sued:Opened

Per 3 Nov EDP
guidance (study
communication)outcome
should be recorded as
UNKNOWN. Please
confirm and update
accordingly.

Feb-19-2021
08:55:05
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Query 1: Ans
wered

what page are you
referring to on EDP
guidance?

Feb-17-2021
20:53:14
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Ope
ned

SAE RECON:
AER#2021077774, the
outcome in AE CRF was
reported as NOT
RECOVERED/NOT
RESOLVED. Per 3 Nov
EDP guidance , outcome
should be recorded as
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UNKNOWN. Please
confirm and update
accordingly.

Jan-29-2021
08:30:52
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NOT RECOV
ERED/NOT R
ESOLVED

Initial Entry
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Back to Form

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Jan-29-2021
08:30:52
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry
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Back to Form

Date Location User Value Reason

Nov-03-2020
10:02:14
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000 Tiffany
Baum
(pfe.tbaum)

Form Created
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Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Nov-03-2020
10:02:14
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

2. Category:

Date Location User Value Reason

Nov-03-2020
10:02:14
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATIONS

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Nov-03-2020
10:02:14
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NO

Initial Entry

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic
name is unknown, enter the full trade or proprietary name. Include clarifying information in
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the Medication text (e.g., Ingredient(s), route, use, formulation).

Date Location User Value Reason

Nov-03-2020
10:02:14
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Quadrivalent flu vacci
ne prophylaxis intram
uscular 0.5 ml once

Initial Entry

5. Date:

Date Location User Value Reason

Nov-03-2020
10:02:14
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/21/2020

Initial Entry
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Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Nov-03-2020
10:00:41
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Nov/3/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Nov-03-2020
10:00:41
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Nov-03-2020
10:00:41
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
COMPLETED

Initial Entry
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Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-22-2021
08:12:42
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
Jan/15/2021

Initial Entry
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Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Jan-22-2021
08:13:07
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Jan-22-2021
08:12:54
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candida
te

The response
indicates
participant was
unblinded,
however the
TREATMENT
UNBLINDED
date is missing
in the DISP
visit. Please
complete this
date.

Jan-22-2021
08:12:54
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
Participant is will
ing to return for V
accination 3

Participant is:

eligible and N
OT confirmed
to have receiv
ed only placeb

Initial Entry
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o at Vaccinatio
n 1/2
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Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Jan-22-2021
08:13:07
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
Jan/15/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Jan-22-2021
08:13:07
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
ASSESS ELIGIBIL
ITY FOR ADDITI
ONAL VACCINAT
ION

Initial Entry
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Back to Form

1. Subject Status

Date Location User Value Reason

Nov-03-2020
10:00:41
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Sep-17-2020
08:18:18
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDO
MIZED

Initial Entry

Sep-17-2020
08:18:04
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Feb-03-2021
18:02:10
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response
satisfies query

Feb-01-2021
12:48:11

ACV0PFEINFP6000  Pamela Benne
prod

Query 2: Closed Response
satisfies query09

01
77

e1
96

ae
3f

d5
\F

in
al

\F
in

al
 O

n:
 0

1-
A

pr
-2

02
1 

05
:2

4 
(G

M
T

)

FDA-CBER-2021-5683-0133423



Page 180 of 182

***Confidential***

Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081337 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-06:00)
Central Time (US
& Canada)

(pfe.bennep07)

Feb-01-2021
08:52:11
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany Baum
(pfe.tbaum)

Query 2: Answere
d

subject
inadvertently
entered yes in
diary no sx to
date

Jan-31-2021
10:33:55
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Swaranjali
Subhash
Pawar
(pfe.pawars01)

Query 2: Opened Illness eDiary:
Subject
reported "Yes"
for the
question "Have
you
experienced
any of the
following?” for
the COVID-19
symptoms or
diagnosis on
26JAN2021.
But there is no
COVID Illness
visit reported
in the database.
Please clarify.

Jan-29-2021
08:31:07
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany Baum
(pfe.tbaum)

Query 1: Answere
d

AE added

Jan-28-2021 ACV0PFEINFP6000  Kathryn Query 1: Opened Clinical Please09
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07:43:44
(UTC-06:00)
Central Time (US
& Canada)

Sewell
(pfe.sewelk02)

enter the
(non-serious)
event
'Exposure
during
Pregnancy' on
the AE CRF,
due to positive
urine PG test
25Jan21.

Nov-03-2020
10:00:41
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Nov/3/2020

Initial Entry

Sep-17-2020
08:18:18
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sep/15/2020

Initial Entry

Sep-17-2020
08:18:04
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sep/15/2020

Initial Entry
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Back to Form

1. Casebook Signature

Date Location User Value Reason

Nov-03-2020
10:00:49
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Click Here to Enable

Initial Entry
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eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment
5, STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response -
Protocol version

06 OCT 2020

2. Select appropriate response -
What cohort does the subject
belong to?

STAGE 3 COHORTS

09
01

77
e1

96
ae

3f
d1

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
3 

(G
M

T
)

FDA-CBER-2021-5683-0133427



Page 2 of 173

***Confidential***

 

Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---
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eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Oct/14/2020
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eCRF Audit Trail History

Demography

1. Subject ID [10081603]

2. Birth Date: 1955

3. Sex: MALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): BLACK OR AFRICAN AMERICAN

6. Racial Designation:
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/14/2020

2. Erroneous Visit
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Form Version: 10-Oct-2020 16:00 Form Status: Data Complete, Locked, Frozen, Verified
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Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable

09
01

77
e1

96
ae

3f
d1

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
3 

(G
M

T
)

FDA-CBER-2021-5683-0133431



Page 6 of 173

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---
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eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Oct/14/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Sebaceous cyst of scalp]

Start Date: Sep/UNK/2020

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Diabetes type II]

Start Date: UNK/UNK/2000

Ongoing: YES

1.c Line/MH Number: [3]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Coronary artery disease]

Start Date: UNK/UNK/2015

Ongoing: YES

1.d Line/MH Number: [4]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Hypertension]

Start Date: UNK/UNK/1980

Ongoing: YES
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.e Line/MH Number: [5]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[High cholesterol]

Start Date: UNK/UNK/2014

Ongoing: YES
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Visit: V1_DAY1_VAX1_L Form: HIV STATUS

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

HIV Status

1. Select appropriate response -
What is the subject HIV status?

The subject is NOT known to be HIV POSITIVE
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Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Oct/14/2020

2. Weight: [202.6]

3. Unit: LB

4. Height: [68.5]

5. Unit: in

6. Body Mass Index: [30.4]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [97.5]

Unit: F

Temperature Location: FOREHEAD
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition

1. Randomization Date : Oct/14/2020

2. Randomization Number: [269278]

3. Randomization Group: [ ]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/14/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BGL5DZ]

5.b Sample ID [BPCV02]

5.c Sample ID [BPCV03]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Oct/14/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BGL5BH]
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Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Oct/14/2020 11:44

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES

09
01

77
e1

96
ae

3f
d1

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
3 

(G
M

T
)

FDA-CBER-2021-5683-0133440



Page 15 of 173

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS
SUBJECT
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Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/5/2020

2. Erroneous Visit
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Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Nov/5/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [97.6]

Unit: F

Temperature Location: FOREHEAD
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Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Nov/5/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRGV1M]
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Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Nov/5/2020 15:06

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/3/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Dec/3/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRD9J6]

5.b Sample ID [BRT3NS]

5.c Sample ID [BRT3NT]
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Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 20-Feb-2021 02:17 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom Started: //

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]

Health Care Utilization

3. Has the subject been hospitalized
due to potential COVID-19
illness?
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

3. Toxicity Grade:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Category
AE Iden

tifier
Adverse Event Start Date

Is the Adverse Event
Still Ongoing

Form Instan
ce

 1. ADVERSE
EVENT 

1  SCALP ABCESS  Oct/26/2020 U
NK:UNK 

NO
End Date Time:

Oct/27/2020 UNK:
UNK

 

Repeating
Pages

 2. DELETED ADVERSE
EVENT 

2  SEPSIS  Oct/26/2020 U
NK:UNK 

NO
End Date Time:

Nov/2/2020 UNK:
UNK

 

Repeating
Pages

 3. ADVERSE
EVENT 

3  CELLULITIS UP
PER BACK 

Oct/26/2020 U
NK:UNK 

NO
End Date Time:

Nov/2/2020 UNK:
UNK

 

Repeating
Pages

 4. ADVERSE
EVENT 

4  Surgical wound sc
alp 

Oct/27/2020 U
NK:UNK 

NO
End Date Time:

Jan/21/2021 UNK:
UNK

 

Repeating
Pages
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[SCALP ABCESS]

4. Start Date Time: Oct/26/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Oct/27/2020 UNK:UNK

6. Toxicity Grade: 3

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant
disability/incapacity; Congenital
anomaly/birth defect; Important
medical event (i.e. may jeopardize
subject and may require
medical/surgical intervention to
prevent above outcomes).

YES

Is this serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant
disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[HISTORY SCALP CYST]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment
given?

YES

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from
the study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[2020437863]
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[SEPSIS]

4. Start Date Time: Oct/26/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Nov/2/2020 UNK:UNK

6. Toxicity Grade: 3

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant
disability/incapacity; Congenital
anomaly/birth defect; Important
medical event (i.e. may jeopardize
subject and may require
medical/surgical intervention to
prevent above outcomes).

YES

Is this serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant
disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
NO
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*** THIS REPEATING FORM HAS BEEN DELETED ***

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[SCALP ABCESS]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from
the study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[2020437863]
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [3]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[CELLULITIS UPPER BACK]

4. Start Date Time: Oct/26/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Nov/2/2020 UNK:UNK

6. Toxicity Grade: 3

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant
disability/incapacity; Congenital
anomaly/birth defect; Important
medical event (i.e. may jeopardize
subject and may require
medical/surgical intervention to
prevent above outcomes).

YES

Is this serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant
disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
NO
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Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[SCALP ABCESS]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from
the study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[2020437863]
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [4]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Surgical wound scalp]

4. Start Date Time: Oct/27/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Jan/21/2021 UNK:UNK

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant
disability/incapacity; Congenital
anomaly/birth defect; Important
medical event (i.e. may jeopardize
subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO
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9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[Post I&D scalp abcess]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment
given?

YES

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from
the study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Catego

ry
Medication E

rror
Start D

ate
Is the medication error Still

Ongoing
Study Medication Errors

Action
Form Instanc

e

 1.           Repeating
Pages
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Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment
given?

8. Did the Medication Error cause
the subject to be discontinued
from the study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defined I

dentifier
Category for Me

dication
Concomitant Medications

Pre-specified
Name of Medi

cation
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name
is unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defined

Identifier
Category for M

edication
Concomitant Medications

Pre-specified
Name of Med

ication
Dose Descr
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Form Instanc

e
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Pages
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name
is unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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#
Categor

y
Treatment Identifi
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Con Non-Drug Treatments Pre-speci
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Treatmen

t
Start Dat

e
Form Instance

 1.           Repeating
Pages
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Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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# Transfusion Type Date of Transfusion Form Instance

 1.     Repeating Pages
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Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Unplanned Assessments

1. Assessments
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Dec/3/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/15/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible per local/national recommendations and confirmed to have received
only placebo at Vaccination 1/2
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Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Jan/15/2021

2. Primary Reason for Unblinding: ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Death Details

1. Date of Collection / Notification
of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]

09
01

77
e1

96
ae

3f
d1

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
3 

(G
M

T
)

FDA-CBER-2021-5683-0133490



Page 65 of 173

***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/21/2021

2. Erroneous Visit
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Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. Consent Was: OBTAINED

Date Written Consent Obtained
Jan/21/2021
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Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. Date of
Completion/Discontinuation
/Death :

Jan/21/2021

2. Phase of Disposition: REPEAT SCREENING 1

3. Status: COMPLETED

4. Specify Status: [ ]
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Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Jan/21/2021

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRF0PW]

5.b Sample ID [BSJSG0]

5.c Sample ID [BSJSG1]
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Jan/21/2021

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRK9R7]
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Visit: V101_VAX3 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Jan/21/2021 13:58

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was Observed 30 MINUTES

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/11/2021

2. Erroneous Visit
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Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Feb/11/2021

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRG1VV]
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Feb/11/2021 12:20

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was Observed 30 MINUTES

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Visit: V103_MONTH1 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Mar/11/2021

2. Erroneous Visit
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Visit: V103_MONTH1 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Contact Outcome

1. Contact Type: TELEPHONE VISIT

2. Was contact made? YES

Date of Contact:
Mar/11/2021

3. Comments: [ ]
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Header Text: c4591001

Visit: V104_MONTH6 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V104_MONTH6 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: V105_MONTH18 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V105_MONTH18 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Mar/11/2021

2. Phase of Disposition: OPEN LABEL TREATMENT

3. Status: COMPLETED

4. Specify Status: [ ]
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Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Dec/3/2020
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign
CRF_Sign_1

Name Signature
Meaning

Date Type Action
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - Comments

Form Version: 10-Oct-2020 16:00 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Oct-14-2020 13:56:58 (UTC-06:00) Central
Time (US & Canada)

Tiffany Baum
(pfe.tbaum)

Not Applicable
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Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION - Comments

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Jan-21-2021 15:12:39 (UTC-06:00) Central
Time (US & Canada)

Tiffany Baum
(pfe.tbaum)

Not Applicable
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign
CRF_Sign_1

Name Signature
Meaning

Date Type Action

Sherri
Pangburn 

N/A Mar-11-2021 13:41:27 (UTC-06:00) Central
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Timothy
Jennings 

Approved Feb-22-2021 11:25:20 (UTC-06:00) Central
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, TimothyJennings, verify that all case report form pages accurately display the results
of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Megan Felty  N/A Feb-11-2021 12:05:22 (UTC-06:00) Central
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Timothy
Jennings 

Approved Jan-22-2021 17:53:56 (UTC-06:00) Central
Time (US & Canada)

BOOK Signed
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, TimothyJennings, verify that all case report form pages accurately display the results
of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Oct-14-2020 10:52:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
06 OCT 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Oct-14-2020 10:52:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
STAGE 3 COHORTS

Initial Entry

09
01

77
e1

96
ae

3f
d1

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
3 

(G
M

T
)

FDA-CBER-2021-5683-0133515



Page 90 of 173

***Confidential***

 

Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Oct-14-2020 10:52:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
OBTAINED

Date Written Consent Obtaine
d

Oct/14/2020

Initial Entry
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Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject ID

Date Location User Value Reason

Oct-14-2020 10:52:37
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10081603

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Oct-14-2020 10:52:33
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1955

Enrollment Entry

3. Sex:

Date Location User Value Reason

Oct-14-2020 10:53:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
MALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Oct-14-2020 10:53:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NOT HISPANIC OR LATINO(
A) OR OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Oct-14-2020 10:53:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
BLACK OR AFRICAN AMERI
CAN

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-14-2020 10:53:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/14/2020

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Oct-14-2020 10:53:31
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/14/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-14-2020 10:53:31
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Oct-14-2020 10:53:31
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
COMPLETED

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Oct-16-2020 08:53:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Line/MH Num
ber:

1

Medical Histo
ry Term:

Sebaceous cys
t of scalp

Start Date: Sep/UNK/202
0

Ongoing: YES

unknown
cause,term
updated, on
antibiotic

Oct-14-2020 11:31:02
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

1

Medical History
Term:

Cyst of scal
p

Start Date: Sep/UNK/2
020

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Oct-14-2020 11:31:02
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-22-2020 06:07:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Daria Madar
Jacobson
(pfe.madard)

Query 1: Closed Response satisfies
query

Oct-16-2020 08:53:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered unknown
cause,term
updated, on
antibiotic
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-16-2020 08:53:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Sebaceous cyst of scalp

unknown
cause,term
updated, on
antibiotic

Oct-15-2020 15:45:51
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Daria Madar
Jacobson
(pfe.madard)

Query 1: Opened GPDCLIN: Please
further clarify the
medical history
term: type of cyst,
cause, required
treatment.

Oct-14-2020 11:31:02
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Cyst of scalp

Initial Entry

1.a Start Date:

Date Location User Value Reason

Oct-14-2020 11:31:02
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Sep/UNK/2020

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Oct-14-2020 11:31:02
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry

1.b

Date Location User Value Reason

Oct-14-2020 11:31:29
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

2

Medical History
Term:

Diabetes typ
e II

Start Date: UNK/UNK/
2000

Ongoing: YES

Initial Entry
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.b Line/MH Number:

Date Location User Value Reason

Oct-14-2020 11:31:29
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-14-2020 11:31:29
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Diabetes type II

Initial Entry

1.b Start Date:

Date Location User Value Reason

Oct-14-2020 11:31:29
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
UNK/UNK/2000

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Oct-14-2020 11:31:29
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry

1.c

Date Location User Value Reason

Oct-14-2020 11:31:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

3

Medical Histor
y Term:

Coronary arter
y disease

Start Date: UNK/UNK/20
15

Ongoing: YES

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.c Line/MH Number:

Date Location User Value Reason

Oct-14-2020 11:31:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-14-2020 11:31:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Coronary artery disease

Initial Entry

1.c Start Date:

Date Location User Value Reason

Oct-14-2020 11:31:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
UNK/UNK/2015

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Oct-14-2020 11:31:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry

1.d

Date Location User Value Reason

Oct-14-2020 11:32:06
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

4

Medical History
Term:

Hypertensio
n

Start Date: UNK/UNK/
1980

Ongoing: YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.d Line/MH Number:

Date Location User Value Reason

Oct-14-2020 11:32:06
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-14-2020 11:32:06
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Hypertension

Initial Entry

1.d Start Date:

Date Location User Value Reason

Oct-14-2020 11:32:06
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
UNK/UNK/1980

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Oct-14-2020 11:32:06
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry

1.e

Date Location User Value Reason

Oct-14-2020 11:32:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

5

Medical History
Term:

High cholest
erol

Start Date: UNK/UNK/
2014

Ongoing: YES

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.e Line/MH Number:

Date Location User Value Reason

Oct-14-2020 11:32:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-14-2020 11:32:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
High cholesterol

Initial Entry

1.e Start Date:

Date Location User Value Reason

Oct-14-2020 11:32:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
UNK/UNK/2014

Initial Entry

1.e Ongoing:

Date Location User Value Reason

Oct-14-2020 11:32:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry

09
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Visit: V1_DAY1_VAX1_L Form: HIV STATUS - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - What is the subject HIV status?

Date Location User Value Reason

Oct-14-2020 11:34:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
The subject is NOT known to be
HIV POSITIVE

Initial Entry

09
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Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Oct-14-2020 11:30:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/14/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Oct-14-2020 11:30:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
202.6

Initial Entry

3. Unit:

Date Location User Value Reason

Oct-14-2020 11:30:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
LB

Initial Entry

4. Height:

Date Location User Value Reason

Oct-14-2020 11:30:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
68.5

Initial Entry

5. Unit:

Date Location User Value Reason

Oct-14-2020 11:30:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
in

Initial Entry

6. Body Mass Index:

Date Location User Value Reason09
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Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-14-2020 11:30:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.4

Initial Entry

7.a

Date Location User Value Reason

Oct-14-2020 11:30:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Record Identifier:: 1

Temperature: 97.5

Temperature Unit: F

Temperature Loca
tion::

FOREHE
AD

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Oct-14-2020 11:30:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Oct-14-2020 11:30:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
97.5

Initial Entry

7.a Unit:

Date Location User Value Reason

Oct-14-2020 11:30:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
F

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Oct-14-2020 11:30:32
(UTC-06:00) Central

ACV0PFEINFP6000  Tiffany
Baum

Data Entry:
FOREHEAD

Initial Entry09
01

77
e1
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3f
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Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) (pfe.tbaum)
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Randomization Date :

Date Location User Value Reason

Oct-14-2020 13:55:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/14/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Oct-14-2020 13:55:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
269278

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-14-2020 11:54:39
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-14-2020 11:54:39
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-14-2020 11:54:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-14-2020 11:54:39
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-14-2020 11:54:39
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Date of Collection:

Oct/14/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-14-2020 11:54:49
(UTC-06:00) Central

ACV0PFEINFP6000  Tiffany
Baum

Data Entry:
Sample ID: BGL5DZ

Initial Entry09
01
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e1
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) (pfe.tbaum)

5.a Sample ID

Date Location User Value Reason

Oct-14-2020 11:54:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
BGL5DZ

Initial Entry

5.b

Date Location User Value Reason

Oct-14-2020 11:55:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Sample ID: BPCV02

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-14-2020 11:55:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
BPCV02

Initial Entry

5.c

Date Location User Value Reason

Oct-14-2020 11:55:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Sample ID: BPCV03

Initial Entry

5.c Sample ID

Date Location User Value Reason

Oct-14-2020 11:55:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
BPCV03

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-14-2020 12:49:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-14-2020 12:49:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-14-2020 12:49:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-14-2020 12:49:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-14-2020 12:49:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
YES

Date of Collection:

Oct/14/2020

Initial Entry

5.a

Date Location User Value Reason
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-14-2020 12:49:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample ID: BGL5BH

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-14-2020 12:49:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BGL5BH

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Oct-14-2020 13:55:37
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Oct-14-2020 13:55:37
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Oct-14-2020 13:55:37
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Oct-14-2020 13:55:37
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/14/2020 11:44

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Oct-14-2020 13:55:37
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason09
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Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-14-2020 13:55:37
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Oct-14-2020 13:55:37
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Oct-14-2020 13:55:37
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED
OBSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Oct-14-2020 13:55:37
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Oct-14-2020 10:53:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO - REACTOGENICITY E-D
IARY NOT COLLECTED FOR
THIS SUBJECT

Initial Entry
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Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-05-2020 15:45:55
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Nov/5/2020

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Nov-05-2020 15:46:17
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Nov/5/2020

Initial Entry

2.a

Date Location User Value Reason

Nov-05-2020 15:46:17
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Record Identifier:
:

1

Temperature: 97.6

Temperature Unit
:

F

Temperature Loca
tion::

FOREHE
AD

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Nov-05-2020 15:46:17
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Nov-05-2020 15:46:17
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
97.6

Initial Entry

2.a Unit:

Date Location User Value Reason

Nov-05-2020 15:46:17
(UTC-06:00) Central

ACV0PFEINFP6000  Cheyenne
Brooks

Data Entry:
F

Initial Entry09
01

77
e1
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ae
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Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) (pfe.cbrooks)

2.a Temperature Location:

Date Location User Value Reason

Nov-05-2020 15:46:17
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
FOREHEAD

Initial Entry

09
01

77
e1

96
ae

3f
d1

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
3 

(G
M

T
)

FDA-CBER-2021-5683-0133540



Page 115 of 173

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-05-2020 14:39:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-05-2020 14:39:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-05-2020 14:39:15
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Nov-05-2020 14:39:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Nov-05-2020 14:39:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
YES

Date of Collection:

Nov/5/2020

Initial Entry

5.a

Date Location User Value Reason
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Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Nov-05-2020 14:39:15
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
Sample ID: BRGV1M

Initial Entry

5.a Sample ID

Date Location User Value Reason

Nov-05-2020 14:39:15
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
BRGV1M

Initial Entry

09
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Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Nov-05-2020 15:46:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Nov-05-2020 15:46:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Nov-05-2020 15:46:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Nov-05-2020 15:46:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Nov/5/2020 15:06

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Nov-05-2020 15:46:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason09
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Nov-05-2020 15:46:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Nov-05-2020 15:46:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Nov-05-2020 15:46:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED
OBSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Nov-05-2020 15:46:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
YES

Initial Entry
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Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-03-2020 12:36:24
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Dec/3/2020

Initial Entry
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Dec-03-2020 13:10:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Dec-03-2020 13:10:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Dec-03-2020 13:10:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Dec-03-2020 13:10:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Dec-03-2020 13:10:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
YES

Date of Collection:

Dec/3/2020

Initial Entry

5.a

Date Location User Value Reason

09
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77
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Dec-03-2020 13:10:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
Sample ID: BRD9J6

Initial Entry

5.a Sample ID

Date Location User Value Reason

Dec-03-2020 13:10:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
BRD9J6

Initial Entry

5.b

Date Location User Value Reason

Dec-03-2020 13:11:09
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
Sample ID: BRT3NS

Initial Entry

5.b Sample ID

Date Location User Value Reason

Dec-03-2020 13:11:09
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
BRT3NS

Initial Entry

5.c

Date Location User Value Reason

Dec-03-2020 13:11:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
Sample ID: BRT3NT

Initial Entry

5.c Sample ID

Date Location User Value Reason

Dec-03-2020 13:11:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
BRT3NT

Initial Entry
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Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Nov-06-2020 17:55:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Ann Patek
(pfe.apatek)

Form Created
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Dec-28-2020 13:31:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Ann Patek
(pfe.apatek)

Form Deleted New
Information

Nov-06-2020 17:57:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Ann Patek
(pfe.apatek)

Form Created
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Nov-06-2020 17:59:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Ann Patek
(pfe.apatek)

Form Created
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Mar-11-2021 14:00:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Tiffany
Baum
(pfe.tbaum)

Form Created
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e1

96
ae

3f
d1

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
3 

(G
M

T
)

FDA-CBER-2021-5683-0133551



Page 126 of 173

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category:

Date Location User Value Reason

Nov-06-2020 17:55:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Nov-06-2020 17:55:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Nov-06-2020 17:55:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
SCALP ABCESS

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Nov-09-2020 16:52:09
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Closed Response satisfies
query

Nov-09-2020 15:39:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Query 2: Answered scalp cyst began
9/2020, treated
with bactrim start
09OCT2020, as
noted, abcess
began 26oct2020

Nov-09-2020 12:46:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Opened CLINICAL - SAE
reports that the
subject was
receiving
BACTRIM since

09
01

77
e1

96
ae

3f
d1

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
3 

(G
M

T
)

FDA-CBER-2021-5683-0133552



Page 127 of 173

***Confidential***

Header Text: c4591001
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sept as an outpt,
prior to
hospitalization on
26Oct20, for this
scalp cyst. Please
clarify if cyst
infection had onset
on 26Oct20.

Nov-06-2020 17:55:33
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Nov-06-2020 17:55:33
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
Oct/26/2020 UNK:UNK

Transcription Error

Nov-06-2020 17:55:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened For SCALP
ABCESS Start
Date 26/Nov/2020,
is a future date
relative to when it
was entered on
06/Nov/2020.
Please correct.

Nov-06-2020 17:55:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
Nov/26/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Dec-23-2020 14:21:35
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
NO

End Date Time:

Oct/27/2020 UNK:UNK

New Information

Nov-26-2020 09:14:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Juleen
Gayed
(pfe.gayedj)

Query 1: Closed Response satisfies
query

Nov-20-2020 11:20:38
(UTC-06:00) Central

ACV0PFEINFP6000  Tiffany
Baum

Query 1: Answered yes ongoing
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) (pfe.tbaum)

Nov-20-2020 11:14:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Juleen
Gayed
(pfe.gayedj)

Query 1: Opened Clin: Please
confirm if this AE
is still ongoing

Nov-06-2020 17:55:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Nov-06-2020 17:55:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
3

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or
significant disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize
subject and may require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Jan-07-2021 16:46:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 3: Closed Response satisfies
query

Jan-05-2021 21:05:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 2: Deleted Query can be
addressed internally

Dec-28-2020 13:36:02
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Query 3: Answered as reported in
follow up narrative,
no other additional
relevant labs/tests
were
performed/noted,
which would
include covid 19
testing09
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Dec-25-2020 10:48:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 3: Opened Clinical COVID test
status (yes/no)
during Hosp was
not reported in the
SAE. Per the DMC
request please
submit a SAE F/U
[#2020437863] to
document if COVID
testing was
performed
(YES/NO or info
not available) and if
yes, the date and
results

Dec-23-2020 14:21:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate For AE SCALP
ABCESS: Response
to "Is the adverse
event serious?" is
'Yes' but "Serious
Adverse Event
Number" is blank.

Dec-23-2020 14:21:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
YES

Is this serious event associa
ted with congenital anomal
y or birth defect?

NO

Did this serious event result
in death?

NO

Did this serious event requi
re or prolong hospitalizatio
n?

YES

Did this serious event result
in persistent or significant d

New Information
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isability/incapacity?

NO

Is this serious event life thr
eatening?

NO

Other medically important
serious event

NO

Nov-10-2020 10:58:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Query closed; will
follow for SAE
update with the
requested COVID
test info

Nov-10-2020 08:26:29
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany Baum
(pfe.tbaum)

Query 1: Answered noted

Nov-09-2020 16:51:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Reissued:Opened Clinical - Thank
you for your
understanding. It is
a request of the
C4591001
independent Data
Monitoring
Committee to
document the
COVID testing
status (YES/NO) for
all hospitalized
subjects, and
Date/Result if YES.

Nov-09-2020 15:46:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Query 1: Answered no covid testing was
performed on this
subject while
hospitalized. It is a
lot to ask the site to
send in a FU SAE
report to only report
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whether a covid test
was done or not,
answering the query
should suffice.

Nov-09-2020 14:19:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Reissued:Opened CLINICAL -
C4591001
independent Data
Monitoring
Committee has
requested a report
of all COVID
testing when
hospitalized
(YES/NO), and if
date/results if YES.
Clinical relevance is
their overview; so
occult cases are
detected; etc.

Nov-09-2020 14:05:42
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Query 1: Answered per SAE completion
guidelines, site to
report any clinically
relevant lab test on
SAE form, covid
testing was not
performed during
this hospital stay as
noted per discharge
summary, no follow
up SAE report
required

Nov-09-2020 12:48:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened Clinical COVID test
status (yes/no)
during
Hospitalization has
not been reported in
the SAE submitted
to safety. Please
submit a follow-up
SAE form
[#2020437863] to
document if COVID
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testing was
performed
(YES/NO) and if
yes, the date and
results.

Nov-06-2020 17:55:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Nov-06-2020 17:55:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Nov-06-2020 17:55:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
NOT RELATED

If Not Related to study treatme
nt(s), this event is due to:

OTHER

If Other, specify:

HISTORY SCALP CYST

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Nov-06-2020 17:55:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason09
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Nov-06-2020 17:55:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Nov-06-2020 17:55:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
YES

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Dec-23-2020 14:22:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Dec-23-2020 14:22:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
RECOVERED/RESOLVED

New Information

Dec-23-2020 14:21:35
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened For AE SCALP
ABCESS: Response
to "What was the
outcome of this
adverse event?" is
'Not Recovered/Not
Resolved' but AE
End Date/Time is
present.

Nov-06-2020 17:55:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
NOT RECOVERED/NOT RE
SOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Nov-06-2020 17:55:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
NO

Initial Entry
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15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Jan-05-2021 22:50:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020437863

Initial Entry
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*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Category:

Date Location User Value Reason

Nov-06-2020 17:57:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Nov-06-2020 17:57:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Nov-11-2020 20:48:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Query closed; will
follow for SAE
update with the
requested sepsis
info

Nov-11-2020 08:16:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Query 1: Answered per PI no other
available test
results per hospital
records received,
will update report
with available vital
signs

Nov-10-2020 11:05:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened CLINICAL -
Please submit a
SAE safety update
with clinical
documentation for
sepsis (not only
cellulitis),
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*** THIS REPEATING FORM HAS BEEN DELETED ***

including cultures,
vital signs, or other
evidence of
systemic sepsis

Nov-06-2020 17:57:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
SEPSIS

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Nov-06-2020 17:57:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
Oct/26/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Nov-06-2020 17:57:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
NO

End Date Time:

Nov/2/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Nov-06-2020 17:57:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
3

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or
significant disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize
subject and may require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason
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Jan-07-2021 16:48:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 3: Closed closing query on a
deleted AE

Dec-28-2020 13:31:43
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Query 3: Answered per updated
information, sepsis
to be removed

Dec-25-2020 10:46:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 3: Opened Clinical Sepsis
Event serious is
reported as YES;
however, SAE
report has no SAE
of Sepsis and
reports that Sepsis
workup was
negative. Please
review, harmonize
reporting and
update in the
appropriate
location.

Nov-09-2020 03:31:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 2: Closed event recorded in
SDB

Nov-07-2020 11:05:37
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 2: Opened SAE RECON:
SEPSIS(Onset
date:26Oct2020) is
not reported to
Safety database but
marked serious on
AE CRF. Confirm
seriousness and
report to Pfizer
immediately. If this
event is not serious,
downgrade the
event on AE CRF

Nov-07-2020 11:04:54
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Deleted Query can be
addressed internally09
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Nov-06-2020 17:57:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE SEPSIS:
Response to "Is the
adverse event
serious?" is 'Yes'
but "Serious
Adverse Event
Number" is blank.

Nov-06-2020 17:57:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
YES

Is this serious event associa
ted with congenital anomal
y or birth defect?

NO

Did this serious event result
in death?

NO

Did this serious event requi
re or prolong hospitalizatio
n?

YES

Did this serious event result
in persistent or significant d
isability/incapacity?

NO

Is this serious event life thr
eatening?

NO

Other medically important
serious event

NO

Initial Entry
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*** THIS REPEATING FORM HAS BEEN DELETED ***

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Nov-06-2020 17:57:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Nov-06-2020 17:57:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
NOT RELATED

If Not Related to study treatme
nt(s), this event is due to:

OTHER

If Other, specify:

SCALP ABCESS

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Nov-06-2020 17:57:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Nov-06-2020 17:57:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason
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Nov-06-2020 17:57:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Nov-06-2020 17:57:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Nov-06-2020 17:57:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Nov-09-2020 03:32:18
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020437863

Initial Entry

09
01

77
e1

96
ae

3f
d1

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
3 

(G
M

T
)

FDA-CBER-2021-5683-0133566



Page 141 of 173

***Confidential***

 

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category:

Date Location User Value Reason

Nov-06-2020 17:59:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Nov-06-2020 17:59:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Nov-06-2020 17:59:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
CELLULITIS UPPER BACK

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Nov-06-2020 17:59:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
Oct/26/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Nov-06-2020 17:59:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
NO

End Date Time:

Nov/2/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:
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Date Location User Value Reason

Nov-06-2020 17:59:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
3

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or
significant disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize
subject and may require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Nov-09-2020 03:32:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 2: Closed SDB entered in
SDB

Nov-07-2020 11:06:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 2: Opened SAE RECON:
CELLULITIS
UPPER
BACK(Onset
date:26Oct2020) is
not reported to
Safety database but
marked serious on
AE CRF. Confirm
seriousness and
report to Pfizer
immediately. If this
event is not serious,
downgrade the
event on AE CRF

Nov-07-2020 11:05:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Deleted Query can be
addressed internally

Nov-06-2020 17:59:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE
CELLULITIS
UPPER BACK:
Response to "Is the
adverse event
serious?" is 'Yes' but
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"Serious Adverse
Event Number" is
blank.

Nov-06-2020 17:59:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
YES

Is this serious event associate
d with congenital anomaly or
birth defect?

NO

Did this serious event result i
n death?

NO

Did this serious event require
or prolong hospitalization?

YES

Did this serious event result i
n persistent or significant dis
ability/incapacity?

NO

Is this serious event life threa
tening?

NO

Other medically important se
rious event

NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Nov-06-2020 17:59:22
(UTC-06:00) Central

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
NO

Initial Entry09
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Time (US & Canada)

9. Is this event related to study treatment:

Date Location User Value Reason

Nov-13-2020
00:12:04
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Astrud van der Merwe
(pfe.vandea62)

Query 1
: Closed

AE#1

Nov-12-2020
08:02:07
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Tiffany Baum
(pfe.tbaum)

Query 1
: Answe
red

scalp abcess is
what caused
the
CELLULITIS
UPPER
BACK, so yes
its not related
to study
treatment, and
this is the
condition that
lead to
CELLULITIS
UPPER
BACK

Nov-12-2020
03:39:33
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD
(pfe.PFESDQ_PROD)

Query 1
: Opene
d

Please review
"If not related
to study
treatment
other" field,
the following
text was
indicated in
the comment
field [scalp
abcess]. Any
symptoms,
AEs or other
key data
should be
collected on
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the
appropriate
page. Please
review and
update as
necessary.
"[suryas18
SDQ=48342]"

Nov-06-2020
17:59:22
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data E
ntry:
NOT R
ELATE
D

If Not
Relate
d to st
udy tr
eatme
nt(s), t
his ev
ent is
due to:

OTH
ER

If
Oth
er,
spe
cify
:

S
C
A
L
P
A
B
C
E
S
S

Initial Entry
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10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Nov-06-2020 17:59:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Nov-06-2020 17:59:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Nov-06-2020 17:59:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Nov-06-2020 17:59:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Nov-06-2020 17:59:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Nov-09-2020 03:32:55
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020437863

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Mar-11-2021 14:00:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Mar-11-2021 14:00:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Mar-11-2021 14:00:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Surgical wound scalp

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Mar-11-2021 14:00:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/27/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-11-2021 14:16:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

End Date Time:

Jan/21/2021 UNK:UNK

New Information

Mar-11-2021 14:00:47 ACV0PFEINFP6000  Tiffany Data Entry: Initial Entry
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(UTC-06:00) Central
Time (US & Canada)

Baum
(pfe.tbaum)

YES

6. Toxicity Grade:

Date Location User Value Reason

Mar-11-2021 14:00:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
2

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or
significant disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize
subject and may require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Mar-11-2021 14:00:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Mar-11-2021 14:00:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Mar-11-2021 14:00:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NOT RELATED

If Not Related to study treatme
nt(s), this event is due to:

OTHER

If Other, specify:

Initial Entry
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Post I&D scalp abcess

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Mar-11-2021 14:00:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Mar-11-2021 14:00:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Mar-11-2021 14:00:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Mar-11-2021 14:17:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Mar-11-2021 14:17:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
RECOVERED/RESOLVED

New Information

Mar-11-2021 14:16:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened For AE Surgical
wound scalp:
Response to "What
was the outcome of
this adverse event?" is
'Recovering/Resolving'
but AE End Date/Time
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is present.

Mar-11-2021 14:00:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
RECOVERING/RESOLVIN
G

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Mar-11-2021 14:00:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry
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Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Dec-03-2020 12:36:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Dec/3/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Dec-03-2020 12:36:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Dec-03-2020 12:36:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
COMPLETED

Initial Entry
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Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-18-2021 08:46:47
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
Jan/15/2021

Initial Entry
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Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Jan-18-2021 08:47:11
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Jan-18-2021 08:46:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate The response
indicates
participant was
unblinded,
however the
TREATMENT
UNBLINDED date
is missing in the
DISP visit. Please
complete this date.

Jan-18-2021 08:46:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
Participant is willing to retur
n for Vaccination 3

Participant is:

eligible per local/national
recommendations and con
firmed to have received o
nly placebo at Vaccinatio
n 1/2

Initial Entry
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Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Jan-18-2021 08:47:11
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
Jan/15/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Jan-18-2021 08:47:11
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
ASSESS ELIGIBILITY FOR
ADDITIONAL VACCINATI
ON

Initial Entry
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Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-21-2021 15:12:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Jan/21/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Jan-21-2021 15:12:30
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
OBTAINED

Date Written Consent Obtaine
d

Jan/21/2021

Initial Entry

09
01
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e1
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3f
d1
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Jan-21-2021 15:12:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Jan/21/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Jan-21-2021 15:12:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
REPEAT SCREENING 1

Initial Entry

3. Status:

Date Location User Value Reason

Jan-21-2021 15:12:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-21-2021 15:47:24
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-21-2021 15:47:24
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-21-2021 15:47:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Jan-21-2021 15:47:24
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Jan-21-2021 15:47:24
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Kim Ringling
(pfe kringling)

Data Entry:
YES

Date of Collection:

Jan/21/2021

Initial Entry

5.a

Date Location User Value Reason
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-21-2021 15:47:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Kim Ringling
(pfe kringling)

Data Entry:
Sample ID: BRF0PW

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jan-21-2021 15:47:38
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Kim Ringling
(pfe kringling)

Data Entry:
BRF0PW

Initial Entry

5.b

Date Location User Value Reason

Jan-21-2021 15:47:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Kim Ringling
(pfe kringling)

Data Entry:
Sample ID: BSJSG0

Initial Entry

5.b Sample ID

Date Location User Value Reason

Jan-21-2021 15:47:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Kim Ringling
(pfe kringling)

Data Entry:
BSJSG0

Initial Entry

5.c

Date Location User Value Reason

Jan-21-2021 15:48:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Kim Ringling
(pfe kringling)

Data Entry:
Sample ID: BSJSG1

Initial Entry

5.c Sample ID

Date Location User Value Reason

Jan-21-2021 15:48:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Kim Ringling
(pfe kringling)

Data Entry:
BSJSG1

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-21-2021 15:15:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-21-2021 15:15:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-21-2021 15:15:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Jan-21-2021 15:15:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Jan-21-2021 15:15:00
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Kim Ringling
(pfe kringling)

Data Entry:
YES

Date of Collection:

Jan/21/2021

Initial Entry

5.a

Date Location User Value Reason

09
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e1

96
ae
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-21-2021 15:15:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Kim Ringling
(pfe kringling)

Data Entry:
Sample ID: BRK9R7

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jan-21-2021 15:15:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Kim Ringling
(pfe kringling)

Data Entry:
BRK9R7

Initial Entry

09
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77
e1

96
ae

3f
d1
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Jan-21-2021 15:13:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Jan-21-2021 15:13:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Jan-21-2021 15:13:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Jan-21-2021 15:13:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Jan/21/2021 13:58

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Jan-21-2021 15:13:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason09
01

77
e1
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ae

3f
d1
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-21-2021 15:13:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Jan-21-2021 15:13:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Jan-21-2021 15:13:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Jan-21-2021 15:13:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Jan-21-2021 15:13:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Jan-21-2021 15:13:13
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-11-2021 13:06:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Feb/11/2021

Initial Entry

09
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e1
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3f
d1
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-11-2021 12:05:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-11-2021 12:05:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-11-2021 12:06:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Feb-11-2021 12:05:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Feb-11-2021 12:05:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
YES

Date of Collection:

Feb/11/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-11-2021 12:06:08
(UTC-06:00) Central

ACV0PFEINFP6000  Megan
Felty

Data Entry:
Sample ID: BRG1VV

Initial Entry09
01
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e1
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3f
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) (pfe.mfelty)

5.a Sample ID

Date Location User Value Reason

Feb-11-2021 12:06:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
BRG1VV

Initial Entry

09
01
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e1

96
ae

3f
d1
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Feb-11-2021 13:07:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Feb-11-2021 13:07:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Feb-11-2021 13:07:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Feb-11-2021 13:07:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Feb/11/2021 12:20

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Feb-11-2021 13:07:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason09
01

77
e1

96
ae

3f
d1

\F
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Feb-11-2021 13:07:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Feb-11-2021 13:07:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Feb-11-2021 13:07:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Feb-11-2021 13:07:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Feb-11-2021 13:07:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Feb-11-2021 13:07:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V103_MONTH1 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-11-2021 13:41:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
Mar/11/2021

Initial Entry
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Header Text: c4591001

Visit: V103_MONTH1 Form: CONTACT OUTCOME - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Contact Type:

Date Location User Value Reason

Mar-11-2021 13:41:37
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
TELEPHONE VISIT

Initial Entry

2. Was contact made?

Date Location User Value Reason

Mar-11-2021 13:41:37
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
YES

Date of Contact:

Mar/11/2021

Initial Entry
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Mar-11-2021 13:41:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
Mar/11/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Mar-11-2021 13:41:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
OPEN LABEL TREATMENT

Initial Entry

3. Status:

Date Location User Value Reason

Mar-11-2021 13:41:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject Status

Date Location User Value Reason

Dec-03-2020 12:36:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Oct-14-2020 13:55:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Oct-14-2020 10:53:31
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Dec-03-2020 12:36:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Dec/3/2020

Initial Entry

Oct-14-2020 13:55:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/14/2020

Initial Entry

Oct-14-2020 10:53:31
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/14/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081603 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Casebook Signature

Date Location User Value Reason

Dec-03-2020 12:47:12
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Click Here to Enable

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per
protocol amendment 5, STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response
- Protocol version

06 OCT 2020

2. Select appropriate response
- What cohort does the
subject belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Oct/16/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Demography

1. Subject ID [10081628]

2. Birth Date: 1972

3. Sex: FEMALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that
apply):

WHITE

6. Racial Designation:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/16/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 10-Oct-2020 16:00 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Oct/16/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Acne]

Start Date: Jan/UNK/2020

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Gastroesophageal reflux disease]

Start Date: Oct/UNK/2019

Ongoing: YES

1.c Line/MH Number: [3]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Migraines]

Start Date: Oct/UNK/2019

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.d Line/MH Number: [4]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Depression]

Start Date: UNK/UNK/2010

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: HIV STATUS

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

HIV Status

1. Select appropriate response
- What is the subject HIV
status?

The subject is NOT known to be HIV POSITIVE
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Oct/16/2020

2. Weight: [126.4]

3. Unit: LB

4. Height: [63.0]

5. Unit: in

6. Body Mass Index: [22.4]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [97.6]

Unit: F

Temperature Location: FOREHEAD
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Oct/16/2020

4. Laboratory Name and
Address (Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition

1. Randomization Date : Oct/16/2020

2. Randomization Number: [108544]

3. Randomization Group: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/16/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPCV48]

5.b Sample ID [BPCV49]

5.c Sample ID [BPZBBK]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Oct/16/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPZB9G]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Oct/16/2020 14:41

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response
- Reactogenicity diary
collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR
THIS SUBJECT
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/6/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Nov/6/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [97.5]

Unit: F

Temperature Location: FOREHEAD
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Nov/6/2020

4. Laboratory Name and
Address (Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Nov/6/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRGV2F]
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Nov/6/2020 15:00

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/7/2020

2. Erroneous Visit
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Dec/7/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRD9JT]

5.b Sample ID [BS96KR]

5.c Sample ID [BS96KS]
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Unscheduled Visit

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19

Form Version: 20-Feb-2021 02:17 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom
Started:

//

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Unscheduled Visit

Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]

Health Care Utilization

3. Has the subject been
hospitalized due to potential
COVID-19 illness?
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained
for Potential COVID-19
Illness?

3. Toxicity Grade:
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Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_REPEAT_SWAB
- New Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Visit: POT_COVID_REPEAT_SWAB
- New Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT
SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Adverse Event Report

1. Category:

2. AE ID: [ ]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[ ]

4. Start Date Time: //

5. Is the adverse event still
ongoing?

6. Toxicity Grade:

7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

9. Is this event related to study
treatment:

10. Latest Action Taken with
Study Treatment:

11. Was a Concomitant
Medication given?

12. Was a Non-Drug Treatment
given?

13. What was the outcome of
this adverse event?:

14. Did the adverse event cause
the subject to be
discontinued from the
study?

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Visit: Logs Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Categ

ory
Medicatio
n Error

Start
Date

Is the medication erro
r Still Ongoing

Study Medication
Errors Action

Form Instan
ce

 1.           Repeating
Pages
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Visit: Logs - Unscheduled Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with
Study Treatment:

6. Was a Concomitant
Medication given?

7. Was a Non-Drug Treatment
given?

8. Did the Medication Error
cause the subject to be
discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Visit: Logs Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defin
ed Identifier

Category for
Medication

Concomitant Medica
tions Pre-specified

Name of M
edication

Start
Date

Form Instan
ce

 1.           Repeating
Pages
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Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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Visit: Logs Form: CONCOMITANT MEDICATIONS -
PROHIBITED

Form Version: 22-Apr-2020 21:03

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defi
ned Identifier

Category for
Medication

Concomitant Medic
ations Pre-specified

Name of
Medicatio

n

Dose Des
cription

Form Instan
ce
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Pages
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Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS -
PROHIBITED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Visit: Logs Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Categ

ory
Treatment Ide

ntifier
Con Non-Drug Treatments

Pre-specified
Treatm

ent
Start D

ate
Form Instanc

e
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Pages
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Visit: Logs - Unscheduled Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment
Identifier?

[ ]

3. Concomitant Non-drug
Treatment Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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# Transfusion Type Date of Transfusion Form Instance
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Header Text: c4591001

Visit: Unplanned - New Unscheduled
Visit

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

09
01

77
e1

96
ae

3f
d7

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
4 

(G
M

T
)

FDA-CBER-2021-5683-0133645



Page 47 of 167

***Confidential***

 

Header Text: c4591001

Visit: Unplanned - New Unscheduled
Visit

Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Unplanned Assessments

1. Assessments
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and
Address (Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:

09
01

77
e1

96
ae

3f
d7

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
4 

(G
M

T
)

FDA-CBER-2021-5683-0133649



Page 51 of 167

***Confidential***

 

Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vaccination

1. Was there a temporary
delay of vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Dec/7/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/12/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response
- Is participant willing to
return for Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible per local/national recommendations and confirmed to
have received only placebo at Vaccination 1/2
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Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Jan/12/2021

2. Primary Reason for
Unblinding:

ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Withdrawal Of Consent

1. Withdrawal of Consent
Date :

//
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Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Death Details

1. Date of Collection /
Notification of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/22/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. Consent Was: OBTAINED

Date Written Consent Obtained
Jan/22/2021
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Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA -
FURTHER VACCINATION

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. Date of
Completion/Discontinuation
/Death :

Jan/22/2021

2. Phase of Disposition: REPEAT SCREENING 1

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Jan/22/2021

4. Laboratory Name and
Address (Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Jan/22/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRF0HZ]

5.b Sample ID [BSHMFM]

5.c Sample ID [BSHMFN]
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Jan/22/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRK9VP]
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Visit: V101_VAX3 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Jan/22/2021 14:46

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was
Observed

30 MINUTES

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/12/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Feb/12/2021

4. Laboratory Name and
Address (Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Feb/12/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRNSY3]
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Feb/12/2021 14:32

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was
Observed

30 MINUTES

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Header Text: c4591001

Visit: V103_MONTH1 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V103_MONTH1 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: V104_MONTH6 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V104_MONTH6 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: V105_MONTH18 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V105_MONTH18 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit:
FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT

Form Version: 20-Feb-2021 02:26 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Dec/7/2020
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Timothy
Jennings 

Approved Feb-22-2021 17:55:53 (UTC-06:00)
Central Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, TimothyJennings, verify that all case report form pages
accurately display the results of the examinations, tests, evaluations and treatments performed on
this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA -
Comments

Form Version: 10-Oct-2020 16:00 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Oct-16-2020 14:53:08 (UTC-06:00)
Central Time (US & Canada)

Tiffany
Baum
(pfe.tbaum)

Not Applicable
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Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA -
FURTHER VACCINATION - Comments

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Jan-22-2021 14:23:07 (UTC-06:00)
Central Time (US & Canada)

Tiffany
Baum
(pfe.tbaum)

Not Applicable
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Timothy
Jennings 

Approved Feb-22-2021 17:55:53 (UTC-06:00)
Central Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, TimothyJennings, verify that all case report form pages
accurately display the results of the examinations, tests, evaluations and treatments performed on
this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Megan
Felty 

N/A Feb-12-2021 14:37:06 (UTC-06:00)
Central Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Timothy
Jennings 

Approved Jan-22-2021 18:08:37 (UTC-06:00)
Central Time (US & Canada)

BOOK Signed
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, TimothyJennings, verify that all case report form pages
accurately display the results of the examinations, tests, evaluations and treatments performed on
this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail
History

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Oct-16-2020
14:10:35
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
06 OCT 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Oct-16-2020
14:10:35
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Oct-16-2020
14:10:42
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
OBTAINED

Date Written Consen
t Obtained

Oct/16/2020

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject ID

Date Location User Value Reason

Oct-16-2020
14:10:28
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10081628

Item copied
from previous
form

2. Birth Date:

Date Location User Value Reason

Oct-16-2020
14:10:26
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1972

Enrollment
Entry

3. Sex:

Date Location User Value Reason

Oct-16-2020
14:10:52
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason09
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-16-2020
14:10:52
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NOT HISPANIC OR
LATINO(A) OR OF S
PANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Oct-16-2020
14:10:52
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
WHITE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-16-2020
14:48:08
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/16/2020

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Oct-16-2020
14:48:31
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/16/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-16-2020
14:48:31
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Oct-16-2020
14:48:31
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
COMPLETED

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Oct-16-2020
14:49:26
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

1

Medical His
tory Term:

Acne

Start Date: Jan/UN
K/2020

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Oct-16-2020
14:49:26
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-16-2020
14:49:26
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Acne

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.a Start Date:

Date Location User Value Reason

Oct-16-2020
14:49:26
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Jan/UNK/2020

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Oct-16-2020
14:49:26
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry

1.b

Date Location User Value Reason

Oct-16-2020
14:49:56
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

2

Medical
History
Term:

Gastroesop
hageal reflu
x disease

Start Dat
e:

Oct/UNK/2
019

Ongoing
:

YES

Initial Entry
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Trail History
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.b Line/MH Number:

Date Location User Value Reason

Oct-16-2020
14:49:56
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-16-2020
14:49:56
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Gastroesophageal refl
ux disease

Initial Entry

1.b Start Date:

Date Location User Value Reason

Oct-16-2020
14:49:56
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/UNK/2019

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Oct-16-2020
14:49:56

ACV0PFEINFP6000  Tiffany
Baum

Data Entry:
YES

Initial Entry09
01

77
e1

96
ae

3f
d7
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Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-06:00)
Central Time (US
& Canada)

(pfe.tbaum)

1.c

Date Location User Value Reason

Oct-16-2020
14:50:10
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

3

Medical His
tory Term:

Migrain
es

Start Date: Oct/UN
K/2019

Ongoing: YES

Initial Entry

09
01
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e1
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Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.c Line/MH Number:

Date Location User Value Reason

Oct-16-2020
14:50:10
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-16-2020
14:50:10
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Migraines

Initial Entry

1.c Start Date:

Date Location User Value Reason

Oct-16-2020
14:50:10
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/UNK/2019

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Oct-16-2020
14:50:10

ACV0PFEINFP6000  Tiffany
Baum

Data Entry:
YES

Initial Entry09
01

77
e1

96
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3f
d7
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-06:00)
Central Time (US
& Canada)

(pfe.tbaum)

1.d

Date Location User Value Reason

Oct-16-2020
14:50:21
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

4

Medical His
tory Term:

Depressi
on

Start Date: UNK/U
NK/201
0

Ongoing: YES

Initial Entry

09
01

77
e1
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.d Line/MH Number:

Date Location User Value Reason

Oct-16-2020
14:50:21
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-16-2020
14:50:21
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Depression

Initial Entry

1.d Start Date:

Date Location User Value Reason

Oct-16-2020
14:50:21
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
UNK/UNK/2010

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Oct-16-2020
14:50:21

ACV0PFEINFP6000  Tiffany
Baum

Data Entry:
YES

Initial Entry09
01

77
e1

96
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-06:00)
Central Time (US
& Canada)

(pfe.tbaum)
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: HIV STATUS - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - What is the subject HIV status?

Date Location User Value Reason

Oct-16-2020
14:53:01
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
The subject is NOT kn
own to be HIV POSIT
IVE

Initial Entry

09
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History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Oct-16-2020
14:49:04
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/16/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Oct-16-2020
14:49:04
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
126.4

Initial Entry

3. Unit:

Date Location User Value Reason

Oct-16-2020
14:49:04
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
LB

Initial Entry

4. Height:

Date Location User Value Reason

09
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History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-16-2020
14:49:04
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
63.0

Initial Entry

5. Unit:

Date Location User Value Reason

Oct-16-2020
14:49:04
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
in

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Oct-16-2020
14:49:04
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
22.4

Initial Entry

7.a

Date Location User Value Reason

Oct-16-2020
14:49:04
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Record Iden
tifier::

1

Temperatur
e:

97.6

Initial Entry

09
01

77
e1

96
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3f
d7

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
4 

(G
M

T
)

FDA-CBER-2021-5683-0133702



Page 104 of 167

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Temperatur
e Unit:

F

Temperatur
e Location::

FORE
HEAD

7.a Record Identifier:

Date Location User Value Reason

Oct-16-2020
14:49:04
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Oct-16-2020
14:49:04
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
97.6

Initial Entry

7.a Unit:

Date Location User Value Reason

Oct-16-2020
14:49:04
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
F

Initial Entry

09
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Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7.a Temperature Location:

Date Location User Value Reason

Oct-16-2020
14:49:04
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
FOREHEAD

Initial Entry

09
01

77
e1

96
ae

3f
d7

\F
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al
\F
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Oct-16-2020
14:49:11
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Oct-16-2020
14:49:11
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Oct-16-2020
14:49:11
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/16/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-16-2020
14:49:11
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Oct-16-2020
14:49:11
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Oct-16-2020
14:49:11
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

113

Test:: Choriogon
adotropin
Beta_PX11
3

Result:: NEGATIV
E

Not Done
::

Initial Entry

6.a Sponsor ID:
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eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Oct-16-2020
14:49:11
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Oct-16-2020
14:49:11
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Choriogonadotropin B
eta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Oct-16-2020
14:49:11
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NEGATIVE

Initial Entry
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Randomization Date :

Date Location User Value Reason

Oct-16-2020
15:30:38
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/16/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Oct-16-2020
15:30:38
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
108544

Initial Entry

09
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-16-2020
16:16:00
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-16-2020
16:16:00
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-16-2020
16:16:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Oct-16-2020
16:16:00
(UTC-06:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
3f

d7
\F

in
al
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n:
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Central Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Oct-16-2020
16:16:00
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Alaina
Yarber
(pfe.ayarber)

Data Entry:
YES

Date of Collection:

Oct/16/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-16-2020
16:16:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Alaina
Yarber
(pfe.ayarber)

Data Entry:
Sample ID
:

BPCV4
8

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-16-2020
16:16:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Alaina
Yarber
(pfe.ayarber)

Data Entry:
BPCV48

Initial Entry

5.b

Date Location User Value Reason09
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77
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al
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-16-2020
16:16:26
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Alaina
Yarber
(pfe.ayarber)

Data Entry:
Sample ID
:

BPCV4
9

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-16-2020
16:16:26
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Alaina
Yarber
(pfe.ayarber)

Data Entry:
BPCV49

Initial Entry

5.c

Date Location User Value Reason

Oct-16-2020
16:16:39
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Alaina
Yarber
(pfe.ayarber)

Data Entry:
Sample ID
:

BPZBB
K

Initial Entry

5.c Sample ID

Date Location User Value Reason

Oct-16-2020
16:16:39
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Alaina
Yarber
(pfe.ayarber)

Data Entry:
BPZBBK

Initial Entry

09
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e1
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\F
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-16-2020
15:41:32
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-16-2020
15:41:32
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-16-2020
15:41:44
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Oct-16-2020
15:41:32
(UTC-06:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
3f

d7
\F

in
al
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in
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Central Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Oct-16-2020
15:41:32
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Alaina
Yarber
(pfe.ayarber)

Data Entry:
YES

Date of Collection:

Oct/16/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-16-2020
15:41:44
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Alaina
Yarber
(pfe.ayarber)

Data Entry:
Sample ID
:

BPZB9
G

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-16-2020
15:41:44
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Alaina
Yarber
(pfe.ayarber)

Data Entry:
BPZB9G

Initial Entry
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Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Oct-16-2020
15:31:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Oct-16-2020
15:31:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Oct-16-2020
15:31:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
e1
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ae

3f
d7
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al
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-16-2020
15:31:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/16/2020 14:41

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Oct-16-2020
15:31:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Oct-16-2020
15:31:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Oct-16-2020
15:31:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

10. Timeframe Subject Was Observed

Date Location User Value Reason

Oct-16-2020
15:31:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Oct-16-2020
15:31:15
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry
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Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Oct-16-2020
14:53:16
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO - REACTOGENI
CITY E-DIARY NOT
COLLECTED FOR T
HIS SUBJECT

Initial Entry

09
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-06-2020
15:42:39
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Nov/6/2020

Initial Entry

09
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e1
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3f
d7
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Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Nov-06-2020
15:42:56
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Nov/6/2020

Initial Entry

2.a

Date Location User Value Reason

Nov-06-2020
15:42:56
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Record Ide
ntifier::

1

Temperatur
e:

97.5

Temperatur
e Unit:

F

Temperatur
e Location::

FORE
HEAD

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Nov-06-2020
15:42:56
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
1

Initial Entry

09
01

77
e1

96
ae

3f
d7

\F
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.a Temperature:

Date Location User Value Reason

Nov-06-2020
15:42:56
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
97.5

Initial Entry

2.a Unit:

Date Location User Value Reason

Nov-06-2020
15:42:56
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
F

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Nov-06-2020
15:42:56
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
FOREHEAD

Initial Entry
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eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Nov-06-2020
15:43:06
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Nov-06-2020
15:43:06
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Nov-06-2020
15:43:06
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Nov/6/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason
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eCRF Audit Trail History
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Nov-06-2020
15:43:06
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Nov-06-2020
15:43:06
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Nov-06-2020
15:43:06
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

113

Test:: Choriogon
adotropin
Beta_PX11
3

Result:: NEGATIV
E

Not Done
::

Initial Entry

6.a Sponsor ID:
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Nov-06-2020
15:43:06
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Nov-06-2020
15:43:06
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Choriogonadotropin
Beta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Nov-06-2020
15:43:06
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-06-2020
15:15:00
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-06-2020
15:15:00
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-06-2020
15:15:08
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Nov-06-2020
15:15:00
(UTC-06:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

'Sample
Collected?' is
Yes, however09
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d7
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Central Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Nov-06-2020
15:15:00
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
YES

Date of Collectio
n:

Nov/6/2020

Initial Entry

5.a

Date Location User Value Reason

Nov-06-2020
15:15:08
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
Sample I
D:

BRGV2
F

Initial Entry

5.a Sample ID

Date Location User Value Reason

Nov-06-2020
15:15:08
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
BRGV2F

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Nov-06-2020
15:43:28
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Nov-06-2020
15:43:28
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Nov-06-2020
15:43:28
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
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\F
in

al
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Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Nov-06-2020
15:43:28
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Nov/6/2020 15:00

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Nov-06-2020
15:43:28
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Nov-06-2020
15:43:28
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Nov-06-2020
15:43:28
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

10. Timeframe Subject Was Observed

Date Location User Value Reason

Nov-06-2020
15:43:28
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Nov-06-2020
15:43:28
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
YES

Initial Entry
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Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-07-2020
15:30:32
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Dec/7/2020

Initial Entry
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e1
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d7
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Dec-07-2020
17:04:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Dec-07-2020
17:04:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Dec-07-2020
17:05:09
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Dec-07-2020
17:04:50
(UTC-06:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09
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77
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ae
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Central Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Dec-07-2020
17:04:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Kim Ringling
(pfe.kringling)

Data Entry:
YES

Date of Collectio
n:

Dec/7/2020

Initial Entry

5.a

Date Location User Value Reason

Dec-07-2020
17:05:09
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Kim Ringling
(pfe.kringling)

Data Entry:
Sample I
D:

BRD9J
T

Initial Entry

5.a Sample ID

Date Location User Value Reason

Dec-07-2020
17:05:09
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Kim Ringling
(pfe.kringling)

Data Entry:
BRD9JT

Initial Entry

5.b
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IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Dec-07-2020
17:05:46
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Kim Ringling
(pfe.kringling)

Data Entry:
Sample I
D:

BS96K
R

Initial Entry

5.b Sample ID

Date Location User Value Reason

Dec-07-2020
17:05:46
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Kim Ringling
(pfe.kringling)

Data Entry:
BS96KR

Initial Entry

5.c

Date Location User Value Reason

Dec-07-2020
17:06:14
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Kim Ringling
(pfe.kringling)

Data Entry:
Sample ID
:

BS96K
S

Initial Entry
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c Sample ID

Date Location User Value Reason

Dec-07-2020
17:06:14
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Kim Ringling
(pfe.kringling)

Data Entry:
BS96KS

Initial Entry
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit
Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Dec-07-2020
15:30:51
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Dec/7/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Dec-07-2020
15:30:51
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Dec-07-2020
15:30:51
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-15-2021
08:04:16
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
Jan/12/2021

Initial Entry

09
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e1
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ae

3f
d7
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION -
eCRF Audit Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Jan-15-2021
08:04:40
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Jan-15-2021
08:04:29
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candida
te

The response
indicates
participant was
unblinded,
however the
TREATMENT
UNBLINDED
date is missing
in the DISP
visit. Please
complete this
date.

Jan-15-2021
08:04:29
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
Participant is will
ing to return for V
accination 3

Participant is:

eligible per loc
al/national rec
ommendations
and confirmed

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION -
eCRF Audit Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

to have receiv
ed only placeb
o at Vaccinatio
n 1/2
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Jan-15-2021
08:04:40
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
Jan/12/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Jan-15-2021
08:04:40
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
ASSESS ELIGIBIL
ITY FOR ADDITI
ONAL VACCINAT
ION

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-22-2021
14:22:53
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Jan/22/2021

Initial Entry

09
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e1
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER
VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Jan-22-2021
14:22:59
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
OBTAINED

Date Written Consen
t Obtained

Jan/22/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Jan-22-2021
14:23:19
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Jan/22/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Jan-22-2021
14:23:19
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
REPEAT SCREENING
1

Initial Entry

3. Status:

Date Location User Value Reason

Jan-22-2021
14:23:19
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
COMPLETED

Initial Entry
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e1
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Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Jan-22-2021
14:23:45
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Jan-22-2021
14:23:45
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Jan-22-2021
14:23:45
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Jan/22/2021

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-22-2021
14:23:45
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Jan-22-2021
14:23:45
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Jan-22-2021
14:23:45
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

113

Test:: Choriogon
adotropin
Beta_PX11
3

Result:: NEGATIV
E

Not Done
::

Initial Entry

6.a Sponsor ID:
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jan-22-2021
14:23:45
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Jan-22-2021
14:23:45
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Choriogonadotropin B
eta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Jan-22-2021
14:23:45
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-22-2021
15:45:57
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-22-2021
15:45:57
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-22-2021
15:46:08
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Jan-22-2021
15:45:57
(UTC-06:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
3f

d7
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n:
 0

1-
A

pr
-2

02
1 

05
:2

4 
(G

M
T

)

FDA-CBER-2021-5683-0133745



Page 147 of 167

***Confidential***

Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Central Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Jan-22-2021
15:45:57
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
YES

Date of Collection:

Jan/22/2021

Initial Entry

5.a

Date Location User Value Reason

Jan-22-2021
15:46:08
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
Sample ID
:

BRF0H
Z

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jan-22-2021
15:46:08
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
BRF0HZ

Initial Entry

5.b

Date Location User Value Reason09
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-22-2021
15:46:18
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
Sample I
D:

BSHMF
M

Initial Entry

5.b Sample ID

Date Location User Value Reason

Jan-22-2021
15:46:18
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
BSHMFM

Initial Entry

5.c

Date Location User Value Reason

Jan-22-2021
15:46:28
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
Sample ID
:

BSHMF
N

Initial Entry

5.c Sample ID

Date Location User Value Reason

Jan-22-2021
15:46:28
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
BSHMFN

Initial Entry
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Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-22-2021
15:31:07
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-22-2021
15:31:07
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-22-2021
15:33:27
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Jan-22-2021
15:31:07
(UTC-06:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
3f

d7
\F
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Central Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Jan-22-2021
15:31:07
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
YES

Date of Collection:

Jan/22/2021

Initial Entry

5.a

Date Location User Value Reason

Jan-22-2021
15:33:27
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
Sample ID
:

BRK9V
P

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jan-22-2021
15:33:27
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
BRK9VP

Initial Entry
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Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Jan-22-2021
15:30:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Jan-22-2021
15:30:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Jan-22-2021
15:30:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01
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Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-22-2021
15:30:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Jan/22/2021 14:46

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Jan-22-2021
15:30:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Jan-22-2021
15:30:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Jan-22-2021
15:30:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

8. Actual Dose:

Date Location User Value Reason

Jan-22-2021
15:30:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Jan-22-2021
15:30:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Jan-22-2021
15:30:50
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Jan-22-2021
15:30:50

ACV0PFEINFP6000  Tiffany
Baum

Data Entry:
YES

Initial Entry09
01

77
e1
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ae

3f
d7
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Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-06:00)
Central Time (US
& Canada)

(pfe.tbaum)
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-12-2021
15:29:03
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Feb/12/2021

Initial Entry
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Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Feb-12-2021
15:29:12
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Feb-12-2021
15:29:12
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Feb-12-2021
15:29:12
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Feb/12/2021

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Feb-12-2021
15:29:12
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Feb-12-2021
15:29:12
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Feb-12-2021
15:29:12
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

113

Test:: Choriogon
adotropin
Beta_PX11
3

Result:: NEGATIV
E

Not Done
::

Initial Entry

6.a Sponsor ID:
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Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Feb-12-2021
15:29:12
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Feb-12-2021
15:29:12
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Choriogonadotropin B
eta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Feb-12-2021
15:29:12
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-12-2021
14:37:06
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-12-2021
14:37:06
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-12-2021
14:37:42
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Feb-12-2021
14:37:06
(UTC-06:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77
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96

ae
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d7
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Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Central Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Feb-12-2021
14:37:06
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
YES

Date of Collection:

Feb/12/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-12-2021
14:37:42
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
Sample ID
:

BRNSY
3

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-12-2021
14:37:42
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
BRNSY3

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Feb-12-2021
15:29:31
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Feb-12-2021
15:29:31
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Feb-12-2021
15:29:31
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
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Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Feb-12-2021
15:29:31
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Feb/12/2021 14:32

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Feb-12-2021
15:29:31
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Feb-12-2021
15:29:31
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Feb-12-2021
15:29:31
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

8. Actual Dose:

Date Location User Value Reason

Feb-12-2021
15:29:31
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Feb-12-2021
15:29:31
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Feb-12-2021
15:29:31
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Feb-12-2021
15:29:31

ACV0PFEINFP6000  Tiffany
Baum

Data Entry:
YES

Initial Entry09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-06:00)
Central Time (US
& Canada)

(pfe.tbaum)
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Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject Status

Date Location User Value Reason

Dec-07-2020
15:30:51
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Oct-16-2020
15:30:38
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDO
MIZED

Initial Entry

Oct-16-2020
14:48:31
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Dec-07-2020
15:30:51
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Dec/7/2020

Initial Entry

Oct-16-2020
15:30:38

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/16/2020

Initial Entry
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-06:00)
Central Time (US
& Canada)

Oct-16-2020
14:48:31
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/16/2020

Initial Entry
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081628 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Casebook Signature

Date Location User Value Reason

Dec-07-2020
15:30:59
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Click Here to Enable

Initial Entry
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Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per
protocol amendment 5, STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response
- Protocol version

06 OCT 2020

2. Select appropriate response
- What cohort does the
subject belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Oct/22/2020
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Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Demography

1. Subject ID [10081667]

2. Birth Date: 1941

3. Sex: MALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that
apply):

WHITE

6. Racial Designation:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/22/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 10-Oct-2020 16:00 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Oct/22/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Asthma]

Start Date: UNK/UNK/1976

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Non allergic rhinitis]

Start Date: UNK/UNK/1945

Ongoing: YES

1.c Line/MH Number: [3]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Gastroesophageal reflux disease]

Start Date: UNK/UNK/2005

Ongoing: YES
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.d Line/MH Number: [4]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Diabetes type II]

Start Date: UNK/UNK/2017

Ongoing: YES

1.e Line/MH Number: [5]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Hypertension]

Start Date: UNK/UNK/2005

Ongoing: YES

1.f Line/MH Number: [6]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Penicillin allergy]

Start Date: UNK/UNK/1957

Ongoing: YES

1.g Line/MH Number: [7]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Levaquin allergy]

Start Date: UNK/UNK/2014

Ongoing: YES09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: HIV STATUS

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

HIV Status

1. Select appropriate response
- What is the subject HIV
status?

The subject is NOT known to be HIV POSITIVE
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Oct/22/2020

2. Weight: [177.6]

3. Unit: LB

4. Height: [69.0]

5. Unit: in

6. Body Mass Index: [26.2]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [97.3]

Unit: F

Temperature Location: FOREHEAD
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition

1. Randomization Date : Oct/22/2020

2. Randomization Number: [272026]

3. Randomization Group: [ ]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/22/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPZBH6]

5.b Sample ID [BRZDBC]

5.c Sample ID [BRZDBD]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Oct/22/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPZBG6]
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Oct/22/2020 11:33

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response
- Reactogenicity diary
collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR
THIS SUBJECT
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/12/2020

2. Erroneous Visit
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Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Nov/12/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [98.0]

Unit: F

Temperature Location: FOREHEAD
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SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Nov/12/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRGV3S]
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Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Nov/12/2020 09:29

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/10/2020

2. Erroneous Visit
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Dec/10/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRL1RY]

5.b Sample ID [BS96NF]

5.c Sample ID [BS96NG]
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Unscheduled Visit

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19

Form Version: 20-Feb-2021 02:17 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom
Started:

//

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]

Health Care Utilization

3. Has the subject been
hospitalized due to potential
COVID-19 illness?
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Form: ILLNESS DETAILS
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Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained
for Potential COVID-19
Illness?

3. Toxicity Grade:
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Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---
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Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Category
AE Ide
ntifier

Adverse Eve
nt

Start Date
Is the Adverse Even

t Still Ongoing
Form Instan

ce

 1. ADVERSE
EVENT 

1  injection site a
re soreness 

Nov/12/2020
19:30 

NO
End Date Time:

Nov/13/2020 UN
K:UNK

 

Repeating
Pages

 2. ADVERSE
EVENT 

2  liver cancer  Feb/25/2021
UNK:UNK 

YES  Repeating
Pages
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[injection site are soreness]

4. Start Date Time: Nov/12/2020 19:30

5. Is the adverse event still
ongoing?

NO

End Date Time:
Nov/13/2020 UNK:UNK

6. Toxicity Grade: 1
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7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

NO

12. Was a Non-Drug Treatment
given?

NO09
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[liver cancer]

4. Start Date Time: Feb/25/2021 UNK:UNK

5. Is the adverse event still
ongoing?

YES

6. Toxicity Grade: 3
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

YES

Is this serious event associated with congenital anomaly or
birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?

Did this serious event result in persistent or significant
disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
YES

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[unknown]

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE
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Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

11. Was a Concomitant
Medication given?

NO

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of
this adverse event?:

NOT RECOVERED/NOT RESOLVED

14. Did the adverse event cause
the subject to be
discontinued from the
study?

YES

15. Serious Adverse Event
Number: For Pfizer Use
Only

[2021240864]
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#
Categ

ory
Medicatio
n Error

Start
Date

Is the medication erro
r Still Ongoing

Study Medication
Errors Action

Form Instan
ce

 1.           Repeating
Pages

09
01

77
e1

96
ae

3f
d6

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
4 

(G
M

T
)

FDA-CBER-2021-5683-0133805



Page 40 of 186

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54 Form Status: Not Started
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Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with
Study Treatment:

6. Was a Concomitant
Medication given?

7. Was a Non-Drug Treatment
given?

8. Did the Medication Error
cause the subject to be
discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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#
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Name of M
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Start
Date

Form Instan
ce
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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Form Version: 22-Apr-2020 21:03
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#
Sponsor-Defi
ned Identifier

Category for
Medication

Concomitant Medic
ations Pre-specified

Name of
Medicatio

n

Dose Des
cription

Form Instan
ce
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Pages
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Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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#
Categ

ory
Treatment Ide
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Con Non-Drug Treatments
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Treatm

ent
Start D

ate
Form Instanc

e
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment
Identifier?

[ ]

3. Concomitant Non-drug
Treatment Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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# Transfusion Type Date of Transfusion Form Instance

 1.     Repeating Pages
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Unplanned Assessments

1. Assessments
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Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Form: VACCINATION
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vaccination

1. Was there a temporary
delay of vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?
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Form Version: 10-Oct-2020 15:57 Form Status: Not Started
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Dec/10/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/5/2021

2. Erroneous Visit

09
01

77
e1

96
ae

3f
d6

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
4 

(G
M

T
)

FDA-CBER-2021-5683-0133823



Page 58 of 186

***Confidential***

 

Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION
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Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response
- Is participant willing to
return for Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible per local/national recommendations and confirmed to
have received only placebo at Vaccination 1/2
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eCRF Audit Trail History

Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

Mar/10/2021

2. Phase of Disposition: FOLLOW-UP

3. Status: WITHDRAWAL BY SUBJECT

4. Specify Status: [3/10/21 withdrew consent, refuses study FU/further
contact/medical records request]
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/13/2021

2. Erroneous Visit

09
01

77
e1

96
ae

3f
d6

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
4 

(G
M

T
)

FDA-CBER-2021-5683-0133826



Page 61 of 186

***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.
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eCRF Audit Trail History

Informed Consent - Further Vaccination

1. Consent Was: OBTAINED

Date Written Consent Obtained
Jan/13/2021
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Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. Date of
Completion/Discontinuation
/Death :

Jan/13/2021

2. Phase of Disposition: REPEAT SCREENING 1

3. Status: COMPLETED

4. Specify Status: [ ]
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Jan/13/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRF55N]

5.b Sample ID [BSCBDB]

5.c Sample ID [BSCBDC]

09
01

77
e1

96
ae

3f
d6

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
4 

(G
M

T
)

FDA-CBER-2021-5683-0133830



Page 65 of 186

***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Jan/13/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRF5DY]
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eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Jan/13/2021 10:46

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was
Observed

30 MINUTES

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Jan/5/2021

2. Primary Reason for
Unblinding:

ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Withdrawal Of Consent

1. Withdrawal of Consent
Date :

Mar/10/2021
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Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Death Details

1. Date of Collection /
Notification of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Visit: V102_VAX4 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/3/2021

2. Erroneous Visit
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Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Feb/3/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRKB0P]
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Visit: V102_VAX4 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Feb/3/2021 10:32

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was
Observed

30 MINUTES

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Visit: V103_MONTH1 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Mar/4/2021

2. Erroneous Visit
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Visit: V103_MONTH1 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Contact Outcome

1. Contact Type: TELEPHONE VISIT

2. Was contact made? YES

Date of Contact:
Mar/4/2021

3. Comments: [ ]
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Visit: V104_MONTH6 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V104_MONTH6 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: V105_MONTH18 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V105_MONTH18 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]

09
01

77
e1

96
ae

3f
d6

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
4 

(G
M

T
)

FDA-CBER-2021-5683-0133844



Page 79 of 186

***Confidential***

 

Header Text: c4591001

Visit:
FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Mar/4/2021

2. Phase of Disposition: OPEN LABEL TREATMENT

3. Status: COMPLETED

4. Specify Status: [ ]

09
01

77
e1

96
ae

3f
d6

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
4 

(G
M

T
)

FDA-CBER-2021-5683-0133845



Page 80 of 186

***Confidential***

 

Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Subject Status

1. Subject Status DISCONTINUED

2. Subject Status Date Mar/10/2021
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Timothy
Jennings 

Approved Mar-11-2021 11:18:35 (UTC-06:00)
Central Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, TimothyJennings, verify that all case report form pages
accurately display the results of the examinations, tests, evaluations and treatments performed on
this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA -
Comments

Form Version: 10-Oct-2020 16:00 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Oct-22-2020 11:01:10 (UTC-06:00)
Central Time (US & Canada)

Tiffany
Baum
(pfe.tbaum)

Not Applicable
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Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA -
FURTHER VACCINATION - Comments

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Jan-13-2021 10:38:44 (UTC-06:00)
Central Time (US & Canada)

Tiffany
Baum
(pfe.tbaum)

Not Applicable
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Timothy
Jennings 

Approved Mar-11-2021 11:18:35 (UTC-06:00)
Central Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, TimothyJennings, verify that all case report form pages
accurately display the results of the examinations, tests, evaluations and treatments performed on
this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Ann Patek  N/A Mar-11-2021 10:16:27 (UTC-06:00)
Central Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Timothy
Jennings 

Approved Mar-10-2021 21:52:08 (UTC-06:00)
Central Time (US & Canada)

BOOK Signed
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, TimothyJennings, verify that all case report form pages
accurately display the results of the examinations, tests, evaluations and treatments performed on
this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Tiffany
Baum 

N/A Mar-05-2021 08:10:26 (UTC-06:00)
Central Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Timothy
Jennings 

Approved Feb-22-2021 18:09:47 (UTC-06:00)
Central Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, TimothyJennings, verify that all case report form pages
accurately display the results of the examinations, tests, evaluations and treatments performed on
this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Tiffany
Baum 

N/A Feb-03-2021 11:32:33 (UTC-06:00)
Central Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Timothy
Jennings 

Approved Jan-22-2021 18:33:34 (UTC-06:00)
Central Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, TimothyJennings, verify that all case report form pages
accurately display the results of the examinations, tests, evaluations and treatments performed on
this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail
History

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Oct-22-2020
10:59:33
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
06 OCT 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Oct-22-2020
10:59:33
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Oct-22-2020
10:59:40
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
OBTAINED

Date Written Consen
t Obtained

Oct/22/2020

Initial Entry
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Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject ID

Date Location User Value Reason

Oct-22-2020
10:59:22
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10081667

Item copied
from previous
form

2. Birth Date:

Date Location User Value Reason

Oct-22-2020
10:59:20
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1941

Enrollment
Entry

3. Sex:

Date Location User Value Reason

Oct-22-2020
10:59:58
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
MALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason09
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Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Frozen, Verified
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-22-2020
10:59:58
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NOT HISPANIC OR
LATINO(A) OR OF S
PANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Oct-22-2020
10:59:58
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
WHITE

Initial Entry

09
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-22-2020
11:00:07
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/22/2020

Initial Entry

09
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e1

96
ae
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Oct-22-2020
11:00:16
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/22/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-22-2020
11:00:16
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Oct-22-2020
11:00:16
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
COMPLETED

Initial Entry
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Oct-22-2020
11:14:54
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

1

Medical His
tory Term:

Asthma

Start Date: UNK/U
NK/197
6

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Oct-22-2020
11:14:54
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-22-2020
11:14:54
(UTC-06:00)
Central Time (US

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Asthma

Initial Entry

09
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77
e1
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

& Canada)

1.a Start Date:

Date Location User Value Reason

Oct-22-2020
11:14:54
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
UNK/UNK/1976

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Oct-22-2020
11:14:54
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry

1.b

Date Location User Value Reason

Jan-13-2021
15:20:34
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Line/MH
Number:

2

Medical H
istory Ter
m:

Non alle
rgic rhin
itis

Start Date
:

UNK/U
NK/194
5

New
Information

09
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Ongoing: YES

Oct-22-2020
11:15:19
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

2

Medical H
istory Ter
m:

Seasona
l allergi
es

Start Date
:

UNK/U
NK/194
5

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.b Line/MH Number:

Date Location User Value Reason

Oct-22-2020
11:15:19
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Jan-13-2021
15:20:34
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Non allergic rhinitis

New
Information

Oct-22-2020
11:15:19
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Seasonal allergies

Initial Entry

1.b Start Date:

Date Location User Value Reason

Oct-22-2020
11:15:19
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
UNK/UNK/1945

Initial Entry

09
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Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.b Ongoing:

Date Location User Value Reason

Oct-22-2020
11:15:19
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry

1.c

Date Location User Value Reason

Oct-22-2020
11:15:38
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

3

Medical
History
Term:

Gastroesop
hageal reflu
x disease

Start Dat
e:

UNK/UNK/
2005

Ongoing
:

YES

Initial Entry

09
01

77
e1
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.c Line/MH Number:

Date Location User Value Reason

Oct-22-2020
11:15:38
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-22-2020
11:15:38
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Gastroesophageal refl
ux disease

Initial Entry

1.c Start Date:

Date Location User Value Reason

Oct-22-2020
11:15:38
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
UNK/UNK/2005

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Oct-22-2020
11:15:38

ACV0PFEINFP6000  Tiffany
Baum

Data Entry:
YES

Initial Entry09
01

77
e1

96
ae

3f
d6

\F
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al
\F

in
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Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-06:00)
Central Time (US
& Canada)

(pfe.tbaum)

1.d

Date Location User Value Reason

Oct-22-2020
11:16:10
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

4

Medical His
tory Term:

Diabetes
type II

Start Date: UNK/U
NK/201
7

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae
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al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
4 

(G
M

T
)

FDA-CBER-2021-5683-0133866



Page 101 of 186

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.d Line/MH Number:

Date Location User Value Reason

Oct-22-2020
11:16:10
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-22-2020
11:16:10
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Diabetes type II

Initial Entry

1.d Start Date:

Date Location User Value Reason

Oct-22-2020
11:16:10
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
UNK/UNK/2017

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Oct-22-2020
11:16:10

ACV0PFEINFP6000  Tiffany
Baum

Data Entry:
YES

Initial Entry09
01

77
e1

96
ae

3f
d6

\F
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Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-06:00)
Central Time (US
& Canada)

(pfe.tbaum)

1.e

Date Location User Value Reason

Oct-22-2020
11:16:24
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

5

Medical His
tory Term:

Hyperte
nsion

Start Date: UNK/U
NK/200
5

Ongoing: YES

Initial Entry

09
01

77
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Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.e Line/MH Number:

Date Location User Value Reason

Oct-22-2020
11:16:24
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-22-2020
11:16:24
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Hypertension

Initial Entry

1.e Start Date:

Date Location User Value Reason

Oct-22-2020
11:16:24
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
UNK/UNK/2005

Initial Entry

1.e Ongoing:

Date Location User Value Reason

Oct-22-2020
11:16:24

ACV0PFEINFP6000  Tiffany
Baum

Data Entry:
YES

Initial Entry09
01

77
e1

96
ae

3f
d6

\F
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-06:00)
Central Time (US
& Canada)

(pfe.tbaum)

1.f

Date Location User Value Reason

Oct-22-2020
11:16:51
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

6

Medical His
tory Term:

Penicilli
n allergy

Start Date: UNK/U
NK/195
7

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

3f
d6

\F
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.f Line/MH Number:

Date Location User Value Reason

Oct-22-2020
11:16:51
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-22-2020
11:16:51
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Penicillin allergy

Initial Entry

1.f Start Date:

Date Location User Value Reason

Oct-22-2020
11:16:51
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
UNK/UNK/1957

Initial Entry

1.f Ongoing:

Date Location User Value Reason

Oct-22-2020
11:16:51

ACV0PFEINFP6000  Tiffany
Baum

Data Entry:
YES

Initial Entry09
01

77
e1

96
ae

3f
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Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-06:00)
Central Time (US
& Canada)

(pfe.tbaum)

1.g

Date Location User Value Reason

Oct-22-2020
11:17:05
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

7

Medical His
tory Term:

Levaqui
n allergy

Start Date: UNK/U
NK/201
4

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

3f
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\F
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.g Line/MH Number:

Date Location User Value Reason

Oct-22-2020
11:17:05
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-22-2020
11:17:05
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Levaquin allergy

Initial Entry

1.g Start Date:

Date Location User Value Reason

Oct-22-2020
11:17:05
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
UNK/UNK/2014

Initial Entry

1.g Ongoing:

Date Location User Value Reason

Oct-22-2020
11:17:05

ACV0PFEINFP6000  Tiffany
Baum

Data Entry:
YES

Initial Entry09
01

77
e1

96
ae

3f
d6
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-06:00)
Central Time (US
& Canada)

(pfe.tbaum)
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Visit: V1_DAY1_VAX1_L Form: HIV STATUS - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - What is the subject HIV status?

Date Location User Value Reason

Oct-22-2020
11:01:01
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
The subject is NOT kn
own to be HIV POSIT
IVE

Initial Entry

09
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Oct-22-2020
11:14:35
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/22/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Oct-22-2020
11:14:35
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
177.6

Initial Entry

3. Unit:

Date Location User Value Reason

Oct-22-2020
11:14:35
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
LB

Initial Entry

4. Height:

Date Location User Value Reason
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-22-2020
11:14:35
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
69.0

Initial Entry

5. Unit:

Date Location User Value Reason

Oct-22-2020
11:14:35
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
in

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Oct-22-2020
11:14:35
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
26.2

Initial Entry

7.a

Date Location User Value Reason

Oct-22-2020
11:14:35
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Record Iden
tifier::

1

Temperatur
e:

97.3

Initial Entry

09
01

77
e1

96
ae

3f
d6

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
4 

(G
M

T
)

FDA-CBER-2021-5683-0133877



Page 112 of 186

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Temperatur
e Unit:

F

Temperatur
e Location::

FORE
HEAD

7.a Record Identifier:

Date Location User Value Reason

Oct-22-2020
11:14:35
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Oct-22-2020
11:14:35
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
97.3

Initial Entry

7.a Unit:

Date Location User Value Reason

Oct-22-2020
11:14:35
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
F

Initial Entry
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History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7.a Temperature Location:

Date Location User Value Reason

Oct-22-2020
11:14:35
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
FOREHEAD

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Randomization Date :

Date Location User Value Reason

Oct-22-2020
12:15:38
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/22/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Oct-22-2020
12:15:38
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
272026

Initial Entry
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-22-2020
11:16:17
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-22-2020
11:16:17
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-22-2020
11:16:25
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Oct-22-2020
11:16:17
(UTC-06:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
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d6
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n:
 0

1-
A

pr
-2

02
1 

05
:2

4 
(G

M
T

)

FDA-CBER-2021-5683-0133881



Page 116 of 186

***Confidential***

Header Text: c4591001
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Central Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Oct-22-2020
11:16:17
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
YES

Date of Collection:

Oct/22/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-22-2020
11:16:25
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample ID
:

BPZBH
6

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-22-2020
11:16:25
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BPZBH6

Initial Entry

5.b

Date Location User Value Reason09
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-22-2020
11:16:33
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample I
D:

BRZDB
C

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-22-2020
11:16:33
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BRZDBC

Initial Entry

5.c

Date Location User Value Reason

Oct-22-2020
11:16:39
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample I
D:

BRZDB
D

Initial Entry

5.c Sample ID

Date Location User Value Reason

Oct-22-2020
11:16:39
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BRZDBD

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-22-2020
11:16:47
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-22-2020
11:16:47
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-22-2020
11:16:54
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Oct-22-2020
11:16:47
(UTC-06:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09
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77
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96
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d6
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Central Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Oct-22-2020
11:16:47
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
YES

Date of Collection:

Oct/22/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-22-2020
11:16:54
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Sample ID
:

BPZBG
6

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-22-2020
11:16:54
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
BPZBG6

Initial Entry
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Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Oct-22-2020
12:16:07
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Oct-22-2020
12:16:07
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Oct-22-2020
12:16:07
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-22-2020
12:16:07
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Oct/22/2020 11:33

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Oct-22-2020
12:16:07
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Oct-22-2020
12:16:07
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Oct-22-2020
12:16:07
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

10. Timeframe Subject Was Observed

Date Location User Value Reason

Oct-22-2020
12:16:07
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Oct-22-2020
12:16:07
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry
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Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Oct-22-2020
11:00:51
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO - REACTOGENI
CITY E-DIARY NOT
COLLECTED FOR T
HIS SUBJECT

Initial Entry
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Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-12-2020
10:09:35
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Nov/12/2020

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Nov-12-2020
10:09:51
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Nov/12/2020

Initial Entry

2.a

Date Location User Value Reason

Nov-12-2020
10:09:51
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Record Ide
ntifier::

1

Temperatur
e:

98.0

Temperatur
e Unit:

F

Temperatur
e Location::

FORE
HEAD

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Nov-12-2020
10:09:51
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
1

Initial Entry

09
01

77
e1

96
ae

3f
d6

\F
in

al
\F

in
al
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n:
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.a Temperature:

Date Location User Value Reason

Nov-12-2020
10:09:51
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
98.0

Initial Entry

2.a Unit:

Date Location User Value Reason

Nov-12-2020
10:09:51
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
F

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Nov-12-2020
10:09:51
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
FOREHEAD

Initial Entry

09
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SWAB - eCRF Audit Trail History
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-12-2020
10:37:38
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-12-2020
10:37:38
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-12-2020
10:37:46
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Nov-12-2020
10:37:38
(UTC-06:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
3f

d6
\F

in
al

\F
in

al
 O

n:
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Central Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Nov-12-2020
10:37:38
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
YES

Date of Collectio
n:

Nov/12/2020

Initial Entry

5.a

Date Location User Value Reason

Nov-12-2020
10:37:46
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
Sample I
D:

BRGV3
S

Initial Entry

5.a Sample ID

Date Location User Value Reason

Nov-12-2020
10:37:46
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
BRGV3S

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Nov-12-2020
10:10:20
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Nov-12-2020
10:10:20
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Nov-12-2020
10:10:20
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Nov-12-2020
10:10:20
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
Nov/12/2020 09:29

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Nov-12-2020
10:10:20
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Nov-12-2020
10:10:20
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Nov-12-2020
10:10:20
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

10. Timeframe Subject Was Observed

Date Location User Value Reason

Nov-12-2020
10:10:20
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Nov-12-2020
10:10:20
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Cheyenne
Brooks
(pfe.cbrooks)

Data Entry:
YES

Initial Entry

09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-10-2020
10:27:51
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Dec/10/2020

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Dec-10-2020
11:40:01
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Dec-10-2020
11:40:01
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Dec-10-2020
11:40:11
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Dec-10-2020
11:40:01
(UTC-06:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
3f

d6
\F

in
al
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 O

n:
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Central Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Dec-10-2020
11:40:01
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
YES

Date of Collectio
n:

Dec/10/2020

Initial Entry

5.a

Date Location User Value Reason

Dec-10-2020
11:40:11
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
Sample I
D:

BRL1R
Y

Initial Entry

5.a Sample ID

Date Location User Value Reason

Dec-10-2020
11:40:11
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
BRL1RY

Initial Entry

5.b
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Dec-10-2020
11:40:24
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
Sample I
D:

BS96N
F

Initial Entry

5.b Sample ID

Date Location User Value Reason

Dec-10-2020
11:40:24
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
BS96NF

Initial Entry

5.c

Date Location User Value Reason

Dec-10-2020
11:40:33
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
Sample I
D:

BS96N
G

Initial Entry
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c Sample ID

Date Location User Value Reason

Dec-10-2020
11:40:33
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Sherri
Pangburn
(pfe.spangburn)

Data Entry:
BS96NG

Initial Entry

09
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e1
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3f
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Mar-05-2021
08:12:14
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000 Tiffany
Baum
(pfe.tbaum)

Form Created
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Mar-05-2021
08:18:03
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000 Tiffany
Baum
(pfe.tbaum)

Form Created
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category:

Date Location User Value Reason

Mar-05-2021
08:12:14
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Mar-05-2021
08:12:14
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Mar-05-2021
08:12:14
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
injection site are soren
ess

Initial Entry

4. Start Date Time:

Date Location User Value Reason09
01
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3f
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Mar-05-2021
08:12:14
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Nov/12/2020 19:30

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-05-2021
08:12:14
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

End Date Time:

Nov/13/2020 UNK
:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Mar-05-2021
08:12:14
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).
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Date Location User Value Reason

Mar-05-2021
08:12:14
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Mar-05-2021
08:12:14
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Mar-05-2021
08:12:14
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Mar-05-2021
08:12:14
(UTC-06:00)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NOT APPLICABLE

Initial Entry
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Central Time (US
& Canada)

11. Was a Concomitant Medication given?

Date Location User Value Reason

Mar-05-2021
08:12:14
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Mar-05-2021
08:12:14
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Mar-05-2021
08:12:14
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
RECOVERED/RESO
LVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?
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Date Location User Value Reason

Mar-05-2021
08:12:14
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

09
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Back to Form

1. Category:

Date Location User Value Reason

Mar-05-2021
08:18:03
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Mar-05-2021
08:18:03
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Mar-05-2021
08:18:03
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
liver cancer

Initial Entry

4. Start Date Time:09
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Date Location User Value Reason

Mar-11-2021
10:22:48
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
Feb/25/2021 UNK:U
NK

New
Information

Mar-05-2021
08:18:03
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Feb/UNK/2021 UNK
:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-11-2021
12:04:02
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Elizabeth
Chatburn
(pfe.chatbe)

Query 1: Closed subject refuses
to allow any
further follow
up

Mar-11-2021
10:22:26
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Query 1: Answered 3/10/21 subject
withdrew
consent,
refuses any
further FU in
study, refuses
any further
contact, refuses
to allow for
medical
records request
by site/sponsor,
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event is
ongoing

Mar-11-2021
10:19:46
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened 'Disposition
Follow-up
form is
completed and
this Adverse
Event is still
ongoing.
Please review
and update as
appropriate.

Mar-05-2021
08:18:03
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Mar-05-2021
08:18:03
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
3

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;09
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Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Mar-07-2021
23:35:47
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Mar-05-2021
14:57:02
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Erik Sundgaard
(pfe.sundgaardea)

Query 2: Closed Response
satisfies query

Mar-05-2021
09:07:15
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Tiffany Baum
(pfe.tbaum)

Query 2: Answer
ed

Other
medically
important
serious event
YES

Mar-05-2021
08:18:03
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened Is this adverse
event
serious?' is
reported 'Yes',
but at least
one
seriousness
criteria is
missing.
Please review
and update as
appropriate.
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Mar-05-2021
08:18:03
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candida
te

For AE liver
cancer:
Response to
"Is the
adverse event
serious?" is
'Yes' but
"Serious
Adverse
Event
Number" is
blank.

Mar-05-2021
08:18:03
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Tiffany Baum
(pfe.tbaum)

Data Entry:
YES

Is this serious e
vent associated
with congenital
anomaly or birt
h defect?

NO

Did this serious
event result in d
eath?

NO

Did this serious
event result in p
ersistent or sign
ificant disabilit
y/incapacity?

Initial Entry
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NO

Is this serious e
vent life threate
ning?

NO

Other medically
important serio
us event

YES

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Mar-05-2021
08:18:03
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Mar-05-2021
08:18:03
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NOT RELATED

If Not Related to stu
dy treatment(s), this
event is due to:

Initial Entry
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OTHER

If Other, specify:

unknown

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Mar-05-2021
08:18:03
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Mar-09-2021
04:09:41
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Daria Madar
Jacobson
(pfe.madard)

Query 1: Closed Response satisfies
query

Mar-08-2021
14:29:04
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Query 1: Answer
ed

initial SAE report
narrative states site
will update once
records/additional
info available, not
best practice to
leave queries open,
medical records
requests/processing09
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can take up to 90
days, no expected
delays, site will
update when able

Mar-08-2021
13:40:02
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Daria Madar
Jacobson
(pfe.madard)

Query 1: Reissue
d:Opened

GPDCLIN: Per
response to query-
waiting on records
to update therapy.
Please clarify when
do you expect to
have the data
available. Please
consider keeping
the query open and
respond only once
updates can be
made. if a delay is
expected, please
clarify.

Mar-08-2021
07:54:13
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Query 1: Answer
ed

waiting on records
to update

Mar-07-2021
15:22:59
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Daria Madar
Jacobson
(pfe.madard)

Query 1: Opened GPDCLIN: Liver
Cancer- please
clarify if subject
was treated
(surgery,
chemotherapy etc.)
and if yes, please
update this page09
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accordingly. If a
per protocol
prohibited
systemic therapy
was given, please
also update
PROHIB CM
page. Else, please
clarify.

Mar-05-2021
08:18:03
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Mar-05-2021
08:18:03
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Mar-05-2021
08:18:03
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NOT RECOVERED/
NOT RESOLVED

Initial Entry
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14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Mar-12-2021
15:07:32
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Ute Frantz
(pfe.frantu)

Query 1: Closed Response
satisfies query

Mar-12-2021
10:49:47
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Query 1: Answered subject chose
to withdrawl
due to dx,
status is not
fatal so that is
why FUP status
is not AE

Mar-12-2021
10:20:04
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe.nairr29)

Query 1: Opened DM: "Did the
event cause the
Subject to be
Discontinued
from the
Study" on AE
form is YES
and AE
outcome is not
FATAL and
FUP status is
not ADVERSE
EVENT. Please
verify and
confirm. Thank
you.
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Mar-11-2021
10:16:27
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
YES

3/10/21 subject
withdrew
consent,
refuses any
further FU in
study, refuses
any further
contact, refuses
to allow for
medical
records request
by site/sponsor.

Mar-05-2021
08:18:03
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Mar-07-2021
23:35:47
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2021240864

Initial Entry
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Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Dec-10-2020
10:29:32
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Dec/10/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Dec-10-2020
10:29:32
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Dec-10-2020
10:29:32
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
COMPLETED

Initial Entry
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Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-07-2021
13:31:52
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Jan/5/2021

Initial Entry
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Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Jan-07-2021
13:32:02
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Participant is willing t
o return for Vaccinatio
n 3

Participant is:

eligible per local/n
ational recommend
ations and confirm
ed to have received
only placebo at Vac
cination 1/2

Initial Entry
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Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Mar-11-2021
10:19:46
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
Mar/10/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Mar-11-2021
10:19:46
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

3. Status:

Date Location User Value Reason

Mar-11-2021
10:19:46
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
WITHDRAWAL BY
SUBJECT

Initial Entry

4. Specify Status:

Date Location User Value Reason
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Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Mar-11-2021
10:19:46
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
3/10/21 withdrew con
sent, refuses study FU
/further contact/medic
al records request

Initial Entry

09
01
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e1
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3f
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Visit: V101_VAX3 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-13-2021
10:38:26
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Jan/13/2021

Initial Entry

09
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Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER
VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Jan-13-2021
10:38:33
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
OBTAINED

Date Written Consen
t Obtained

Jan/13/2021

Initial Entry
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Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Jan-13-2021
10:38:56
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Jan/13/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Jan-13-2021
10:38:56
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
REPEAT SCREENING
1

Initial Entry

3. Status:

Date Location User Value Reason

Jan-13-2021
10:38:56
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
COMPLETED

Initial Entry
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Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-13-2021
14:45:13
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-13-2021
14:45:13
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-13-2021
14:45:33
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Jan-13-2021
14:45:13
(UTC-06:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Central Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Jan-13-2021
14:45:13
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
YES

Date of Collection:

Jan/13/2021

Initial Entry

5.a

Date Location User Value Reason

Jan-13-2021
14:45:33
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
Sample ID
:

BRF55
N

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jan-13-2021
14:45:33
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
BRF55N

Initial Entry

5.b

Date Location User Value Reason09
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77
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Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-13-2021
14:45:45
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
Sample ID
:

BSCBD
B

Initial Entry

5.b Sample ID

Date Location User Value Reason

Jan-13-2021
14:45:45
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
BSCBDB

Initial Entry

5.c

Date Location User Value Reason

Jan-13-2021
14:46:04
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
Sample ID
:

BSCBD
C

Initial Entry

5.c Sample ID

Date Location User Value Reason

Jan-13-2021
14:46:04
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
BSCBDC

Initial Entry

09
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-13-2021
14:11:32
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-13-2021
14:11:32
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-13-2021
14:11:45
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Jan-13-2021
14:11:32
(UTC-06:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
3f

d6
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Central Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Jan-13-2021
14:11:32
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
YES

Date of Collection:

Jan/13/2021

Initial Entry

5.a

Date Location User Value Reason

Jan-13-2021
14:11:45
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
Sample ID
:

BRF5D
Y

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jan-13-2021
14:11:45
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
BRF5DY

Initial Entry
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Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Jan-13-2021
11:30:41
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Jan-13-2021
11:30:41
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Jan-13-2021
11:30:41
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01
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Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-13-2021
11:30:41
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Jan/13/2021 10:46

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Jan-13-2021
11:30:41
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Jan-13-2021
11:30:41
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Jan-13-2021
11:30:41
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

09
01

77
e1

96
ae

3f
d6

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
4 

(G
M

T
)

FDA-CBER-2021-5683-0133935



Page 170 of 186

***Confidential***

Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

8. Actual Dose:

Date Location User Value Reason

Jan-13-2021
11:30:41
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Jan-13-2021
11:30:41
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Jan-13-2021
11:30:41
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Jan-13-2021
11:30:41

ACV0PFEINFP6000  Tiffany
Baum

Data Entry:
YES

Initial Entry09
01
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e1

96
ae

3f
d6
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-06:00)
Central Time (US
& Canada)

(pfe.tbaum)
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History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Jan-07-2021
13:31:38
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Jan/5/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Jan-07-2021
13:31:38
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
ASSESS ELIGIBILIT
Y FOR ADDITIONA
L VACCINATION

Initial Entry
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Withdrawal of Consent Date :

Date Location User Value Reason

Mar-11-2021
10:16:48
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Ann Patek
(pfe.apatek)

Data Entry:
Mar/10/2021

Initial Entry
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Visit: V102_VAX4 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-03-2021
11:32:33
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Feb/3/2021

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-03-2021
12:25:10
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-03-2021
12:25:10
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-03-2021
12:25:36
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Feb-03-2021
12:25:10
(UTC-06:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Central Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Feb-03-2021
12:25:10
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
YES

Date of Collection:

Feb/3/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-03-2021
12:25:36
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
Sample ID
:

BRKB0
P

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-03-2021
12:25:36
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Megan
Felty
(pfe.mfelty)

Data Entry:
BRKB0P

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Feb-03-2021
11:32:53
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Feb-03-2021
11:32:53
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Feb-03-2021
11:32:53
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Feb-03-2021
11:32:53
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Feb/3/2021 10:32

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Feb-03-2021
11:32:53
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Feb-03-2021
11:32:53
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Feb-03-2021
11:32:53
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

8. Actual Dose:

Date Location User Value Reason

Feb-03-2021
11:32:53
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Feb-03-2021
11:32:53
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Feb-03-2021
11:32:53
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Feb-03-2021
11:32:53

ACV0PFEINFP6000  Tiffany
Baum

Data Entry:
YES

Initial Entry09
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-06:00)
Central Time (US
& Canada)

(pfe.tbaum)
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Header Text: c4591001

Visit: V103_MONTH1 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-05-2021
08:10:26
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Mar/4/2021

Initial Entry
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Header Text: c4591001

Visit: V103_MONTH1 Form: CONTACT OUTCOME - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Contact Type:

Date Location User Value Reason

Mar-05-2021
08:10:38
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
TELEPHONE VISIT

Initial Entry

2. Was contact made?

Date Location User Value Reason

Mar-05-2021
08:10:38
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
YES

Date of Contact:

Mar/4/2021

Initial Entry
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Header Text: c4591001

Visit:
FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT - eCRF Audit
Trail History

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Mar-05-2021
09:06:29
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Mar/4/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Mar-05-2021
09:06:29
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
OPEN LABEL TREAT
MENT

Initial Entry

3. Status:

Date Location User Value Reason

Mar-05-2021
09:06:29
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject Status

Date Location User Value Reason

Mar-11-2021
10:19:46
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DISCONTINUED

Initial Entry

Dec-10-2020
10:29:32
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Oct-22-2020
12:15:38
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDO
MIZED

Initial Entry

Oct-22-2020
11:00:16
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Mar-11-2021
10:19:46

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Mar/10/2021

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-06:00)
Central Time (US
& Canada)

Dec-10-2020
10:29:32
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Dec/10/2020

Initial Entry

Oct-22-2020
12:15:38
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/22/2020

Initial Entry

Oct-22-2020
11:00:16
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/22/2020

Initial Entry

09
01

77
e1

96
ae

3f
d6

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
4 

(G
M

T
)

FDA-CBER-2021-5683-0133951



Page 186 of 186

***Confidential***

 

Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1008 Site Name: (1008) Clinical Research Professionals Inc.

Subject No: 10081667 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Casebook Signature

Date Location User Value Reason

Dec-10-2020
10:29:44
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000  Tiffany
Baum
(pfe.tbaum)

Data Entry:
Click Here to Enable

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5,
STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response -
Protocol version

24 JUL 2020

2. Select appropriate response -
What cohort does the subject
belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Aug/27/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Demography

1. Subject ID [10091123]

2. Birth Date: 1947

3. Sex: FEMALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): WHITE

6. Racial Designation:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/27/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Aug/27/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Gastroesophageal Reflux Disease]

Start Date: UNK/UNK/1990

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Depression]

Start Date: UNK/UNK/1987

Ongoing: YES

1.c Line/MH Number: [3]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Hypertension]

Start Date: Jun/UNK/2020

Ongoing: YES

1.d Line/MH Number: [4]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Osteoarthritis]

Start Date: UNK/UNK/2018

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.e Line/MH Number: [5]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Hypercholesterolemia]

Start Date: UNK/UNK/2010

Ongoing: YES

1 f Line/MH Number: [6]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Posterior Septal Resection]

Start Date: UNK/UNK/2017

Ongoing: NO

End Date:
UNK/UNK/2017

1.g Line/MH Number: [7]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Hysterectomy]

Start Date: UNK/UNK/2019

Ongoing: NO

End Date:
UNK/UNK/2019

1.h Line/MH Number: [8]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Abnormal discharge uterine cervix]

Start Date: UNK/UNK/2019

Ongoing: NO

End Date:
UNK/UNK/2019
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.i Line/MH Number: [9]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Post Menopausal]

Start Date: UNK/UNK/1998

Ongoing: YES

1.j Line/MH Number: [10]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Insomnia]

Start Date: UNK/UNK/2015

Ongoing: YES

1.k Line/MH Number: [11]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Partial Thyroidectomy]

Start Date: UNK/UNK/1975

Ongoing: NO

End Date:
UNK/UNK/1975

1.l Line/MH Number: [12]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Benign Thryoid Nodule]

Start Date: UNK/UNK/1975

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1 m Line/MH Number: [13]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[ascending colon polyp]

Start Date: Mar/UNK/2020

Ongoing: YES

09
01

77
e1

96
ae

3f
a3

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0133962



Page 11 of 161

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Aug/27/2020

2. Weight: [166.0]

3. Unit: LB

4. Height: [63.0]

5. Unit: in

6. Body Mass Index: [29.4]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [99.0]

Unit: F

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and Address
(Derived)

[ ]

5. Specimen Type:

Lab Result

6.a Sponsor ID: [113] Comments

Test: Choriogonadotropin Beta_PX113

Result: Comments

Not Done: NOT DONE Comments
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition

1. Randomization Date : Aug/27/2020

2. Randomization Number: [243682]

3. Randomization Group: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Aug/27/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9GJ8]

5.b Sample ID [BP9GJ9]

5.c Sample ID [BP9GJB]

5.d Sample ID [BPR976]

5.e Sample ID [BPR977]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/27/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9G1L]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/27/2020 14:09

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS
SUBJECT
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/15/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Sep/15/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [98.1]

Unit: F

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Sep/15/2020

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result:

Not Done: NOT DONE
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/15/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9G6H]
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/15/2020 11:15

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES

09
01

77
e1

96
ae

3f
a3

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0133974



Page 23 of 161

***Confidential***

 

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/13/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/13/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BM85Y4]

5.b Sample ID [BM85Y5]

5.c Sample ID [BM85Y6]

5.d Sample ID [BRTSK2]

5.e Sample ID [BPR99C]
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Header Text: c4591001

Visit: V4_MONTH6_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Mar/11/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Mar/11/2021

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BSJ4GV]

5.b Sample ID [BSJ420]

5.c Sample ID [BTWNXY]
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Header Text: c4591001

Visit: V5_MONTH12_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V5_MONTH12_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: V6_MONTH24_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V6_MONTH24_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 20-Feb-2021 02:17 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom Started: //

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]

Health Care Utilization

3. Has the subject been hospitalized
due to potential COVID-19
illness?
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Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

3. Toxicity Grade:
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Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: Unplanned - New Unscheduled Visit Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Unplanned Assessments

1. Assessments
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Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Oct/13/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]

09
01

77
e1

96
ae

3f
a3

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0133996



Page 45 of 161

***Confidential***

 

Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Category
AE Ide
ntifier

Adverse Event Start Date
Is the Adverse Event

Still Ongoing
Form Instan

ce

 1. ADVERSE
EVENT 

1  TUBULAR ADENOMA OF
ASCENDING COLON 

Jun/UNK/2020
UNK:UNK 

NO
End Date Time:

Dec/17/2020 UNK:
UNK

 

Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Answered Queries

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[TUBULAR ADENOMA OF ASCENDING COLON]

4. Start Date Time: Jun/UNK/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Dec/17/2020 UNK:UNK

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may
require medical/surgical
intervention to prevent above
outcomes).

YES

Is this serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant
disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
NO
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Answered Queries

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[NEW GROWTH]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment
given?

YES

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from
the study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Catego

ry
Medication E

rror
Start D

ate
Is the medication error Still

Ongoing
Study Medication Errors

Action
Form Instance

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment
given?

8. Did the Medication Error cause
the subject to be discontinued
from the study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Version: 22-Apr-2020 21:03

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defined I

dentifier
Category for Me

dication
Concomitant Medications

Pre-specified
Name of Medi

cation
Start Da

te
Form Instanc

e

 1. 1  VACCINATIONS
 

NO  SHINGRIX #1
 

Oct/17/2
020 

Repeating
Pages

 2. 2  VACCINATIONS
 

NO  SHINGRIX #2
 

Jan/12/2
021 

Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Concomitant Medications

1. What is the medication identifier? [1]

2. Category: VACCINATIONS

3. Concomitant Medications
Pre-specified:

NO

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name
is unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[SHINGRIX #1]

5. Date: Oct/17/2020
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Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Concomitant Medications

1. What is the medication identifier? [2]

2. Category: VACCINATIONS

3. Concomitant Medications
Pre-specified:

NO

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name
is unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[SHINGRIX #2]

5. Date: Jan/12/2021
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Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defined

Identifier
Category for Me

dication
Concomitant Medications

Pre-specified
Name of Med

ication
Dose Descr

iption
Form Instanc

e

 1.           Repeating
Pages
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Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name
is unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Header Text: c4591001

Visit: Logs Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Categor

y
Treatment Identifi

er
Con Non-Drug Treatments Pre-speci

fied
Treatmen

t
Start Dat

e
Form Instance

 1.           Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Header Text: c4591001

Visit: Logs Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Transfusion Type Date of Transfusion Form Instance

 1.     Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and Address
(Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]

09
01

77
e1

96
ae

3f
a3

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134015



Page 64 of 161

***Confidential***

 

Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: INFORMED CONSENT - ASYMPTOMATIC
SURVEILLANCE

Form Version: 14-Jan-2021 02:29 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Informed Consent - Asymptomatic Surveillance

1. Consent Was:
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/12/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible and NOT confirmed to have received only placebo at Vaccination
1/2
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Jan/12/2021

2. Primary Reason for Unblinding: ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Death Details

1. Date of Collection / Notification
of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Oct/13/2020
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign
CRF_Sign_1

Name Signature
Meaning

Date Type Action
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - Comments

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Aug-27-2020 17:38:26 (UTC-07:00)
Mountain Time (US & Canada)

Mikaela Jones
(pfe.mjones)

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Aug-28-2020 07:38:35 (UTC-07:00)
Mountain Time (US & Canada)

Dylan Owen
(pfe.dowen)

na
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

3 Aug-28-2020 07:38:48 (UTC-07:00) Mountain
Time (US & Canada)

Dylan Owen
(pfe.dowen)

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

6.a Aug-28-2020 07:39:31 (UTC-07:00) Mountain
Time (US & Canada)

Dylan Owen
(pfe.dowen)

na

6.a Aug-28-2020 07:38:58 (UTC-07:00) Mountain
Time (US & Canada)

Dylan Owen
(pfe.dowen)

na
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

6.a Aug-28-2020 07:39:31 (UTC-07:00) Mountain
Time (US & Canada)

Dylan Owen
(pfe.dowen)

na

6.a Aug-28-2020 07:38:58 (UTC-07:00) Mountain
Time (US & Canada)

Dylan Owen
(pfe.dowen)

na
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

6.a Aug-28-2020 07:39:31 (UTC-07:00) Mountain
Time (US & Canada)

Dylan Owen
(pfe.dowen)

na

6.a Aug-28-2020 07:38:58 (UTC-07:00) Mountain
Time (US & Canada)

Dylan Owen
(pfe.dowen)

na
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign
CRF_Sign_1

Name Signature
Meaning

Date Type Action

Colby Bostock  N/A Mar-11-2021 12:07:17 (UTC-07:00)
Mountain Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Shane
Christensen 

Approved Mar-06-2021 16:56:48 (UTC-07:00)
Mountain Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ShaneChristensen, verify that all case report form pages accurately display the results
of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Allyson
Christensen 

N/A Feb-24-2021 10:26:07 (UTC-07:00)
Mountain Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Shane
Christensen 

Approved Oct-23-2020 13:59:09 (UTC-07:00)
Mountain Time (US & Canada)

BOOK Signed
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***Confidential***

Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, ShaneChristensen, verify that all case report form pages accurately display the results
of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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***Confidential***

Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Aug-27-2020 17:29:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Aug-27-2020 17:29:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Aug-27-2020 17:38:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
OBTAINED

Date Written Consent Obtaine
d

Aug/27/2020

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject ID

Date Location User Value Reason

Aug-27-2020 17:29:51
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10091123

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Aug-27-2020 17:29:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1947

Enrollment Entry

3. Sex:

Date Location User Value Reason

Aug-27-2020 17:38:12
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Aug-27-2020 17:38:12
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
NOT HISPANIC OR LATINO(
A) OR OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Aug-27-2020 17:38:12
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
WHITE

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-27-2020 17:38:19
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
Aug/27/2020

Initial Entry

09
01

77
e1

96
ae

3f
a3

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134040



Page 89 of 161

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Aug-27-2020 17:38:38
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
Aug/27/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Aug-27-2020 17:38:38
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Aug-27-2020 17:38:38
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
COMPLETED

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Aug-27-2020 17:39:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

1

Medical Hist
ory Term:

Gastroesophageal
Reflux Disease

Start Date: UNK/UNK/1990

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Aug-27-2020 17:39:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-27-2020 17:39:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
Gastroesophageal Reflux Diseas
e

Initial Entry

1.a Start Date:

Date Location User Value Reason

Aug-27-2020 17:39:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
UNK/UNK/1990

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Aug-27-2020 17:39:28
(UTC-07:00) Mountain

ACV0PFEINFP6000  Mikaela
Jones

Data Entry:
YES

Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) (pfe.mjones)

1.b

Date Location User Value Reason

Aug-27-2020 17:39:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

2

Medical History
Term:

Depression

Start Date: UNK/UNK/
1987

Ongoing: YES

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.b Line/MH Number:

Date Location User Value Reason

Aug-27-2020 17:39:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-27-2020 17:39:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
Depression

Initial Entry

1.b Start Date:

Date Location User Value Reason

Aug-27-2020 17:39:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
UNK/UNK/1987

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Aug-27-2020 17:39:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
YES

Initial Entry

1.c

Date Location User Value Reason

Aug-27-2020 17:39:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

3

Medical History T
erm:

Hypertensio
n

Start Date: Jun/UNK/2
020

Ongoing: YES

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.c Line/MH Number:

Date Location User Value Reason

Aug-27-2020 17:39:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-27-2020 17:39:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
Hypertension

Initial Entry

1.c Start Date:

Date Location User Value Reason

Aug-27-2020 17:39:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
Jun/UNK/2020

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Aug-27-2020 17:39:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
YES

Initial Entry

1.d

Date Location User Value Reason

Aug-27-2020 17:40:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

4

Medical History
Term:

Osteoarthriti
s

Start Date: UNK/UNK/
2018

Ongoing: YES

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.d Line/MH Number:

Date Location User Value Reason

Aug-27-2020 17:40:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-27-2020 17:40:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
Osteoarthritis

Initial Entry

1.d Start Date:

Date Location User Value Reason

Aug-27-2020 17:40:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
UNK/UNK/2018

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Aug-27-2020 17:40:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
YES

Initial Entry

1.e

Date Location User Value Reason

Aug-27-2020 17:40:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

5

Medical Histor
y Term:

Hypercholester
olemia

Start Date: UNK/UNK/20
10

Ongoing: YES

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.e Line/MH Number:

Date Location User Value Reason

Aug-27-2020 17:40:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-27-2020 17:40:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
Hypercholesterolemia

Initial Entry

1.e Start Date:

Date Location User Value Reason

Aug-27-2020 17:40:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
UNK/UNK/2010

Initial Entry

1.e Ongoing:

Date Location User Value Reason

Aug-27-2020 17:40:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
YES

Initial Entry

1.f

Date Location User Value Reason

Aug-27-2020 17:41:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
Line/MH Nu
mber:

6

Medical Hist
ory Term:

Posterior Septal
Resection

Start Date: UNK/UNK/201
7

Transcription Error
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Ongoing: NO
End Date:

UNK/UNK/
2017

Aug-27-2020 17:40:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

6

Medical Hist
ory Term:

Posterior Septa
l Resection

Start Date: UNK/UNK/20
17

Ongoing: YES

Initial Entry

09
01

77
e1
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.f Line/MH Number:

Date Location User Value Reason

Aug-27-2020 17:40:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-27-2020 17:40:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
Posterior Septal Resection

Initial Entry

1.f Start Date:

Date Location User Value Reason

Aug-27-2020 17:40:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
UNK/UNK/2017

Initial Entry

1.f Ongoing:

Date Location User Value Reason

Aug-27-2020 17:41:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe mjones)

Data Entry:
NO

End Date:

UNK/UNK/2017

Transcription Error

Aug-27-2020 17:40:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe mjones)

Data Entry:
YES

Initial Entry

1.g

Date Location User Value Reason

Aug-27-2020 17:41:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

7

Initial Entry
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Medical History
Term:

Hysterectomy

Start Date: UNK/UNK/20
19

Ongoing: NO
End Date:

UNK/UNK/
2019

1.g Line/MH Number:

Date Location User Value Reason

Aug-27-2020 17:41:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-27-2020 17:41:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
Hysterectomy

Initial Entry

1.g Start Date:

Date Location User Value Reason

Aug-27-2020 17:41:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
UNK/UNK/2019

Initial Entry

1.g Ongoing:

Date Location User Value Reason

Aug-27-2020 17:41:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
NO

End Date:

UNK/UNK/2019

Initial Entry

09
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ae
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.h

Date Location User Value Reason

Sep-04-2020 19:18:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Line/MH N
umber:

8

Medical Hi
story Term
:

Abnormal dischar
ge uterine cervix

Start Date: UNK/UNK/2019

Ongoing: NO
End Date:

UNK/UNK/20
19

Transcription Error

Aug-31-2020 14:30:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Line/MH N
umber:

8

Medical His
tory Term:

Abnormal Uterin
e Discharge

Start Date: UNK/UNK/2019

Ongoing: NO
End Date:

UNK/UNK/2
019

Transcription Error

Aug-27-2020 17:42:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

8

Medical His
tory Term:

Abnormal Uterin
e Discharge

Start Date: UNK/UNK/2019

Ongoing: NO
End Date:

UNK/UNK/2
019

Initial Entry

09
01

77
e1

96
ae

3f
a3
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1.h Line/MH Number:

Date Location User Value Reason

Aug-27-2020 17:42:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
8

Initial Entry

1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-05-2020
10:00:46
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS Oracle
(pfe.PFETMS)

Query
4: Clo
sed

Discrepancy
has been
closed.

Sep-04-2020
19:18:43
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  auto query (autoquery) Query
4: Ans
wered

Transcription
Error

Sep-04-2020
19:18:43
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data
Entry
:
Abnor
mal di
scharg
e uteri
ne cer
vix

Transcription
Error

Sep-04-2020
10:30:50
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Jeffrey Signora
TMSQUERY
(pfe.signoj01_tmsquery)

Query
4: Rei
ssued:
Opene
d

Coding
cannot take
place with the
term as is.
Please update
to further
specify the
term. Are you
reporting
ABNORMAL
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DISCHARGE
UTERINE
CERVIX?
UTERINE
BLEEDING?
If so, update
the verbatim
term as such.
Otherwise
clarify and
edit the term.

Sep-02-2020
13:40:00
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query
4: Ans
wered

correct as is.
this discharge
was unknown
and no further
diagnosis

Sep-01-2020
01:49:07
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Cavin van Schalkwyk
(pfe.vanscc01)

Query
2: Clo
sed

Response
satisfies query

Aug-31-2020
20:43:28
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS Oracle
(pfe.PFETMS)

Query
4: Ope
ned

Clarify
ABNORMAL
UTERINE
DISCHARGE
as
follows...Are
you reporting
ABNORMAL
DISCHARGE
UTERINE
CERVIX?
UTERINE
BLEEDING?
If so, update
the verbatim
term as such.
Otherwise
clarify and
edit the term.
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Thank you.

Aug-31-2020
20:40:23
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS Oracle
(pfe.PFETMS)

Query
3: Clo
sed

Discrepancy
has been
closed.

Aug-31-2020
20:15:06
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS Oracle
(pfe.PFETMS)

Query
3: Ope
ned

Clarify
ABNORMAL
UTERINE
DISCHARGE
as
follows...Are
you reporting
ABNORMAL
DISCHARGE
UTERINE
CERVIX?
UTERINE
BLEEDING?
If so, update
the verbatim
term as such.
Otherwise
clarify and
edit the term.
Thank you.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-31-2020
18:54:46
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS Oracle
(pfe.PFETMS)

Query
1: Clo
sed

Discrepancy
has been
closed.

Aug-31-2020
14:30:21
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  auto query (autoquery) Query
2: An
swere
d

Transcription
Error

Aug-31-2020
14:30:21
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data
Entry
:
Abnor
mal U
terine
Disch
arge

Transcription
Error

Aug-31-2020
10:58:33
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Swaranjali Subhash
Pawar (pfe.pawars01)

Query
2: Op
ened

DM: A
trailing space
is identified.
To avoid
processing
errors, please
remove the
identified
character by
deleting the
entry and
re-entering
the data
(without
using copy
and paste).
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Aug-31-2020
09:11:19
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query
1: An
swere
d

the discharge
was
unknown, not
bleeding and
no diagnosis
associated.

Aug-31-2020
06:07:46
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Jeffrey Signora
TMSQUERY
(pfe.signoj01_tmsquery)

Query
1: Rei
ssued:
Open
ed

Coding
cannot take
place as is.
Are you
reporting
ABNORMAL
DISCHARGE
UTERINE
CERVIX?
UTERINE
BLEEDING?
If so, update
the verbatim
term as such.
Otherwise
clarify and
edit the term.

Aug-28-2020
07:38:25
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query
1: An
swere
d

no further
clarification,
not ongoing,
hysterectomy

Aug-28-2020
06:58:39
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS Oracle
(pfe.PFETMS)

Query
1: Op
ened

Clarify
ABNORMAL
UTERINE
DISCHARGE
as
follows...Are
you reporting
ABNORMAL
DISCHARGE
UTERINE
CERVIX?
UTERINE
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South

Subject No: 10091123 Subject Initials: ---
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BLEEDING?
If so, update
the verbatim
term as such.
Otherwise
clarify and
edit the term.
Thank you.

Aug-27-2020
17:42:03
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Mikaela Jones
(pfe.mjones)

Data
Entry
:
Abnor
mal U
terine
Disch
arge

Initial Entry

1.h Start Date:

Date Location User Value Reason

Aug-27-2020 17:42:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe mjones)

Data Entry:
UNK/UNK/2019

Initial Entry

1.h Ongoing:

Date Location User Value Reason

Aug-27-2020 17:42:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe mjones)

Data Entry:
NO

End Date:

UNK/UNK/2019

Initial Entry

1.i

Date Location User Value Reason

Aug-27-2020 19:47:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

9

Initial Entry
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Medical History
Term:

Post Menopa
usal

Start Date: UNK/UNK/1
998

Ongoing: YES

1.i Line/MH Number:

Date Location User Value Reason

Aug-27-2020 19:47:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
9

Initial Entry

1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-27-2020 19:47:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
Post Menopausal

Initial Entry

1.i Start Date:

Date Location User Value Reason

Aug-27-2020 19:47:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
UNK/UNK/1998

Initial Entry

1.i Ongoing:

Date Location User Value Reason

Aug-27-2020 19:47:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
YES

Initial Entry

1.j

Date Location User Value Reason

Sep-16-2020 21:23:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe 10

Initial Entry
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r:

Medical History
Term:

Insomnia

Start Date: UNK/UNK/
2015

Ongoing: YES

1.j Line/MH Number:

Date Location User Value Reason

Sep-16-2020 21:23:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10

Initial Entry

1.j Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-16-2020 21:23:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
Insomnia

Initial Entry

1.j Start Date:

Date Location User Value Reason

Sep-16-2020 21:23:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
UNK/UNK/2015

Initial Entry

1.j Ongoing:

Date Location User Value Reason

Sep-16-2020 21:23:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
YES

Initial Entry

1.k

Date Location User Value Reason

Sep-21-2020 12:46:13 ACV0PFEINFP6000  Dylan Data Entry: Transcription Error09
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(UTC-07:00) Mountain
Time (US & Canada)

Owen
(pfe.dowen)

Line/MH Nu
mber:

11

Medical Histo
ry Term:

Partial Thyroid
ectomy

Start Date: UNK/UNK/19
75

Ongoing: NO
End Date:

UNK/UNK/
1975

Sep-16-2020 21:23:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

11

Medical Histor
y Term:

Partial Thyroi
dectomy

Start Date: UNK/UNK/19
75

Ongoing: YES

Initial Entry
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1.k Line/MH Number:

Date Location User Value Reason

Sep-16-2020 21:23:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
11

Initial Entry

1.k Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-16-2020 21:23:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
Partial Thyroidectomy

Initial Entry

1.k Start Date:

Date Location User Value Reason

Sep-16-2020 21:23:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
UNK/UNK/1975

Initial Entry

1.k Ongoing:

Date Location User Value Reason

Sep-22-2020 18:21:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Xiaoxia Liu
(pfe.xiaoxl)

Query 1: Closed Response satisfies
query

Sep-21-2020 12:46:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Sep-21-2020 12:46:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
NO

End Date:

UNK/UNK/1975

Transcription Error

Sep-20-2020 23:20:40
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sathenapalli
Suguna
Srujan
(pfe.srujas)

Query 1: Opened ClinQuery: Partial
Thyroidectomy: As
this is a procedure,
please can you
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

provide a stop date

Sep-20-2020 18:22:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Xiaoxia Liu
(pfe.xiaoxl)

Query 1: Candidate ClinQuery: Partial
Thyroidectomy: As
this is a procedure,
please can you
provide a stop date

Sep-16-2020 21:23:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
YES

Initial Entry

1.l

Date Location User Value Reason

Sep-16-2020 21:23:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

12

Medical Histor
y Term:

Benign Thryoid
Nodule

Start Date: UNK/UNK/19
75

Ongoing: YES

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.l Line/MH Number:

Date Location User Value Reason

Sep-16-2020 21:23:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
12

Initial Entry

1.l Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-16-2020 21:23:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
Benign Thryoid Nodule

Initial Entry

1.l Start Date:

Date Location User Value Reason

Sep-16-2020 21:23:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
UNK/UNK/1975

Initial Entry

1.l Ongoing:

Date Location User Value Reason

Sep-16-2020 21:23:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
YES

Initial Entry

1.m

Date Location User Value Reason

Oct-19-2020 21:35:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

13

Medical Histor
y Term:

ascending colo
n polyp

Start Date: Mar/UNK/202
0

Ongoing: YES

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.m Line/MH Number:

Date Location User Value Reason

Oct-19-2020 21:35:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
13

Initial Entry

1.m Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-19-2020 21:35:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
ascending colon polyp

Initial Entry

1.m Start Date:

Date Location User Value Reason

Oct-19-2020 21:35:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Mar/UNK/2020

Initial Entry

1.m Ongoing:

Date Location User Value Reason

Oct-19-2020 21:35:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
YES

Initial Entry
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01
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e1

96
ae

3f
a3
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\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134064



Page 113 of 161

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Aug-27-2020 17:42:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
Aug/27/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Aug-27-2020 17:42:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
166.0

Initial Entry

3. Unit:

Date Location User Value Reason

Aug-27-2020 17:42:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
LB

Initial Entry

4. Height:

Date Location User Value Reason

Aug-27-2020 17:42:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
63.0

Initial Entry

5. Unit:

Date Location User Value Reason

Aug-27-2020 17:42:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
in

Initial Entry

6. Body Mass Index:

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-27-2020 17:42:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
29.4

Initial Entry

7.a

Date Location User Value Reason

Aug-27-2020 17:42:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
Record Identifier
::

1

Temperature: 99.0

Temperature Uni
t:

F

Temperature Loc
ation::

ORAL CA
VITY

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Aug-27-2020 17:42:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Aug-27-2020 17:42:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
99.0

Initial Entry

7.a Unit:

Date Location User Value Reason

Aug-27-2020 17:42:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
F

Initial Entry

7.a Temperature Location:

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-27-2020 17:42:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
ORAL CAVITY

Initial Entry

09
01
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e1
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ae

3f
a3
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

3. Collection Date:

Date Location User Value Reason

Aug-28-2020 07:38:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason

Aug-27-2020 17:42:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defi
ned Identifier
:

113

Test:: Choriogonadotro
pin Beta_PX113

Result::

Not Done:: NOT DONE

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Aug-27-2020 17:42:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Aug-27-2020 17:42:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
Choriogonadotropin Beta_PX11
3

Initial Entry

6.a Not Done:

Date Location User Value Reason09
01

77
e1
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ae

3f
a3
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-27-2020 17:42:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
NOT DONE

Initial Entry
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e1
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ae

3f
a3

\F
in

al
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Randomization Date :

Date Location User Value Reason

Aug-27-2020 17:43:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
Aug/27/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Aug-27-2020 17:43:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
243682

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-27-2020 17:43:12
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-27-2020 17:43:12
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-27-2020 17:44:54
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-27-2020 17:43:12
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-27-2020 17:43:12
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
YES

Date of Collection:

Aug/27/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-27-2020 17:44:54 ACV0PFEINFP6000  Mikaela Data Entry: Initial Entry

09
01

77
e1

96
ae

3f
a3

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134071



Page 120 of 161

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-07:00) Mountain
Time (US & Canada)

Jones
(pfe.mjones)

Sample ID: BP9GJ8

5.a Sample ID

Date Location User Value Reason

Aug-27-2020 17:44:54
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
BP9GJ8

Initial Entry

5.b

Date Location User Value Reason

Aug-27-2020 17:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
Sample ID: BP9GJ9

Initial Entry

5.b Sample ID

Date Location User Value Reason

Aug-27-2020 17:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
BP9GJ9

Initial Entry

5.c

Date Location User Value Reason

Aug-27-2020 17:45:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
Sample ID: BP9GJB

Initial Entry

5.c Sample ID

Date Location User Value Reason

Aug-27-2020 17:45:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
BP9GJB

Initial Entry

5.d
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-27-2020 17:45:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
Sample ID: BPR976

Initial Entry

5.d Sample ID

Date Location User Value Reason

Aug-27-2020 17:45:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
BPR976

Initial Entry

5.e

Date Location User Value Reason

Aug-27-2020 17:45:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
Sample ID: BPR977

Initial Entry

5.e Sample ID

Date Location User Value Reason

Aug-27-2020 17:45:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
BPR977

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-27-2020 17:43:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-27-2020 17:43:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-27-2020 17:45:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-27-2020 17:43:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-27-2020 17:43:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
YES

Date of Collection:

Aug/27/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-27-2020 17:45:36 ACV0PFEINFP6000  Mikaela Data Entry: Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-07:00) Mountain
Time (US & Canada)

Jones
(pfe.mjones)

Sample ID: BP9G1L

5.a Sample ID

Date Location User Value Reason

Aug-27-2020 17:45:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
BP9G1L

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-27-2020 17:43:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-27-2020 17:43:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-27-2020 17:43:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Aug-27-2020 17:43:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
Aug/27/2020 14:09

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-27-2020 17:43:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

09
01

77
e1

96
ae

3f
a3
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-27-2020 17:43:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Aug-27-2020 17:43:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-27-2020 17:43:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED
OBSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Aug-27-2020 17:43:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
YES

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Aug-27-2020 17:43:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
NO - REACTOGENICITY E-D
IARY NOT COLLECTED FOR
THIS SUBJECT

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-16-2020 12:29:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
Sep/15/2020

Initial Entry
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e1
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***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Sep-16-2020 12:30:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
Sep/15/2020

Initial Entry

2.a

Date Location User Value Reason

Sep-16-2020 12:30:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
Record Identifier
::

1

Temperature: 98.1

Temperature Uni
t:

F

Temperature Loc
ation::

ORAL CA
VITY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Sep-16-2020 12:30:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Sep-16-2020 12:30:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
98.1

Initial Entry

2.a Unit:

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sep-16-2020 12:30:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
F

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Sep-16-2020 12:30:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
ORAL CAVITY

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Sep-16-2020 12:31:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Sep-16-2020 12:31:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Sep-16-2020 12:31:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
Sep/15/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Sep-16-2020 12:31:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Sep-16-2020 12:31:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Sep-16-2020 12:31:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defi
ned Identifier
:

113

Test:: Choriogonadotro
pin Beta_PX113

Result::

Not Done:: NOT DONE

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Sep-16-2020 12:31:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Sep-16-2020 12:31:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
Choriogonadotropin Beta_PX11
3

Initial Entry

6.a Not Done:

Date Location User Value Reason

Sep-16-2020 12:31:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
NOT DONE

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-16-2020 12:31:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-16-2020 12:31:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-16-2020 12:31:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe mjones)

Data Entry:
YES

Date of Collection:

Sep/15/2020

Transcription Error

Sep-16-2020 12:31:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-16-2020 12:31:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-16-2020 12:31:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe mjones)

Data Entry:
YES

Initial Entry

5.a
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Sep-16-2020 12:31:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
Sample ID: BP9G6H

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-16-2020 12:31:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
BP9G6H

Initial Entry

09
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***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-16-2020 12:32:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-16-2020 12:32:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-16-2020 12:32:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Sep-16-2020 12:32:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
Sep/15/2020 11:15

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-16-2020 12:32:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sep-16-2020 12:32:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Sep-16-2020 12:32:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-16-2020 12:32:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED O
BSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Sep-16-2020 12:32:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-13-2020 12:08:27
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Oct/13/2020

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-13-2020 12:09:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-13-2020 12:09:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-13-2020 12:09:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-13-2020 12:09:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-13-2020 12:09:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Date of Collection:

Oct/13/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-13-2020 12:09:22 ACV0PFEINFP6000  Annjanette Data Entry: Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-07:00) Mountain
Time (US & Canada)

Kemp
(pfe.akemp)

Sample ID: BM85Y4

5.a Sample ID

Date Location User Value Reason

Oct-13-2020 12:09:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
BM85Y4

Initial Entry

5.b

Date Location User Value Reason

Oct-13-2020 12:09:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Sample ID: BM85Y5

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-13-2020 12:09:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
BM85Y5

Initial Entry

5.c

Date Location User Value Reason

Oct-13-2020 12:09:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Sample ID: BM85Y6

Initial Entry

5.c Sample ID

Date Location User Value Reason

Oct-13-2020 12:09:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
BM85Y6

Initial Entry

5.d

09
01

77
e1

96
ae

3f
a3

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134090



Page 139 of 161

***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Oct-13-2020 12:10:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Sample ID: BRTSK2

Initial Entry

5.d Sample ID

Date Location User Value Reason

Oct-13-2020 12:10:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
BRTSK2

Initial Entry

5.e

Date Location User Value Reason

Oct-13-2020 12:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Sample ID: BPR99C

Initial Entry

5.e Sample ID

Date Location User Value Reason

Oct-13-2020 12:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
BPR99C

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V4_MONTH6_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-11-2021 12:08:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Colby
Bostock
(pfe.cbostock)

Data Entry:
Mar/11/2021

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Mar-11-2021 12:07:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Mar-11-2021 12:07:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-11-2021 12:07:27
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Mar-11-2021 12:07:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Mar-11-2021 12:07:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Colby
Bostock
(pfe.cbostock)

Data Entry:
YES

Date of Collection:

Mar/11/2021

Initial Entry

5.a

Date Location User Value Reason09
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***Confidential***

Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Mar-11-2021 12:07:27
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Colby
Bostock
(pfe.cbostock)

Data Entry:
Sample ID: BSJ4GV

Initial Entry

5.a Sample ID

Date Location User Value Reason

Mar-11-2021 12:07:27
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Colby
Bostock
(pfe.cbostock)

Data Entry:
BSJ4GV

Initial Entry

5.b

Date Location User Value Reason

Mar-11-2021 12:07:38
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Colby
Bostock
(pfe.cbostock)

Data Entry:
Sample ID: BSJ420

Initial Entry

5.b Sample ID

Date Location User Value Reason

Mar-11-2021 12:07:38
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Colby
Bostock
(pfe.cbostock)

Data Entry:
BSJ420

Initial Entry

5.c

Date Location User Value Reason

Mar-11-2021 12:07:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Colby
Bostock
(pfe.cbostock)

Data Entry:
Sample ID: BTWNXY

Initial Entry

5.c Sample ID

Date Location User Value Reason

Mar-11-2021 12:07:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Colby
Bostock
(pfe.cbostock)

Data Entry:
BTWNXY

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-13-2020 12:10:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Oct/13/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-13-2020 12:10:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Oct-13-2020 12:10:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
COMPLETED

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Mar-11-2021 17:45:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Annjanette
Kemp
(pfe.akemp)

Form Created
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Answered Queries

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category:

Date Location User Value Reason

Mar-11-2021 17:45:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Mar-11-2021 17:45:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Mar-11-2021 17:45:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
TUBULAR ADENOMA OF AS
CENDING COLON

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Mar-12-2021 16:23:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Colby
Bostock
(pfe.cbostock)

Query 1: Answered correct as is, sae, no
changes at this time
to be made

Mar-12-2021 14:52:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 2: Answered awaiting unlocking
of medical history
to add it there. It
was also capture on
AE becuase subject
was hospitalized
during the removal,
this met SAE
criteria

Mar-12-2021 02:27:03 ACV0PFEINFP6000  Malerato Query 2: Reissued:Opened DM: Thanks for the
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Answered Queries

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-07:00) Mountain
Time (US & Canada)

Moloi
(pfe.moloim)

response. Please
clarify if
TUBULAR
ADENOMA OF
ASCENDING
COLON should be
an AE or part of
patients medical
history since it
started before
V1D1VX1L visit
date. If yes, please
review and update
the data as
appropriate. Else,
clarify.

Mar-12-2021 00:32:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Reissued:Opened DM: If event
occurred before
vaccination, please
delete from here
and update as a
Medical History.

Mar-11-2021 17:46:16
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Query 2: Answered CORRECT AS IS

Mar-11-2021 17:46:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Query 1: Answered CORRECT AS IS

Mar-11-2021 17:45:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened For TUBULAR
ADENOMA OF
ASCENDING
COLON: Start date
UNK/Jun/2020 is
before V1D1VX1L
visit date 27/Aug
/2020. Please
review and update
as appropriate.

Mar-11-2021 17:45:34
(UTC-07:00) Mountain

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Start date is before
Consent Date
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Answered Queries

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) 27/Aug/2020.

Mar-11-2021 17:45:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Jun/UNK/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-11-2021 17:45:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
NO

End Date Time:

Dec/17/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Mar-11-2021 17:45:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
2

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or
significant disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize
subject and may require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Mar-11-2021 17:45:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE TUBULAR
ADENOMA OF
ASCENDING
COLON: Response
to "Is the adverse
event serious?" is
'Yes' but "Serious
Adverse Event
Number" is blank.

Mar-11-2021 17:45:34 ACV0PFEINFP6000  Annjanette Data Entry: Initial Entry
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Answered Queries

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-07:00) Mountain
Time (US & Canada)

Kemp
(pfe.akemp)

YES
Is this serious event associate
d with congenital anomaly or
birth defect?

NO

Did this serious event result in
death?

NO

Did this serious event require
or prolong hospitalization?

YES

Did this serious event result in
persistent or significant disabi
lity/incapacity?

NO

Is this serious event life threat
ening?

NO

Other medically important ser
ious event

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Mar-11-2021 17:45:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:09
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Answered Queries

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Mar-11-2021 17:45:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
NOT RELATED

If Not Related to study treatme
nt(s), this event is due to:

OTHER

If Other, specify:

NEW GROWTH

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Mar-11-2021 17:45:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Mar-12-2021 14:50:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 1: Answered if there were any
prohibited
medications they
would be captured
on the prohibited
medications page

Mar-12-2021 10:49:54
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Daria Madar
Jacobson
(pfe madard)

Query 1: Opened GPDCLIN: the
answer to: Was a
Concomitant
Medication given? is
YES. Please clarify
which medications
and if a prohibited
systemic
immunosuppressive
therapy was given,
please also update
PROHIB_CM page.
Else, please clarify.
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Answered Queries

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Mar-11-2021 17:45:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Mar-11-2021 17:45:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Mar-11-2021 17:45:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Mar-11-2021 17:45:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - Audit Trail

Form Version: 22-Apr-2020 21:03 Form Status:

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Mar-11-2021 17:47:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Annjanette
Kemp
(pfe.akemp)

Form Created
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - Audit Trail

Form Version: 22-Apr-2020 21:03 Form Status:

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Mar-11-2021 17:47:54
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Annjanette
Kemp
(pfe.akemp)

Form Created
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Mar-11-2021 17:47:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

2. Category:

Date Location User Value Reason

Mar-11-2021 17:47:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATIONS

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Mar-11-2021 17:47:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NO

Initial Entry

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown,
enter the full trade or proprietary name. Include clarifying information in the Medication text (e.g., Ingredient(s),
route, use, formulation).

Date Location User Value Reason

Mar-12-2021
16:59:41
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query 1: Cl
osed

Discrepancy has
been closed.

Mar-12-2021
14:17:57
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: A
nswered

Transcription
Error
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Mar-12-2021
14:17:57
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entr
y:
SHINGRI
X #1

Transcription
Error

Mar-12-2021
01:00:37
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query 1: O
pened

Clarify
SHINGREX #1
as
follows...Should
the spelling be
SHINGRIX #1?
If so, update the
verbatim term as
such. Otherwise
clarify and
update the term
as appropriate or
provide
reference/label.
Thank you.

Mar-11-2021
17:47:06
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entr
y:
SHINGRE
X #1

Initial Entry

5. Date:

Date Location User Value Reason

Mar-11-2021 17:47:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Oct/17/2020

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Mar-11-2021 17:47:54
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

2. Category:

Date Location User Value Reason

Mar-11-2021 17:47:54
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATIONS

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Mar-11-2021 17:47:54
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NO

Initial Entry

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown,
enter the full trade or proprietary name. Include clarifying information in the Medication text (e.g., Ingredient(s),
route, use, formulation).

Date Location User Value Reason

Mar-12-2021
17:00:13
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query 1: Cl
osed

Discrepancy has
been closed.

Mar-12-2021
14:18:26
(UTC-07:00)
Mountain Time

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: A
nswered

Transcription
Error
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(US & Canada)

Mar-12-2021
14:18:26
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entr
y:
SHINGRI
X #2

Transcription
Error

Mar-12-2021
01:01:12
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query 1: O
pened

Clarify
SHINGREX #2
as
follows...Should
the spelling be
SHINGRIX #2?
If so, update the
verbatim term as
such. Otherwise
clarify and
update the term
as appropriate or
provide
reference/label.
Thank you.

Mar-11-2021
17:47:54
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entr
y:
SHINGRE
X #2

Initial Entry

5. Date:

Date Location User Value Reason

Mar-11-2021 17:47:54
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Jan/12/2021

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-24-2021 10:26:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Allyson
Christensen
(pfe.achristensen)

Data Entry:
Jan/12/2021

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Feb-24-2021 10:26:54
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Feb-24-2021 10:26:21
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate The response
indicates
participant was
unblinded,
however the
TREATMENT
UNBLINDED date
is missing in the
DISP visit. Please
complete this date.

Feb-24-2021 10:26:21
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Allyson
Christensen
(pfe.achristensen)

Data Entry:
Participant is willing to retu
rn for Vaccination 3

Participant is:

eligible and NOT confir
med to have received onl
y placebo at Vaccination
1/2

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Feb-24-2021 10:26:54
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Allyson
Christensen
(pfe.achristensen)

Data Entry:
Jan/12/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Feb-24-2021 10:26:54
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Allyson
Christensen
(pfe.achristensen)

Data Entry:
ASSESS ELIGIBILITY FOR
ADDITIONAL VACCINATI
ON

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject Status

Date Location User Value Reason

Oct-13-2020 12:10:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Aug-27-2020 17:43:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Aug-27-2020 17:38:38
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Oct-13-2020 12:10:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/13/2020

Initial Entry

Aug-27-2020 17:43:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/27/2020

Initial Entry

Aug-27-2020 17:38:38
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/27/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091123 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Casebook Signature

Date Location User Value Reason

Oct-22-2020 11:17:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Click Here to Enable

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5,
STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response -
Protocol version

24 JUL 2020

2. Select appropriate response - What
cohort does the subject belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Aug/28/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Demography

1. Subject ID [10091128]

2. Birth Date: 1969

3. Sex: MALE

4. Ethnicity: HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): WHITE

6. Racial Designation:

09
01

77
e1

96
ae

3f
a1

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

(b) (6)

FDA-CBER-2021-5683-0134116



Page 4 of 228

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/28/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion Criterion
Met

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Screening

1. Date of Completion/Discontinuation
/Death

Aug/28/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[HYPOTHYROIDISM]

Start Date: UNK/UNK/1998

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[SEASONAL ALLERGIES]

Start Date: UNK/UNK/2018

Ongoing: YES

1.c Line/MH Number: [3]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[KEFLEX ALLERGY-HIVES]

Start Date: Jan/UNK/2019

Ongoing: YES

1.d Line/MH Number: [4]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[PENICILLIN ALLERGY-HIVES]

Start Date: Jan/UNK/2019

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.e Line/MH Number: [5]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[GASTRIC BYPASS]

Start Date: Jun/UNK/2019

Ongoing: NO

End Date:
Jun/UNK/2019

1 f Line/MH Number: [6]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[OBESITY]

Start Date: UNK/UNK/1990

Ongoing: YES

1.g Line/MH Number: [7]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[HYPERTENSION]

Start Date: UNK/UNK/2019

Ongoing: YES

1.h Line/MH Number: [8]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Back Pain]

Start Date: UNK/UNK/2016

Ongoing: YES

1.i Line/MH Number: [9]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Eczema]

Start Date: Jan/UNK/2016

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.j Line/MH Number: [10]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Erectile Dysfunction]

Start Date: Aug/30/2016

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Aug/28/2020

2. Weight: [225.8]

3. Unit: LB

4. Height: [65.0]

5. Unit: in

6. Body Mass Index: [37.6]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [98.2]

Unit: F

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition

1. Randomization Date : Aug/28/2020

2. Randomization Number: [69316]

3. Randomization Group: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Aug/28/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9GJS]

5.b Sample ID [BP9GJT]

5.c Sample ID [BP9GJV]

5.d Sample ID [BPR97J]

5.e Sample ID [BPR97K]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/28/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9G1T]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/28/2020 11:09

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS SUBJECT

09
01

77
e1

96
ae

3f
a1

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134128



Page 16 of 228

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/16/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Sep/16/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [97.8]

Unit: F

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/16/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9G71]
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/16/2020 10:48

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/14/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/14/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR9FK7]

5.b Sample ID [BR9FK8]

5.c Sample ID [BR9FK9]

5.d Sample ID [BRTSKN]

5.e Sample ID [BPR9B0]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/19/2020

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: Oct/19/2020

2. Date of First Symptom Started: Oct/15/2020

3. Symptoms Ongoing? NO

Date of Last Symptom Resolved:
Feb/24/2021

Symptoms

4.a Symptoms: FEVER

Was symptom present? NO

4.b Symptoms: NEW OR INCREASED COUGH

Was symptom present? YES

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH

Was symptom present? YES

4.d Symptoms: CHILLS

Was symptom present? YES

4.e Symptoms: NEW OR INCREASED MUSCLE PAIN

Was symptom present? YES

4 f Symptoms: NEW LOSS OF TASTE OR SMELL

Was symptom present? YES

4.g Symptoms: NEW OR INCREASED SORE THROAT

Was symptom present? YES

4.h Symptoms: DIARRHEA

Was symptom present? NO

4.i Symptoms: VOMITING

Was symptom present? NO09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Symptoms - Other

5.a Symptoms - Other Text: [chest phlegm]

5.b Symptoms - Other Text: [dizziness]

5.c Symptoms - Other Text: [palpitations]

5.d Symptoms - Other Text: [chest pain]

5.e Symptoms - Other Text: [tachycardia]

5 f Symptoms - Other Text: [dry tongue]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Date of C
ollection

Specimen Typ
e

Specimen Collec
tion Location

Assay Code and Description Device Type
Form Instan

ce

 1. Oct/16/202
0 

SWABBED M
ATERIAL 

NASOPHARYN
X 

SEVERE ACUTE RESP SYND
ROME CORONAVIRUS 2 

SARS-COV-2 DIAG
NOSTIC TEST 

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. Actual Date of Collection: Oct/16/2020

2. Specimen Type: SWABBED MATERIAL Comments

3. Specimen Collection Location: NASOPHARYNX Comments

4. Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2

5. Device Type: SARS-COV-2 DIAGNOSTIC TEST

6. Trade Name: LABCORP COVID-19 RT-PCR TEST Comments

7. Test Result: POSITIVE

8. Comments/Findings/Details: [ ]

9. Trade Name Other, Specify: [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB_SELF

3. Sample Collected? YES

Date of Collection:
Oct/20/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [CV22803]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? NO

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[self swab collected]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: HEALTH CARE UTILIZATION

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Health Care Utilization

1.a Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or Contacts: NO

1.b Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts: YES

Number of Visits or Contacts:
[1]

1.c Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or Contacts: YES

Number of Visits or Contacts:
[1]

1.d Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or Contacts: NO

1.e Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts: NO

1 f Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or Contacts: NO

Health Care Utilization Other

2. Other Type of Practitioner Specify: [ ]

Health Care Utilization

3. Has the subject been hospitalized
due to potential COVID-19 illness?

NO
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Treatment Identifie

r
Con Non-Drug Treatments Pre-specifie

d
Treatmen

t
Treatmen

t
Start Dat

e
Form Instance

 1.           Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Respiratory Treatment

1. What is the treatment Identifier? [ ]

2. Concomitant Non-drug Treatment
Pre-specified:

3. Treatment:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: POTENTIAL COVID-19 ILLNESS

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

YES

Respiratory Illness Diagnosis:
[COVID-19]

Date of Diagnosis:
Oct/16/2020

3. Toxicity Grade: 2
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Category of Clinical Event: Subcategory of Clinical Event Diagnosis Obtained Toxicity Grade Form Instance

 1.         Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Illness Details

1. Category of Clinical Event:

2. Subcategory of Clinical Event:

3. Was a diagnosis obtained?

4. Toxicity Grade:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 21-Aug-2020 02:49

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Category for Lab

Test
Vendor Na

me
Collection D

ate:
Specimen T

ype
Lab Result Form Instance

 1.         Sponsor-Defined Ide
ntifier

Test
:

Resul
t:

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 21-Aug-2020 02:49 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Lab Chemistry Details

1. Lab Panel:

2. Laboratory Name and Address [ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

Not Done:

LNMT Low
[ ]
High
[ ]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 21-Aug-2020 02:51

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Category fo
r Lab Test

Vendor Name (DERIVED)
Collecti
on Date:

Specime
n Type

Lab Result
Form Instan

ce

 1. HEMATOL
OGY 

riverton hospital lab 3741 west
12600 south riverton utah 84065
 

Nov/21/
2020 

BLOOD
 

Sponsor-Defi
ned Identifier

Test:
Res
ult:

1  Hemoglobi
n_PX1 

16.2
 

2  Hematocrit
_PX2 

46.2
 

3  Erythrocyte
s_PX3 

4.83
 

5  Platelets_P
X5 

204 

7  Leukocytes
_PX7 

8.3 

608  Neutrophils
_PX608 

4.7 

609  Eosinophils
_PX609 

3.1 

612  Monocytes
_PX612 

5.9 

610  Basophils_
PX610 

0.8 

611  Lymphocyt
es_PX611 

2.8 

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Answered Queries, Not Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Laboratory Data Hematology

1. Lab Panel: HEMATOLOGY

2. Laboratory Name and Address [riverton hospital lab 3741 west 12600 south riverton utah 84065]

3. Collection Date: Nov/21/2020

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [1]

Test: Hemoglobin_PX1

Result: [16.2]

Not Done:

LNMT Low
[13.5]
High
[17.5]
Unit
g/dL

5.b Sponsor ID: [2]

Test: Hematocrit_PX2

Result: [46.2]

Not Done:

LNMT Low
[41.0]
High
[53.0]
Unit
%
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Answered Queries, Not Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c Sponsor ID: [3]

Test: Erythrocytes_PX3

Result: [4.83]

Not Done:

LNMT Low
[4.50]
High
[5.90]
Unit
10^12/L

5.d Sponsor ID: [5]

Test: Platelets_PX5

Result: [204]

Not Done:

LNMT Low
[150]
High
[400]
Unit
10^9/L

5.e Sponsor ID: [7]

Test: Leukocytes_PX7

Result: [8.3]

Not Done:

LNMT Low
[3.6]
High
[10.6]
Unit
10^9/L
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Answered Queries, Not Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5 f Sponsor ID: [608]

Test: Neutrophils_PX608

Result: [4.7]

Not Done:

LNMT Low
[1.8]
High
[6.8]
Unit
10^9/L

5.g Sponsor ID: [609]

Test: Eosinophils_PX609

Result: [3.1]

Not Done:

LNMT Low
[0.0]
High
[5.0]
Unit
%

5.h Sponsor ID: [612]

Test: Monocytes_PX612

Result: [5.9]

Not Done:

LNMT Low
[2.0]
High
[12.0]
Unit
%
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Answered Queries, Not Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.i Sponsor ID: [610]

Test: Basophils_PX610

Result: [0.8]

Not Done:

LNMT Low
[0.0]
High
[2.0]
Unit
%

5.j Sponsor ID: [611]

Test: Lymphocytes_PX611

Result: [2.8]

Not Done:

LNMT Low
[1.2]
High
[3.4]
Unit
10^9/L
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: VITAL SIGNS - COVID

Form Version: 21-Aug-2020 02:50

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Date: Vital Signs Details Form Instance

 1.   Record Identifier: Systolic: Diastolic: Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: VITAL SIGNS - COVID

Form Version: 21-Aug-2020 02:50 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Systolic: [ ]

Diastolic: [ ]

Respiratory Rate in
respirations/minute:

[ ]

Heart Rate in beats/minute: [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 21-Aug-2020 02:51

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Date: Vital Signs Details Form Instance

 1. Nov/21/2020  Record Identifier: Oxygen Saturation

1  90.0 

Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Nov/21/2020

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [90.0]

09
01

77
e1

96
ae

3f
a1

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134158



Page 46 of 228

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Date Time of Assessment Arterial Blood Gases PaO2 FiO2 (Fraction of Inhaled Oxygen) Form Instance

 1.       Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Oxygenation Parameters

1. Date Time of Assessment: //

2. Arterial Blood Gases PaO2
(mmHg):

[ ]

3. FiO2 (Fraction of Inhaled Oxygen): [ ]
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Visit: POT_COVID_ILL 1 Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defined Id

entifier
Category for Medi

cation
Concomitant Medications Pr

e-specified
Name of Medic

ation
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[ ]

5. Start Date: //

6. Ongoing?
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Date of Assessment Location of Assessment Imaging Method Overall Assessment Form Instance

 1.         Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: IMAGING

Form Version: 06-Jul-2020 21:53 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Imaging

1. Date of Assessment: //

2. Location of Assessment:

3. Type of Imaging Exam:

4. Assessment:
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Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/16/2020

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/16/2020

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A1
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/16/2020

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Nov/16/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR9FSJ]

5.b Sample ID [BKYD0S]

5.c Sample ID [BSJ3H6]
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South
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Unplanned Assessments

1. Assessments
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eCRF Audit Trail History

Disposition - Treatment

1. Date of Completion/Discontinuation
/Death :

Oct/14/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Disposition - Follow-Up

1. Date of Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started
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Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Form Version: 22-Apr-2020 21:02 Form Status: Not Started
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Adverse Event Report

1. Category:

2. AE ID: [ ]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[ ]

4. Start Date Time: //

5. Is the adverse event still ongoing?

6. Toxicity Grade:

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

9. Is this event related to study
treatment:

10. Latest Action Taken with Study
Treatment:

11. Was a Concomitant Medication
given?

12. Was a Non-Drug Treatment given?

13. What was the outcome of this
adverse event?:
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Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

14. Did the adverse event cause the
subject to be discontinued from the
study?

15. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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#
Categor

y
Medication Er

ror
Start Da
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Is the medication error Still On

going
Study Medication Errors A

ction
Form Instance
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Pages
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Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment given?

8. Did the Medication Error cause the
subject to be discontinued from the
study?

9. Was this medication error associated
with any adverse events?

10. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defined Id

entifier
Category for Medi

cation
Concomitant Medications Pr
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---
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#
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Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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# Transfusion Type Date of Transfusion Form Instance
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Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]

09
01

77
e1

96
ae

3f
a1

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134188



Page 76 of 228

***Confidential***

 

Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 6
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/16/2021

2. Erroneous Visit
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eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible per local/national recommendations and confirmed to have received only
placebo at Vaccination 1/2
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eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Feb/19/2021

2. Primary Reason for Unblinding: ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Death Details

1. Date of Collection / Notification of
Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Visit: V101_VAX3 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Mar/10/2021

2. Erroneous Visit
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Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. Consent Was: OBTAINED

Date Written Consent Obtained
Mar/10/2021
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Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Done

Exclusion Criteria Met

2. Description of Exclusion Criterion
Met

Not Done
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. Date of Completion/Discontinuation
/Death :

Mar/10/2021

2. Phase of Disposition: REPEAT SCREENING 1

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Mar/10/2021

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BTWNXS]

5.b Sample ID [BSJ41S]

5.c Sample ID [BSJ4GL]
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Mar/10/2021

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR9FJ8]
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Visit: V101_VAX3 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Mar/10/2021 11:08

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was Observed 30 MINUTES

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?
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Header Text: c4591001

Visit: V103_MONTH1 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V103_MONTH1 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: V104_MONTH6 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V104_MONTH6 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: V105_MONTH18 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V105_MONTH18 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT

Form Version: 20-Feb-2021 02:26 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Disposition - Treatment

1. Date of Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Oct/14/2020
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign
CRF_Sign_1

Name Signature
Meaning

Date Type Action
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - Comments

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Aug-31-2020 09:24:45 (UTC-07:00) Mountain
Time (US & Canada)

Annjanette
Kemp
(pfe.akemp)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

2 Nov-03-2020 14:18:54 (UTC-07:00) Mountain
Time (US & Canada)

Rachel Pugmire
(pfe.rpugmire)

2 Oct-23-2020 14:30:45 (UTC-07:00) Mountain
Time (US & Canada)

Dylan Owen
(pfe.dowen)

Unknown
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

3 Nov-03-2020 14:19:14 (UTC-07:00) Mountain
Time (US & Canada)

Rachel Pugmire
(pfe.rpugmire)

3 Oct-23-2020 14:30:56 (UTC-07:00) Mountain
Time (US & Canada)

Dylan Owen
(pfe.dowen)

Unknown

09
01

77
e1

96
ae

3f
a1

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134217



Page 105 of 228

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

6 Oct-27-2020 09:16:50 (UTC-07:00) Mountain
Time (US & Canada)

Dylan Owen
(pfe.dowen)

6 Oct-23-2020 14:31:06 (UTC-07:00) Mountain
Time (US & Canada)

Dylan Owen
(pfe.dowen)

Unknown
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Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION - Comments

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Mar-10-2021 11:59:38 (UTC-07:00) Mountain
Time (US & Canada)

Jessica Shaw
(pfe.jshaw)

Not Done
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign
CRF_Sign_1

Name Signature
Meaning

Date Type Action

Jessica Shaw  N/A Mar-10-2021 11:59:17 (UTC-07:00) Mountain
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Shane
Christensen 

Approved Mar-06-2021 17:01:05 (UTC-07:00) Mountain
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ShaneChristensen, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Dylan Owen  N/A Mar-03-2021 15:55:01 (UTC-07:00) Mountain
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Shane
Christensen 

Approved Feb-22-2021 17:10:21 (UTC-07:00) Mountain
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ShaneChristensen, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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***Confidential***

Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Dylan Owen  N/A Feb-19-2021 16:29:33 (UTC-07:00) Mountain
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Shane
Christensen 

Approved Jan-23-2021 20:16:12 (UTC-07:00) Mountain
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ShaneChristensen, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Dylan Owen  N/A Jan-19-2021 18:25:50 (UTC-07:00) Mountain
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Shane
Christensen 

Approved Jan-16-2021 13:23:49 (UTC-07:00) Mountain
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ShaneChristensen, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Dylan Owen  N/A Jan-07-2021 10:23:11 (UTC-07:00) Mountain
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Shane
Christensen 

Approved Jan-06-2021 08:05:41 (UTC-07:00) Mountain
Time (US & Canada)

BOOK Signed09
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***Confidential***

Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, ShaneChristensen, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Dylan Owen  N/A Jan-05-2021 11:05:49 (UTC-07:00) Mountain
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Shane
Christensen 

Approved Jan-01-2021 09:45:07 (UTC-07:00) Mountain
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ShaneChristensen, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Rachel Pugmire  N/A Dec-31-2020 12:59:04 (UTC-07:00) Mountain
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Shane
Christensen 

Approved Dec-31-2020 10:06:19 (UTC-07:00) Mountain
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ShaneChristensen, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.09
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***Confidential***

Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Rachel Pugmire  N/A Dec-31-2020 08:04:28 (UTC-07:00) Mountain
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Shane
Christensen 

Approved Dec-30-2020 09:13:37 (UTC-07:00) Mountain
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ShaneChristensen, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Dylan Owen  N/A Dec-28-2020 15:45:55 (UTC-07:00) Mountain
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Shane
Christensen 

Approved Nov-25-2020 18:37:25 (UTC-07:00) Mountain
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ShaneChristensen, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Rachel Pugmire  N/A Nov-25-2020 14:59:07 (UTC-07:00) Mountain
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Shane
Christensen 

Approved Nov-16-2020 13:34:28 (UTC-07:00) Mountain
Time (US & Canada)

BOOK Signed09
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***Confidential***

Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, ShaneChristensen, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Dylan Owen  N/A Nov-16-2020 11:38:37 (UTC-07:00) Mountain
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Shane
Christensen 

Approved Nov-04-2020 07:29:27 (UTC-07:00) Mountain
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ShaneChristensen, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Rachel Pugmire  N/A Nov-03-2020 14:09:42 (UTC-07:00) Mountain
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Shane
Christensen 

Approved Oct-29-2020 17:44:09 (UTC-07:00) Mountain
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ShaneChristensen, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.09
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***Confidential***

Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Dylan Owen  N/A Oct-28-2020 16:01:10 (UTC-07:00) Mountain
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Shane
Christensen 

Approved Oct-27-2020 14:19:47 (UTC-07:00) Mountain
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ShaneChristensen, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Dylan Owen  N/A Oct-27-2020 09:16:50 (UTC-07:00) Mountain
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Shane
Christensen 

Approved Oct-23-2020 15:28:15 (UTC-07:00) Mountain
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ShaneChristensen, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Aug-31-2020 09:20:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Aug-31-2020 09:20:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
STAGE 3 COHORTS

Initial Entry

09
01

77
e1

96
ae

3f
a1

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134226



Page 114 of 228

***Confidential***

 

Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Aug-31-2020 09:22:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
OBTAINED

Date Written Consent Obtained

Aug/28/2020

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject ID

Date Location User Value Reason

Aug-31-2020 09:20:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10091128

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Aug-31-2020 09:20:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1969

Enrollment Entry

3. Sex:

Date Location User Value Reason

Aug-31-2020 09:23:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
MALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Aug-31-2020 09:23:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
HISPANIC OR LATINO(A) OR OF
SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Aug-31-2020 09:23:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
WHITE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-31-2020 09:24:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Aug/28/2020

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Aug-31-2020 09:25:38
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Aug/28/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Aug-31-2020 09:25:38
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Aug-31-2020 09:25:38
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Aug-31-2020 09:26:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

1

Medical History
Term:

HYPOTHYROI
DISM

Start Date: UNK/UNK/199
8

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Aug-31-2020 09:26:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-31-2020 09:26:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
HYPOTHYROIDISM

Initial Entry

1.a Start Date:

Date Location User Value Reason

Aug-31-2020 09:26:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
UNK/UNK/1998

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Aug-31-2020 09:26:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

1.b
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-31-2020 09:27:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

2

Medical Histor
y Term:

SEASONAL ALL
ERGIES

Start Date: UNK/UNK/2018

Ongoing: YES

Initial Entry

1.b Line/MH Number:

Date Location User Value Reason

Aug-31-2020 09:27:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-31-2020 09:27:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
SEASONAL ALLERGIES

Initial Entry

1.b Start Date:

Date Location User Value Reason

Aug-31-2020 09:27:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
UNK/UNK/2018

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Aug-31-2020 09:27:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

1.c

Date Location User Value Reason

Aug-31-2020 09:27:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

3

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Medical Histor
y Term:

KEFLEX ALLER
GY-HIVES

Start Date: Jan/UNK/2019

Ongoing: YES

1.c Line/MH Number:

Date Location User Value Reason

Aug-31-2020 09:27:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-31-2020 09:27:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
KEFLEX ALLERGY-HIVES

Initial Entry

1.c Start Date:

Date Location User Value Reason

Aug-31-2020 09:27:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Jan/UNK/2019

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Aug-31-2020 09:27:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

1.d

Date Location User Value Reason

Aug-31-2020 09:28:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

4

Medical Histo
ry Term:

PENICILLIN ALL
ERGY-HIVES

Start Date: Jan/UNK/2019

Ongoing: YES

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.d Line/MH Number:

Date Location User Value Reason

Aug-31-2020 09:28:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-31-2020 09:28:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
PENICILLIN ALLERGY-HIVES

Initial Entry

1.d Start Date:

Date Location User Value Reason

Aug-31-2020 09:28:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Jan/UNK/2019

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Aug-31-2020 09:28:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

1.e

Date Location User Value Reason

Aug-31-2020 09:29:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

5

Medical History
Term:

GASTRIC BYP
ASS

Start Date: Jun/UNK/2019

Ongoing: NO
End Date:

Jun/UNK/20
19

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.e Line/MH Number:

Date Location User Value Reason

Aug-31-2020 09:29:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-31-2020 09:29:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
GASTRIC BYPASS

Initial Entry

1.e Start Date:

Date Location User Value Reason

Aug-31-2020 09:29:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Jun/UNK/2019

Initial Entry

1.e Ongoing:

Date Location User Value Reason

Aug-31-2020 09:29:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
NO

End Date:

Jun/UNK/2019

Initial Entry

1.f

Date Location User Value Reason

Aug-31-2020 09:29:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 6

Medical History Te
rm:

OBESITY

Start Date: UNK/UNK/19
90

Ongoing: YES

Initial Entry

09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.f Line/MH Number:

Date Location User Value Reason

Aug-31-2020 09:29:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-31-2020 09:29:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
OBESITY

Initial Entry

1.f Start Date:

Date Location User Value Reason

Aug-31-2020 09:29:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
UNK/UNK/1990

Initial Entry

1.f Ongoing:

Date Location User Value Reason

Aug-31-2020 09:29:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

1.g

Date Location User Value Reason

Sep-17-2020 20:10:19
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 7

Medical History T
erm:

HYPERTENSI
ON

Start Date: UNK/UNK/20
19

Ongoing: YES

Initial Entry

09
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e1
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ae
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.g Line/MH Number:

Date Location User Value Reason

Sep-17-2020 20:10:19
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-17-2020 20:10:19
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Data Entry:
HYPERTENSION

Initial Entry

1.g Start Date:

Date Location User Value Reason

Sep-17-2020 20:10:19
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Data Entry:
UNK/UNK/2019

Initial Entry

1.g Ongoing:

Date Location User Value Reason

Sep-17-2020 20:10:19
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Data Entry:
YES

Initial Entry

1.h

Date Location User Value Reason

Oct-14-2020 11:17:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 8

Medical History Te
rm:

Back Pain

Start Date: UNK/UNK/20
16

Ongoing: YES

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.h Line/MH Number:

Date Location User Value Reason

Oct-14-2020 11:17:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
8

Initial Entry

1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-14-2020 11:17:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe kmarti)

Data Entry:
Back Pain

Initial Entry

1.h Start Date:

Date Location User Value Reason

Oct-14-2020 11:17:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe kmarti)

Data Entry:
UNK/UNK/2016

Initial Entry

1.h Ongoing:

Date Location User Value Reason

Oct-14-2020 11:17:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe kmarti)

Data Entry:
YES

Initial Entry

1.i

Date Location User Value Reason

Oct-14-2020 11:19:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe kmarti)

Data Entry:
Line/MH Number: 9

Medical History Te
rm:

Eczema

Start Date: Jan/UNK/20
16

Ongoing: YES

Transcription Error

Oct-14-2020 11:18:37
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

9

Medical History T
erm:

Eczema

Initial Entry

09
01

77
e1
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ae

3f
a1
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\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134238



Page 126 of 228

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Start Date: UNK/UNK/2
016

Ongoing: YES

1.i Line/MH Number:

Date Location User Value Reason

Oct-14-2020 11:18:37
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
9

Initial Entry

1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-14-2020 11:18:37
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe kmarti)

Data Entry:
Eczema

Initial Entry

1.i Start Date:

Date Location User Value Reason

Oct-14-2020 11:19:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe kmarti)

Data Entry:
Jan/UNK/2016

Transcription Error

Oct-14-2020 11:18:37
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe kmarti)

Data Entry:
UNK/UNK/2016

Initial Entry

1.i Ongoing:

Date Location User Value Reason

Oct-14-2020 11:18:37
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe kmarti)

Data Entry:
YES

Initial Entry

1.j

Date Location User Value Reason

Oct-14-2020 11:19:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

10

Medical History
Term:

Erectile Dysfun
ction

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Start Date: Aug/30/2016

Ongoing: YES

1.j Line/MH Number:

Date Location User Value Reason

Oct-14-2020 11:19:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10

Initial Entry

1.j Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-14-2020 11:19:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe kmarti)

Data Entry:
Erectile Dysfunction

Initial Entry

09
01

77
e1

96
ae

3f
a1
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.j Start Date:

Date Location User Value Reason

Oct-14-2020 11:19:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe.kmarti)

Data Entry:
Aug/30/2016

Initial Entry

1.j Ongoing:

Date Location User Value Reason

Oct-14-2020 11:19:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe.kmarti)

Data Entry:
YES

Initial Entry

09
01

77
e1

96
ae

3f
a1

\F
in

al
\F
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al

 O
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Aug-31-2020 09:30:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Aug/28/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Aug-31-2020 09:30:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
225.8

Initial Entry

3. Unit:

Date Location User Value Reason

Aug-31-2020 09:30:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
LB

Initial Entry

4. Height:

Date Location User Value Reason

Aug-31-2020 09:30:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
65.0

Initial Entry

5. Unit:

Date Location User Value Reason

Aug-31-2020 09:30:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
in

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Aug-31-2020 09:30:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
37.6

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7.a

Date Location User Value Reason

Aug-31-2020 09:30:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Record Identifier:: 1

Temperature: 98.2

Temperature Unit: F

Temperature Locat
ion::

ORAL CAVI
TY

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Aug-31-2020 09:30:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Aug-31-2020 09:30:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
98.2

Initial Entry

7.a Unit:

Date Location User Value Reason

Aug-31-2020 09:30:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
F

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Aug-31-2020 09:30:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
ORAL CAVITY

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Randomization Date :

Date Location User Value Reason

Aug-31-2020 09:31:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Aug/28/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Aug-31-2020 09:31:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
69316

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-31-2020 09:31:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-31-2020 09:31:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-31-2020 09:33:52
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-31-2020 09:31:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Aug-31-2020 09:31:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Date of Collection:

Aug/28/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-31-2020 09:33:52
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Sample ID: BP9GJS

Initial Entry

5.a Sample ID
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-31-2020 09:33:52
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
BP9GJS

Initial Entry

5.b

Date Location User Value Reason

Aug-31-2020 09:34:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Sample ID: BP9GJT

Initial Entry

5.b Sample ID

Date Location User Value Reason

Aug-31-2020 09:34:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
BP9GJT

Initial Entry

5.c

Date Location User Value Reason

Aug-31-2020 09:34:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Sample ID: BP9GJV

Initial Entry

5.c Sample ID

Date Location User Value Reason

Aug-31-2020 09:34:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
BP9GJV

Initial Entry

5.d

Date Location User Value Reason

Aug-31-2020 09:34:38
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Sample ID: BPR97J

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.d Sample ID

Date Location User Value Reason

Aug-31-2020 09:34:38
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
BPR97J

Initial Entry

5.e

Date Location User Value Reason

Aug-31-2020 09:34:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Sample ID: BPR97K

Initial Entry

5.e Sample ID

Date Location User Value Reason

Aug-31-2020 09:34:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
BPR97K

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-31-2020 09:35:12
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-31-2020 09:35:12
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-31-2020 09:35:20
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-31-2020 09:35:12
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Aug-31-2020 09:35:12
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Date of Collection:

Aug/28/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-31-2020 09:35:20
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Sample ID: BP9G1T

Initial Entry

5.a Sample ID
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-31-2020 09:35:20
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
BP9G1T

Initial Entry

09
01

77
e1

96
ae

3f
a1

\F
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al
\F
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-31-2020 09:36:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-31-2020 09:36:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-31-2020 09:36:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Aug-31-2020 09:36:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Aug/28/2020 11:09

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-31-2020 09:36:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-31-2020 09:36:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
LEFT

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7. Route:

Date Location User Value Reason

Aug-31-2020 09:36:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-31-2020 09:36:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED OBS
ERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Aug-31-2020 09:36:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Aug-31-2020 09:36:20
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
NO - REACTOGENICITY E-DIAR
Y NOT COLLECTED FOR THIS S
UBJECT

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-16-2020 11:32:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe mjones)

Data Entry:
Sep/16/2020

Initial Entry

09
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Sep-16-2020 11:32:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe mjones)

Data Entry:
Sep/16/2020

Initial Entry

2.a

Date Location User Value Reason

Sep-16-2020 11:32:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe mjones)

Data Entry:
Record Identifier:: 1

Temperature: 97.8

Temperature Unit: F

Temperature Locat
ion::

ORAL CAVI
TY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Sep-16-2020 11:32:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe mjones)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Sep-16-2020 11:32:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe mjones)

Data Entry:
97.8

Initial Entry

2.a Unit:

Date Location User Value Reason

Sep-16-2020 11:32:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe mjones)

Data Entry:
F

Initial Entry

2.a Temperature Location:

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sep-16-2020 11:32:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe mjones)

Data Entry:
ORAL CAVITY

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-16-2020 11:33:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-16-2020 11:33:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-16-2020 11:33:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-16-2020 11:33:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Sep-16-2020 11:33:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
YES

Date of Collection:

Sep/16/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-16-2020 11:33:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe mjones)

Data Entry:
Sample ID: BP9G71

Initial Entry

5.a Sample ID
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Sep-16-2020 11:33:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe mjones)

Data Entry:
BP9G71

Initial Entry

09
01

77
e1

96
ae

3f
a1
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-16-2020 11:32:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe mjones)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-16-2020 11:32:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-16-2020 11:32:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Sep-16-2020 11:32:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe mjones)

Data Entry:
Sep/16/2020 10:48

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-16-2020 11:32:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-16-2020 11:32:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe mjones)

Data Entry:
LEFT

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7. Route:

Date Location User Value Reason

Sep-16-2020 11:32:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-16-2020 11:32:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED OBS
ERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Sep-16-2020 11:32:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe mjones)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-14-2020 10:32:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe mjones)

Data Entry:
Oct/14/2020

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-14-2020 10:32:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-14-2020 10:32:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-14-2020 10:34:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-14-2020 10:32:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Oct-14-2020 10:32:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
YES

Date of Collection:

Oct/14/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-14-2020 10:34:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Jenessa
Folsom
(pfe.jfolsom)

Data Entry:
Sample ID: BR9FK7

Initial Entry

5.a Sample ID
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***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Oct-14-2020 10:34:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Jenessa
Folsom
(pfe.jfolsom)

Data Entry:
BR9FK7

Initial Entry

5.b

Date Location User Value Reason

Oct-14-2020 10:34:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Jenessa
Folsom
(pfe.jfolsom)

Data Entry:
Sample ID: BR9FK8

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-14-2020 10:34:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Jenessa
Folsom
(pfe.jfolsom)

Data Entry:
BR9FK8

Initial Entry

5.c

Date Location User Value Reason

Oct-14-2020 10:34:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Jenessa
Folsom
(pfe.jfolsom)

Data Entry:
Sample ID: BR9FK9

Initial Entry

5.c Sample ID

Date Location User Value Reason

Oct-14-2020 10:34:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Jenessa
Folsom
(pfe.jfolsom)

Data Entry:
BR9FK9

Initial Entry

5.d

Date Location User Value Reason

Oct-14-2020 10:35:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Jenessa
Folsom
(pfe.jfolsom)

Data Entry:
Sample ID: BRTSKN

Initial Entry
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Page 150 of 228

***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.d Sample ID

Date Location User Value Reason

Oct-14-2020 10:35:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Jenessa
Folsom
(pfe.jfolsom)

Data Entry:
BRTSKN

Initial Entry

5.e

Date Location User Value Reason

Oct-14-2020 10:35:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Jenessa
Folsom
(pfe.jfolsom)

Data Entry:
Sample ID: BPR9B0

Initial Entry

5.e Sample ID

Date Location User Value Reason

Oct-14-2020 10:35:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Jenessa
Folsom
(pfe.jfolsom)

Data Entry:
BPR9B0

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-19-2020 19:45:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-19-2020 19:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto Query

Oct-19-2020 19:43:20
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate Date of Visit is
completed but Date
of Assessment in the
Signs and Symptoms
form is missing.
Please review and
update as
appropriate.

Oct-19-2020 19:43:20
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate Date of Visit is
completed but Date
of Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Oct-19-2020 19:43:20
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Oct/19/2020

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Oct-19-2020 19:43:20
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
COVID_A

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Oct-19-2020 19:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Oct/19/2020

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Oct-19-2020 19:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Oct/15/2020

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

Mar-03-2021 15:55:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
NO

Date of Last Symptom Resolve
d:

Feb/24/2021

Transcription Error

Feb-21-2021 23:30:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Gajanan
Deshmukh
(pfe.deshmg08)

Query 2: Closed Response satisfies
query

Feb-19-2021 15:02:54
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 2: Answered ongoing

Feb-15-2021 03:56:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Bembem
Takhellambam
(pfe.takheb)

Query 2: Opened DM:Please confirm
the symptoms are
still ongoing for this
COVID Illness. If all
symptoms for this
illness are resolved;
please update the
Last Symptoms
Resolved Date else
clarify. Thanks09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-08-2021 10:15:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Vrunda Parikh
(pfe.parikv06)

Query 1: Closed Response satisfies
query

Jan-07-2021 10:23:37
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 1: Answered yes, ongoing

Jan-05-2021 11:56:16
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Vrunda Parikh
(pfe.parikv06)

Query 1: Opened CLINQUERY:
Please clarify
whether the reported
symptoms are still
ongoing? If
symptoms have
ended, please update
‘Symptoms
Ongoing’ on to ‘NO’
and add Date of Last
Symptom Resolved
on the CRF.

Oct-19-2020 19:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
YES

Initial Entry

4.a

Date Location User Value Reason

Oct-19-2020 19:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Symptoms: FEVER

Symptom Present: NO

Initial Entry

4.a Symptoms:

Date Location User Value Reason

Oct-19-2020 19:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
FEVER

Initial Entry

4.a Was symptom present?

Date Location User Value Reason

Oct-19-2020 19:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

4.b

Date Location User Value Reason

Oct-19-2020 19:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Symptoms: NEW OR INCREAS

ED COUGH

Symptom P
resent:

YES

Initial Entry

4.b Symptoms:

Date Location User Value Reason

Oct-19-2020 19:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NEW OR INCREASED COUGH

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Oct-19-2020 19:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
YES

Initial Entry

4.c

Date Location User Value Reason

Nov-16-2020 12:07:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sympto
ms:

NEW OR INCREASED
SHORTNESS OF BRE
ATH

Sympto
m Prese
nt:

YES

New Information

Oct-19-2020 19:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sympto
ms:

NEW OR INCREASED
SHORTNESS OF BRE
ATH

Sympto
m Prese
nt:

NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

4.c Symptoms:

Date Location User Value Reason

Oct-19-2020 19:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NEW OR INCREASED SHORTNE
SS OF BREATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Nov-16-2020 12:07:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
YES

New Information

Oct-19-2020 19:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

4.d

Date Location User Value Reason

Oct-19-2020 19:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Symptoms: CHILLS

Symptom Present: YES

Initial Entry

4.d Symptoms:

Date Location User Value Reason

Oct-19-2020 19:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Oct-19-2020 19:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
YES

Initial Entry

4.e

Date Location User Value Reason

Oct-19-2020 19:45:01 ACV0PFEINFP6000  Dylan Data Entry: Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-07:00) Mountain
Time (US & Canada)

Owen
(pfe.dowen)

Symptoms
:

NEW OR INCREASE
D MUSCLE PAIN

Symptom
Present:

YES

4.e Symptoms:

Date Location User Value Reason

Oct-19-2020 19:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NEW OR INCREASED MUSCLE
PAIN

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Oct-19-2020 19:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
YES

Initial Entry

4.f

Date Location User Value Reason

Oct-19-2020 19:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Symptoms: NEW LOSS OF TAS

TE OR SMELL

Symptom
Present:

YES

Initial Entry

4.f Symptoms:

Date Location User Value Reason

Oct-19-2020 19:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NEW LOSS OF TASTE OR SMEL
L

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Oct-19-2020 19:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
YES

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

4.g

Date Location User Value Reason

Oct-19-2020 19:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Symptoms
:

NEW OR INCREASE
D SORE THROAT

Symptom
Present:

YES

Initial Entry

4.g Symptoms:

Date Location User Value Reason

Oct-19-2020 19:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NEW OR INCREASED SORE TH
ROAT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Oct-19-2020 19:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
YES

Initial Entry

4.h

Date Location User Value Reason

Oct-19-2020 19:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Symptoms: DIARRHEA

Symptom Present: NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

4.h Symptoms:

Date Location User Value Reason

Oct-19-2020 19:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Oct-19-2020 19:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

4.i

Date Location User Value Reason

Oct-19-2020 19:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Symptoms: VOMITING

Symptom Present: NO

Initial Entry

4.i Symptoms:

Date Location User Value Reason

Oct-19-2020 19:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Oct-19-2020 19:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

5.a

Date Location User Value Reason

Nov-16-2020 12:07:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Symptoms - Other: chest phlegm

Initial Entry

5.a Symptoms - Other Text:
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Nov-16-2020 12:07:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
chest phlegm

Initial Entry

5.b

Date Location User Value Reason

Dec-28-2020 15:45:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Symptoms - Other: dizziness

Initial Entry

5.b Symptoms - Other Text:

Date Location User Value Reason

Dec-28-2020 15:45:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
dizziness

Initial Entry

5.c

Date Location User Value Reason

Dec-28-2020 15:46:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Symptoms - Other: palpitations

Initial Entry

5.c Symptoms - Other Text:

Date Location User Value Reason

Dec-28-2020 15:46:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
palpitations

Initial Entry

5.d

Date Location User Value Reason

Dec-28-2020 15:46:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Symptoms - Other: chest pain

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.d Symptoms - Other Text:

Date Location User Value Reason

Dec-28-2020 15:46:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
chest pain

Initial Entry

5.e

Date Location User Value Reason

Dec-31-2020 08:04:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Data Entry:
Symptoms - Other: tachycardia

Initial Entry

5.e Symptoms - Other Text:

Date Location User Value Reason

Dec-31-2020 08:04:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Data Entry:
tachycardia

Initial Entry

5.f

Date Location User Value Reason

Dec-31-2020 08:05:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Data Entry:
Symptoms - Other: dry tongue

Initial Entry

5.f Symptoms - Other Text:

Date Location User Value Reason

Dec-31-2020 08:05:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Data Entry:
dry tongue

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: MICROBIOLOGY SPECIMEN - Audit Trail

Form Version: 06-Jul-2020 21:54 Form Status:

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Oct-19-2020 19:45:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Dylan
Owen
(pfe.dowen)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Oct-23-2020 14:46:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephen
Paolini
(pfe.paolis01)

Query 1: Closed Response satisfies
query

Oct-23-2020 14:31:40
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 1: Answered records were
received and the
requested
information was not
provided

Oct-23-2020 14:28:52
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephen
Paolini
(pfe.paolis01)

Query 1: Reissued:Opened CLIQUERY: Please
complete missing
fields on CRF.
Please provide query
response when data
entered.

Oct-23-2020 12:57:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 1: Answered ok

Oct-21-2020 12:57:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephen
Paolini
(pfe.paolis01)

Query 1: Reissued:Opened CLIQUERY: Please
complete missing
fields on CRF.
Please provide query
response when data
entered.

Oct-21-2020 09:49:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 1: Answered unknown
information

Oct-20-2020 19:29:37
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephen
Paolini
(pfe.paolis01)

Query 1: Opened CLIQUERY: Please
complete missing
fields on CRF.

Oct-19-2020 19:45:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
Oct/16/2020

Initial Entry

2. Specimen Type:

Date Location User Value Reason09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Nov-03-2020
16:35:59
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Erica Weaver
(pfe.weavee01)

Query
1: Clo
sed

updated.

Nov-03-2020
14:19:22
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Rachel Pugmire
(pfe.rpugmire)

Data
Entry
:
SWA
BBE
D MA
TERI
AL

Initial Entry

Nov-03-2020
14:18:54
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Rachel Pugmire
(pfe.rpugmire)

Data
Entry
:

Initial Entry

Nov-03-2020
13:28:38
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Mikaela Jones
(pfe.mjones)

Query
1: An
swere
d

Original value is correct

Nov-03-2020
11:52:12
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query
1: Op
ened

DMW5245770;Specimen
Type is not expected to
be Unknown or Not
Applicable. Please
review and update
appropriately or clarify

Nov-03-2020
11:49:59
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Can
didate

DMW5245770;Specimen
Type is not expected to
be Unknown or Not
Applicable. Please
review and update
appropriately or clarify

Oct-23-2020
14:30:45
(UTC-07:00)
Mountain
Time (US &

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data
Entry
:
Unkn
own

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Canada)

3. Specimen Collection Location:

Date Location User Value Reason

Nov-03-2020
16:36:11
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Erica Weaver
(pfe.weavee01)

Query
1: Clo
sed

updated.

Nov-03-2020
14:19:22
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Rachel Pugmire
(pfe.rpugmire)

Data
Entry
:
NAS
OPH
ARY
NX

Initial Entry

Nov-03-2020
14:19:14
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Rachel Pugmire
(pfe.rpugmire)

Data
Entry
:

Initial Entry

Nov-03-2020
13:28:47
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Mikaela Jones
(pfe.mjones)

Query
1: An
swere
d

Original value is correct

Nov-03-2020
11:48:26
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query
1: Op
ened

DMW5246467;Specimen
Collection Location is
not expected to be
Unknown or Not
Applicable. Please
review and update
appropriately or clarify

Nov-03-2020
11:47:13
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Can
didate

DMW5246467;Specimen
Collection Location is
not expected to be
Unknown or Not
Applicable. Please
review and update
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

appropriately or clarify

Oct-23-2020
14:30:56
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data
Entry
:
Unkn
own

Initial Entry

4. Assay Code and Description:

Date Location User Value Reason

Oct-19-2020 19:45:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SEVERE ACUTE RESP SYNDRO
ME CORONAVIRUS 2

Initial Entry

5. Device Type:

Date Location User Value Reason

Oct-19-2020 19:45:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SARS-COV-2 DIAGNOSTIC TEST

Initial Entry

6. Trade Name:

Date Location User Value Reason

Nov-03-2020 15:11:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 4: Closed Close Auto Query

Nov-03-2020 15:10:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 4: Opened Trade Name is not
Other, however
Trade Name Other,
Specify is
completed. Please
verify and correct
inconsistency.

Nov-03-2020 15:10:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe rpugmire)

Data Entry:
LABCORP COVID-19 RT-PCR
TEST

Transcription Error

Nov-03-2020 14:10:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Closed Close Auto Query
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Nov-03-2020 14:09:54
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Opened Trade Name is Other,
however Trade
Name Other, Specify
is not completed.
Please update.

Oct-27-2020 11:11:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query 2: Closed Response satisfies
query

Oct-27-2020 10:41:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 2: Answered I changed it to other
per the last query.
The test is unknown
and that is what was
originally captured

Oct-27-2020 10:38:38
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query 2: Reissued:Opened Trade Name is Other,
however Trade
Name Other, Specify
is not completed.
Please update.

Oct-27-2020 10:37:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Vrunda Parikh
(pfe.parikv06)

Query 1: Closed Response satisfies
query

Oct-27-2020 09:17:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 2: Answered Changed data per
query

Oct-27-2020 09:17:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened Trade Name is Other,
however Trade
Name Other, Specify
is not completed.
Please update.

Oct-27-2020 09:17:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Initial Entry

Oct-27-2020 09:17:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
OTHER

Initial Entry

Oct-27-2020 09:16:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry: Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-26-2020 14:07:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Vrunda Parikh
(pfe.parikv06)

Query 1: Opened CLINQUERY: Per
CRF CG section
8.31. if appropriate
Trade Name is not
available in the
pre-defined list and
unknown, please
select ‘OTHER’ for
Trade Name.

Oct-23-2020 14:31:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
Unknown

Initial Entry

7. Test Result:

Date Location User Value Reason

Oct-19-2020 19:45:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
POSITIVE

Initial Entry

8. Comments/Findings/Details:

Date Location User Value Reason

Nov-03-2020 14:09:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Data Entry: Transcription Error

Oct-21-2020 09:46:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
clia certified lab

Initial Entry

9. Trade Name Other, Specify:

Date Location User Value Reason

Nov-03-2020 15:11:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe rpugmire)

Data Entry: Transcription Error

Nov-03-2020 14:10:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe rpugmire)

Data Entry:
labcorp COVID-19 RT-PCR

Initial Entry

Nov-03-2020 14:09:54
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe rpugmire)

Data Entry: Transcription Error
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-29-2020 06:40:52
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Vikas Joshi
(pfe.joshiv22)

Query 2: Closed Response satisfies
query

Oct-28-2020 16:01:10
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered Transcription Error

Oct-28-2020 16:01:10
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
NALT unknown

Transcription Error

Oct-28-2020 05:20:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Derrick
Newton
(pfe newtod07)

Query 1: Closed Duplicate.
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

9. Trade Name Other, Specify:

Date Location User Value Reason

Oct-28-2020
05:20:39
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD
(pfe.PFESDQ_PROD)

Query 2: O
pened

As per CRF
CR, If trade
name is not
known. Please
update "NALT
Unknown" in
the specified
field, Thank
you.
"[newtod07
SDQ=25754]"

Oct-28-2020
05:18:28
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  Derrick Newton
(pfe.newtod07)

Query 1: O
pened

DM: As per
CRF CR
Section 8.31.7,
If the Trade
Name is not
known, please
enter “NALT
Unknown” in
the specified
field, Thank
you.

Oct-27-2020
12:30:42
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry
:
unknown

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-19-2020 19:45:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-19-2020 19:45:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-21-2020 11:26:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Christopher
Lewis
(pfe.lewisc45)

Query 2: Closed Response satisfies
query

Oct-21-2020 09:49:54
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered Transcription Error

Oct-21-2020 09:49:54
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
YES

Date of Collection:

Oct/20/2020

Transcription Error

Oct-21-2020 09:49:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Oct-20-2020 16:11:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Christopher
Lewis
(pfe.lewisc45)

Query 2: Opened Per source
documents date of
collection is
20OCT2020.

Oct-20-2020 08:49:52
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe.nairr29)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

correct as
appropriate.

Oct-19-2020 19:45:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Oct-19-2020 19:45:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
YES

Date of Collection:

Oct/18/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-21-2020 09:49:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sample ID: CV22803

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-21-2020 09:49:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
CV22803

Initial Entry

09
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-19-2020 19:46:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-19-2020 19:46:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-19-2020 19:46:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Oct-19-2020 19:46:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
self swab collected

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Oct-19-2020 19:46:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Type of Practitioner: SPECIA

LIST

Occurrence of Visits or
Contacts:

NO

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

Oct-19-2020 19:46:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
SPECIALIST

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-19-2020 19:46:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

1.b

Date Location User Value Reason

Dec-31-2020 12:59:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe rpugmire)

Data Entry:
Type of Practiti
oner:

EMERGENCY
ROOM

Occurrence of
Visits or Conta
cts:

YES
Number of Vis
its or Contacts
:

1

Transcription Error

Oct-19-2020 19:46:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
Type of Practition
er:

EMERGEN
CY ROOM

Occurrence of Vis
its or Contacts:

NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Oct-19-2020 19:46:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
EMERGENCY ROOM

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Dec-31-2020 12:59:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Data Entry:
YES

Number of Visits or Contacts:

1

Transcription Error

Oct-19-2020 19:46:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

1.c

Date Location User Value Reason

Dec-31-2020 13:00:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe rpugmire)

Data Entry:
Type of Practiti
oner:

PRIMARY CA
RE PHYSICIA
N

Occurrence of
Visits or Conta
cts:

YES
Number of Visi
ts or Contacts:

1

New Information

Oct-19-2020 19:46:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
Type of Practiti
oner:

PRIMARY CA
RE PHYSICIA
N

Occurrence of
Visits or Contac
ts:

NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.c Physician or Healthcare Professional:

Date Location User Value Reason

Oct-19-2020 19:46:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
PRIMARY CARE PHYSICIAN

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Dec-31-2020 13:00:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Data Entry:
YES

Number of Visits or Contacts:

1

New Information

Oct-19-2020 19:46:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

1.d

Date Location User Value Reason

Oct-19-2020 19:46:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Type of Practitioner: URGENT

CARE

Occurrence of Visits
or Contacts:

NO

Initial Entry

1.d Physician or Healthcare Professional:

Date Location User Value Reason

Oct-19-2020 19:46:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
URGENT CARE

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-19-2020 19:46:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.e

Date Location User Value Reason

Oct-19-2020 19:46:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Type of Practitio
ner:

TELEPHONE C
ONSULTATION

Occurrence of V
isits or Contacts
:

NO

Initial Entry

1.e Physician or Healthcare Professional:

Date Location User Value Reason

Oct-19-2020 19:46:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
TELEPHONE CONSULTATION

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-19-2020 19:46:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

1.f

Date Location User Value Reason

Oct-19-2020 19:46:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Type of Practitioner: OTHE

R

Occurrence of Visits or C
ontacts:

NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.f Physician or Healthcare Professional:

Date Location User Value Reason

Oct-19-2020 19:46:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
OTHER

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-19-2020 19:46:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

3. Has the subject been hospitalized due to potential COVID-19 illness?

Date Location User Value Reason

Oct-19-2020 19:46:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Oct-19-2020 19:47:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
POTENTIAL COVID-19 ILLNESS

Initial Entry

2. Was a diagnosis obtained for Potential COVID-19 Illness?

Date Location User Value Reason

Oct-21-2020
11:42:37
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query 1: Close
d

Discrepancy has
been closed.

Oct-21-2020
09:50:18
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answ
ered

Transcription Error

Oct-21-2020
09:50:18
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
YES

Respiratory Il
lness Diagnos
is:

COVID-19

Date of Diagn
osis:

Oct/16/2020

Transcription Error

Oct-20-2020
00:49:47
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query 1: Open
ed

Clarify COVID as
follows...The term
is unclear and
appears truncated.
Are you reporting
CORONAVIRUS
INFECTION
DISEASE?
COVID-19?

09
01

77
e1

96
ae

3f
a1

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134291



Page 179 of 228

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

COVID-19
VIRUS TEST?
COVID-19
SUSPECTED? If
so, update the
verbatim term as
such. Otherwise
clarify and edit the
verbatim
accordingly. Thank
you.

Oct-19-2020
19:47:15
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
YES

Respiratory Il
lness Diagnos
is:

COVID

Date of Diagn
osis:

Oct/16/2020

Initial Entry

3. Toxicity Grade:

Date Location User Value Reason

Oct-19-2020 19:47:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
2

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Audit Trail

Form Version: 21-Aug-2020 02:51 Form Status:

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Rachel
Pugmire
(pfe rpugmire)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Answered Queries, Not Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HEMATOLOGY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Jan-25-2021 06:07:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madhan Babu
(pfe.babum05)

Query 1: Closed Closing as issue not
found in report dated
25Jan2021.

Jan-21-2021 23:05:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Ananta Gogoi
(pfe.gogoia)

Query 1: Reissued:Candidate To be followed up
by Triad

Jan-21-2021 15:08:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 1: Answered I already tried that,
stop querying this

Jan-20-2021 00:49:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Reissued:Opened DM: A carriage is
still being identified,
please delete the
entry and re-enter
the data (without
using copy and
paste).

Jan-19-2021 18:25:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Jan-19-2021 18:25:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
riverton hospital lab 3741 west 1
2600 south riverton utah 84065

Transcription Error

Jan-08-2021 03:55:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Pratiksha
Mahadik
(pfe mahadp07)

Query 1: Reissued:Opened DM2: Thank you for
response. However
for this field,
carriage is still
identified. To avoid
processing errors,
please remove the
identified character
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Answered Queries, Not Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

by deleting the entry
and re-entering the
data (without using
copy and paste).

Jan-07-2021 10:23:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Jan-07-2021 10:23:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
RIVERTON HOSPITAL LAB
3741 w 12600 S RIVERTON UT
AH 84065

Transcription Error

Jan-05-2021 22:24:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Vikas Joshi
(pfe.joshiv22)

Query 1: Reissued:Opened DM1: Thanks for
the update but the
carriage return still
exists. Please
remove all data and
type enter again
without using copy
paste function and
without any special
characters. Please
update and confirm.

Jan-05-2021 11:05:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Jan-05-2021 11:05:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
RIVERTON HOSPITAL-LAB
3741 w 12600 S RIVERTON, UT
AH 84065

Transcription Error

Jan-04-2021 12:29:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Swaranjali
Subhash Pawar
(pfe.pawars01)

Query 1: Opened DM :A carriage
return is identified,
please do not press
enter key, just type
lab name all in
single line with
comma separated.

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe rpugmire)

Data Entry:
RIVERTON HOSPITAL -LAB
3741 w 12600 S RIVERTON, UT
AH 84065

Initial Entry

3. Collection Date:
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Answered Queries, Not Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Data Entry:
Nov/21/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

1

Test:: Hemoglobin_
PX1

Result:: 16.2

Not Done::

Lab Normal Range: Low
13.5

High
17.5

Unit
g/dL

Initial Entry

5.a Sponsor ID:

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

5.a Test:

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain

ACV0PFEINFP6000  Rachel
Pugmire

Data Entry:
Hemoglobin_PX1

Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Answered Queries, Not Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) (pfe.rpugmire)

5.a Result:

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Data Entry:
16.2

Initial Entry

5.a LNMT

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Data Entry:
Low

13.5

High
17.5

Unit
g/dL

Initial Entry

5.b

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

2

Test:: Hematocrit_
PX2

Result:: 46.2

Not Done::

Lab Normal Range: Low
41.0

High
53.0

Unit
%

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Answered Queries, Not Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.b Sponsor ID:

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

5.b Test:

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Data Entry:
Hematocrit_PX2

Initial Entry

5.b Result:

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Data Entry:
46.2

Initial Entry

5.b LNMT

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Data Entry:
Low

41.0

High
53.0

Unit
%

Initial Entry

5.c

Date Location User Value Reason

Jan-21-2021 15:15:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sponsor-Defined Id
entifier:

3

Test:: Erythrocytes
_PX3

Result:: 4.83

Transcription Error
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Answered Queries, Not Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Not Done::

Lab Normal Range
:

Low
4.50

High
5.90

Unit
10^12/L

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

3

Test:: Erythrocytes
_PX3

Result:: 4.83

Not Done::

Lab Normal Range
:

Low
4.50

High
5.90

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Answered Queries, Not Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c Sponsor ID:

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

5.c Test:

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Data Entry:
Erythrocytes_PX3

Initial Entry

5.c Result:

Date Location User Value Reason

Jan-22-2021 00:02:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Amol Shinde
(pfe.shinda18)

Query 1: Closed Response satisfies
query

Jan-21-2021 15:15:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Answer Auto Query

Jan-08-2021 01:58:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Pratiksha
Mahadik
(pfe.mahadp07)

Query 1: Reissued:Opened DM: Kindly connect
with your CRA for
any further
assistance if needed
and update CRF as
appropriate. Else
clarify.

Jan-07-2021 10:21:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 1: Answered these are the only
units that I have. I
cannot select from
the available units

Jan-05-2021 22:25:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Pratiksha
Mahadik
(pfe.mahadp07)

Query 1: Reissued:Opened DM: Please review
and consider to
select the ranges
with available unit
from the CRF
options. Else
connect with your
CRA for any further
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Answered Queries, Not Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

assistance if needed.

Jan-05-2021 11:06:38
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 1: Answered you want me to
convert the units?

Jan-03-2021 21:29:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Pratiksha
Mahadik
(pfe.mahadp07)

Query 1: Reissued:Opened DM: Thank you for
the response. Please
consider to update
the ranges with
available unit from
the CRF options.
Kindly connect with
your CRA for any
further assistance if
needed.

Dec-31-2020 08:46:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Query 1: Answered unit unavailable
K/mcL

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is present,
but lab normal range
(Low, high or Unit)
is missing. Please
correct or confirm.

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Data Entry:
4.83

Initial Entry

5.c LNMT

Date Location User Value Reason

Jan-21-2021 15:15:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
Low

4.50

High
5.90

Unit
10^12/L

Transcription Error

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Data Entry:
Low

4.50

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Answered Queries, Not Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

High
5.90

5.d

Date Location User Value Reason

Jan-21-2021 15:19:12
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sponsor-Defined Ide
ntifier:

5

Test:: Platelets_P
X5

Result:: 204

Not Done::

Lab Normal Range: Low
150

High
400

Unit
10^9/L

Transcription Error

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

5

Test:: Platelets_P
X5

Result:: 204

Not Done::

Lab Normal Range: Low
150

High
400

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Answered Queries, Not Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.d Sponsor ID:

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

5.d Test:

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Data Entry:
Platelets_PX5

Initial Entry

5.d Result:

Date Location User Value Reason

Jan-22-2021 00:47:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Minal Pathak
(pfe.patham13)

Query 1: Closed Unit updated.

Jan-21-2021 15:19:12
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Answer Auto Query

Jan-08-2021 01:59:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Pratiksha
Mahadik
(pfe.mahadp07)

Query 1: Reissued:Opened DM: Kindly connect
with your CRA for
any further
assistance if needed
and update CRF as
appropriate. Else
clarify.

Jan-07-2021 10:21:54
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 1: Answered these are the only
units that I have. I
cannot select from
the available units

Jan-05-2021 22:25:19
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Pratiksha
Mahadik
(pfe.mahadp07)

Query 1: Reissued:Opened DM: Please review
and consider to
select the ranges
with available unit
from the CRF
options. Else
connect with your
CRA for any further
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Answered Queries, Not Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

assistance if needed.

Jan-05-2021 11:06:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 1: Answered not available

Jan-03-2021 21:30:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Pratiksha
Mahadik
(pfe.mahadp07)

Query 1: Reissued:Opened DM: Thank you for
the response. Please
consider to update
the ranges with
available unit from
the CRF options.
Kindly connect with
your CRA for any
further assistance if
needed.

Dec-31-2020 08:47:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Query 1: Answered unit unavailable
K/mcL

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is present,
but lab normal range
(Low, high or Unit)
is missing. Please
correct or confirm.

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Data Entry:
204

Initial Entry

5.d LNMT

Date Location User Value Reason

Jan-21-2021 15:19:12
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
Low

150

High
400

Unit
10^9/L

Transcription Error

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Data Entry:
Low

150

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Answered Queries, Not Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

High
400

5.e

Date Location User Value Reason

Jan-21-2021 15:19:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sponsor-Defined Id
entifier:

7

Test:: Leukocytes_
PX7

Result:: 8.3

Not Done::

Lab Normal Range
:

Low
3.6

High
10.6

Unit
10^9/L

Transcription Error

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

7

Test:: Leukocytes_
PX7

Result:: 8.3

Not Done::

Lab Normal Range: Low
3.6

High
10.6

Initial Entry

09
01

77
e1

96
ae

3f
a1

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134305



Page 193 of 228

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Answered Queries, Not Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.e Sponsor ID:

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

5.e Test:

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Data Entry:
Leukocytes_PX7

Initial Entry

5.e Result:

Date Location User Value Reason

Jan-22-2021 00:47:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Minal Pathak
(pfe.patham13)

Query 1: Closed Unit updated.

Jan-21-2021 15:19:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Answer Auto Query

Jan-08-2021 02:19:19
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Usha Ogirala
(pfe.ogirau)

Query 1: Reissued:Opened DM2: Kindly
connect with your
CRA for any further
assistance if needed
for updating lab
normal ranges.

Jan-07-2021 10:22:02
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 1: Answered these are the only
units that I have. I
cannot select from
the available units
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Answered Queries, Not Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

5.e Result:

Date Location User Value Reason

Jan-05-2021 23:49:38
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Usha Ogirala
(pfe.ogirau)

Query 1: Reissued:Opened DM1: Please review
and consider to
select the ranges
with available unit
from the CRF
options. Else
connect with your
CRA for any further
assistance if needed.

Jan-05-2021 11:07:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 1: Answered Query is ambiguous

Jan-03-2021 21:30:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Pratiksha
Mahadik
(pfe mahadp07)

Query 1: Reissued:Opened DM: Thank you for
the response. Please
consider to update
the ranges with
available unit from
the CRF options.
Kindly connect with
your CRA for any
further assistance if
needed.

Dec-31-2020 08:47:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe rpugmire)

Query 1: Answered unit unavailable
K/mcL

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is present,
but lab normal
range (Low, high or
Unit) is missing.
Please correct or
confirm.

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe rpugmire)

Data Entry:
8.3

Initial Entry

5.e LNMT

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Answered Queries, Not Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-21-2021 15:19:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
Low

3.6

High
10.6

Unit
10^9/L

Transcription Error

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe rpugmire)

Data Entry:
Low

3.6

High
10.6

Initial Entry

5.f

Date Location User Value Reason

Mar-12-2021 14:23:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sponsor-Defined I
dentifier:

608

Test:: Neutrophils_
PX608

Result:: 4.7

Not Done::

Lab Normal Rang
e:

Low
1.8

High
6.8

Unit
10^9/L

Transcription Error

Mar-12-2021 14:22:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sponsor-Defined I
dentifier:

608

Test:: Neutrophils_
PX608

Result:: 4.7

Not Done::

New Information
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Answered Queries, Not Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Lab Normal Rang
e:

Low
1.8

High
6.8

Unit
%

Jan-21-2021 15:21:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sponsor-Defined I
dentifier:

608

Test:: Neutrophils_
PX608

Result:: 56.5

Not Done::

Lab Normal Rang
e:

Low
1.8

High
6.8

Unit
%

Transcription Error

Jan-21-2021 15:20:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sponsor-Defined I
dentifier:

608

Test:: Neutrophils_
PX608

Result:: 56.5

Not Done::

Lab Normal Rang
e:

Low
1.8

High
6.8

Unit
10^9/L

Transcription Error

Jan-21-2021 15:19:45
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sponsor-Defined I
dentifier:

608

Transcription Error
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Answered Queries, Not Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Test:: Neutrophils_
PX608

Result:: 4.7

Not Done::

Lab Normal Rang
e:

Low
1.8

High
6.8

Unit
10^9/L

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

608

Test:: Neutrophils_
PX608

Result:: 4.7

Not Done::

Lab Normal Rang
e:

Low
1.8

High
6.8

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Answered Queries, Not Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.f Sponsor ID:

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
608

Initial Entry

5.f Test:

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Data Entry:
Neutrophils_PX608

Initial Entry

5.f Result:

Date Location User Value Reason

Mar-12-2021 14:22:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
4.7

New Information

Jan-28-2021 12:15:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Christopher
Lewis
(pfe.lewisc45)

Query 2: Closed Response satisfies
query

Jan-22-2021 00:47:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Minal Pathak
(pfe.patham13)

Query 1: Closed Unit updated.

Jan-21-2021 15:20:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered Transcription Error

Jan-21-2021 15:20:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
56.5

Transcription Error

Jan-21-2021 15:19:45
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Answer Auto Query

Jan-13-2021 17:07:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Christopher
Lewis
(pfe.lewisc45)

Query 2: Opened Please review
medical records for
lab values as
neutrophil % is
captured as 56.5%
and adjust range
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Answered Queries, Not Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

with % unit.

Jan-08-2021 02:25:20
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Usha Ogirala
(pfe.ogirau)

Query 1: Reissued:Opened DM: Kindly connect
with your CRA for
any further
assistance if needed
and update CRF as
appropriate. Else
clarify.

Jan-07-2021 10:22:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 1: Answered these are the only
units that I have. I
cannot select from
the available units

Jan-06-2021 01:37:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Astrud van der
Merwe
(pfe.vandea62)

Query 1: Reissued:Opened Please contact your
CRA for any further
assistance if needed
and update the
ranges with an
available unit from
the CRF options.

Jan-05-2021 11:07:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 1: Answered Query is ambiguous

Jan-03-2021 21:31:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Pratiksha
Mahadik
(pfe mahadp07)

Query 1: Reissued:Opened DM: Thank you for
the response. Please
consider to update
the ranges with
available unit from
the CRF options.
Kindly connect with
your CRA for any
further assistance if
needed.

Dec-31-2020 08:47:45
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe rpugmire)

Query 1: Answered unit unavailable
K/mcL

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is present, but
lab normal range
(Low, high or Unit)
is missing. Please
correct or confirm.

Dec-31-2020 08:38:56 ACV0PFEINFP6000  Rachel Data Entry: Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Answered Queries, Not Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-07:00) Mountain
Time (US & Canada)

Pugmire
(pfe rpugmire)

4.7

5.f LNMT

Date Location User Value Reason

Mar-12-2021 14:23:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered Transcription Error

Mar-12-2021 14:23:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
Low

1.8

High
6.8

Unit
10^9/L

Transcription Error

Mar-11-2021 23:32:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sathenapalli
Suguna
Srujan
(pfe.srujas)

Query 2: Opened Clin: Please the Low
/ High, entered on
the CRF are not
correct. Please
review and update as
appropriate

Mar-10-2021 20:29:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 2: Candidate Clin: Please the Low
/ High, entered on
the CRF are not
correct. Please
review and update as
appropriate

Mar-10-2021 20:28:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Deleted Query is invalid or
does not apply

Mar-10-2021 20:28:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Candidate Clin: Please the
Low, High and the
Unit entered on the
CRF are not correct.
Please review and
update as
appropriate

Jan-21-2021 15:21:28
(UTC-07:00) Mountain

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
Low

Transcription Error09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Answered Queries, Not Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) 1.8

High
6.8

Unit
%

Jan-21-2021 15:19:45
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
Low

1.8

High
6.8

Unit
10^9/L

Transcription Error

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Data Entry:
Low

1.8

High
6.8

Initial Entry

5.g

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

609

Test:: Eosinophils_P
X609

Result:: 3.1

Not Done::

Lab Normal Range
:

Low
0.0

High
5.0

Unit
%

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Answered Queries, Not Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.g Sponsor ID:

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
609

Initial Entry

5.g Test:

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Data Entry:
Eosinophils_PX609

Initial Entry

5.g Result:

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Data Entry:
3.1

Initial Entry

5.g LNMT

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Data Entry:
Low

0.0

High
5.0

Unit
%

Initial Entry

5.h

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

612

Test:: Monocytes_P
X612

Result:: 5.9

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Answered Queries, Not Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Not Done::

Lab Normal Range
:

Low
2.0

High
12.0

Unit
%

5.h Sponsor ID:

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
612

Initial Entry

5.h Test:

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Data Entry:
Monocytes_PX612

Initial Entry

5.h Result:

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Data Entry:
5.9

Initial Entry

5.h LNMT

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Data Entry:
Low

2.0

High
12.0

Unit
%

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Answered Queries, Not Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

5.i

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

610

Test:: Basophils_P
X610

Result:: 0.8

Not Done::

Lab Normal Range: Low
0.0

High
2.0

Unit
%

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Answered Queries, Not Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.i Sponsor ID:

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
610

Initial Entry

5.i Test:

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe rpugmire)

Data Entry:
Basophils_PX610

Initial Entry

5.i Result:

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe rpugmire)

Data Entry:
0.8

Initial Entry

5.i LNMT

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe rpugmire)

Data Entry:
Low

0.0

High
2.0

Unit
%

Initial Entry

5.j

Date Location User Value Reason

Jan-21-2021 15:21:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sponsor-Defined
Identifier:

611

Test:: Lymphocytes_
PX611

Result:: 2.8

Transcription Error
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Answered Queries, Not Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Not Done::

Lab Normal Ran
ge:

Low
1.2

High
3.4

Unit
10^9/L

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

611

Test:: Lymphocytes
_PX611

Result:: 2.8

Not Done::

Lab Normal Ran
ge:

Low
1.2

High
3.4

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Answered Queries, Not Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.j Sponsor ID:

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
611

Initial Entry

5.j Test:

Date Location User Value Reason

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe rpugmire)

Data Entry:
Lymphocytes_PX611

Initial Entry

5.j Result:

Date Location User Value Reason

Jan-22-2021 00:47:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Minal Pathak
(pfe.patham13)

Query 1: Closed Unit updated.

Jan-21-2021 15:21:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Answer Auto Query

Jan-07-2021 21:11:10
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Gajanan
Deshmukh
(pfe.deshmg08)

Query 1: Reissued:Opened DM2: Please update
Unit in Lab Normal
Range field. Else,
clarify.

Jan-07-2021 10:22:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 1: Answered these are the only
units that I have. I
cannot select from
the available units

Jan-05-2021 23:18:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Vikas Joshi
(pfe.joshiv22)

Query 1: Reissued:Opened DM1: Please check
if unit can be
updated using CRF
options. Kindly
connect with your
CRA for further
assistance in this
regard.

Jan-05-2021 11:07:42
(UTC-07:00) Mountain

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 1: Answered Query is ambiguous09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Answered Queries, Not Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada)

Jan-03-2021 21:31:51
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Pratiksha
Mahadik
(pfe mahadp07)

Query 1: Reissued:Opened DM: Thank you for
the response. Please
consider to update
the ranges with
available unit from
the CRF options.
Kindly connect with
your CRA for any
further assistance if
needed.

Dec-31-2020 08:48:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe rpugmire)

Query 1: Answered unit unavailable
K/mcL

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is present,
but lab normal
range (Low, high or
Unit) is missing.
Please correct or
confirm.

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe rpugmire)

Data Entry:
2.8

Initial Entry

5.j LNMT

Date Location User Value Reason

Jan-21-2021 15:21:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
Low

1.2

High
3.4

Unit
10^9/L

Transcription Error

Dec-31-2020 08:38:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe rpugmire)

Data Entry:
Low

1.2

High
3.4

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Form Version: 21-Aug-2020 02:51 Form Status:

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Jan-21-2021 15:46:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Dylan
Owen
(pfe.dowen)

Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/19/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail
History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Jan-28-2021 12:18:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Christopher
Lewis
(pfe.lewisc45)

Query 1: Closed Response satisfies
query

Jan-21-2021 15:46:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Initial Entry

Jan-21-2021 15:46:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
Nov/21/2020

Initial Entry

Jan-20-2021 11:53:26
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Christopher
Lewis
(pfe.lewisc45)

Query 1: Opened Per medical records
pg. 3 subject's SpO2
was 90% please
confirm or clarify.

2.a

Date Location User Value Reason

Jan-21-2021 15:46:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Record Identifier:: 1

Oxygen Saturation: 90.0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Jan-21-2021 15:46:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
1

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Jan-21-2021 15:46:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
90.0

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/16/2020

Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-16-2020 11:38:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Nov/16/2020

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Nov-16-2020 11:38:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
COVID_A1

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/16/2020

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-16-2020 11:39:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-16-2020 11:39:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-16-2020 11:39:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Nov-16-2020 11:39:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Nov-16-2020 11:39:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
YES

Date of Collection:

Nov/16/2020

Initial Entry

5.a

Date Location User Value Reason

Nov-16-2020 11:39:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sample ID: BR9FSJ

Initial Entry

5.a Sample ID
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Nov/16/2020

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Nov-16-2020 11:39:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
BR9FSJ

Initial Entry

5.b

Date Location User Value Reason

Nov-16-2020 11:40:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sample ID: BKYD0S

Initial Entry

5.b Sample ID

Date Location User Value Reason

Nov-16-2020 11:40:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
BKYD0S

Initial Entry

5.c

Date Location User Value Reason

Nov-25-2020 14:59:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe rpugmire)

Data Entry:
Sample ID: BSJ3H6

Initial Entry

5.c Sample ID

Date Location User Value Reason

Nov-25-2020 14:59:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe rpugmire)

Data Entry:
BSJ3H6

Initial Entry
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-14-2020 10:33:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe mjones)

Data Entry:
Oct/14/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-14-2020 10:33:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Oct-14-2020 10:33:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe mjones)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-11-2021 16:12:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Christopher
Lewis
(pfe.lewisc45)

Query 1: Closed Response satisfies
query

Mar-11-2021 12:00:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Mar-11-2021 12:00:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
Feb/16/2021

Transcription Error

Mar-11-2021 08:10:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Ringelstein
(pfe.ringes02)

Query 1: Opened Please confirm if
date should be
16Feb2021.

Feb-19-2021 16:29:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
Feb/19/2021

Initial Entry

09
01

77
e1

96
ae

3f
a1

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134328



Page 216 of 228

***Confidential***

 

Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit Trail
History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Feb-19-2021 16:30:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Feb-19-2021 16:29:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate The response
indicates participant
was unblinded,
however the
TREATMENT
UNBLINDED date is
missing in the DISP
visit. Please complete
this date.

Feb-19-2021 16:29:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Participant is willing to return for V
accination 3

Participant is:

eligible per local/national recom
mendations and confirmed to ha
ve received only placebo at Vac
cination 1/2

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Feb-19-2021 16:30:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Feb/19/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Feb-19-2021 16:30:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
ASSESS ELIGIBILITY FOR ADD
ITIONAL VACCINATION

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-10-2021 11:59:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Jessica
Shaw
(pfe.jshaw)

Data Entry:
Mar/10/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Mar-10-2021 11:59:27
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Jessica
Shaw
(pfe.jshaw)

Data Entry:
OBTAINED

Date Written Consent Obtained

Mar/10/2021

Initial Entry

09
01

77
e1

96
ae

3f
a1

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134332



Page 220 of 228

***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION -
eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Mar-10-2021 11:59:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Jessica
Shaw
(pfe.jshaw)

Data Entry:
Mar/10/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Mar-10-2021 11:59:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
REPEAT SCREENING 1

Initial Entry

3. Status:

Date Location User Value Reason

Mar-10-2021 11:59:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Jessica
Shaw
(pfe.jshaw)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Mar-10-2021 12:00:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Mar-10-2021 12:00:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-12-2021 14:59:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Mar-11-2021 04:02:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe.nairr29)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Mar-10-2021 12:00:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Mar-10-2021 12:00:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Jessica
Shaw
(pfe.jshaw)

Data Entry:
YES

Date of Collection:

Mar/10/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Mar-12-2021 14:59:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sample ID: BTWNXS

Initial Entry

5.a Sample ID

Date Location User Value Reason

Mar-12-2021 14:59:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
BTWNXS

Initial Entry

5.b

Date Location User Value Reason

Mar-12-2021 15:03:20
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sample ID: BSJ41S

Initial Entry

5.b Sample ID

Date Location User Value Reason

Mar-12-2021 15:03:20
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
BSJ41S

Initial Entry

5.c

Date Location User Value Reason

Mar-12-2021 15:03:52
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sample ID: BSJ4GL

Initial Entry

5.c Sample ID

Date Location User Value Reason

Mar-12-2021 15:03:52
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
BSJ4GL

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Mar-10-2021 12:00:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Mar-10-2021 12:00:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-12-2021 15:02:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Mar-11-2021 04:02:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe.nairr29)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Mar-10-2021 12:00:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Mar-10-2021 12:00:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Jessica
Shaw
(pfe.jshaw)

Data Entry:
YES

Date of Collection:

Mar/10/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Mar-12-2021 15:02:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sample ID: BR9FJ8

Initial Entry

5.a Sample ID

Date Location User Value Reason

Mar-12-2021 15:02:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
BR9FJ8

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Mar-10-2021 12:05:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Jessica
Shaw
(pfe.jshaw)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Mar-10-2021 12:05:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Mar-10-2021 12:05:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Mar-10-2021 12:05:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Jessica
Shaw
(pfe.jshaw)

Data Entry:
Mar/10/2021 11:08

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Mar-10-2021 12:05:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Mar-10-2021 12:05:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Jessica
Shaw
(pfe.jshaw)

Data Entry:
LEFT

Initial Entry

09
01

77
e1

96
ae

3f
a1

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134338



Page 226 of 228

***Confidential***

Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

7. Route:

Date Location User Value Reason

Mar-10-2021 12:05:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Mar-10-2021 12:05:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Mar-10-2021 12:05:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Mar-10-2021 12:05:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Mar-10-2021 12:05:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Jessica
Shaw
(pfe.jshaw)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject Status

Date Location User Value Reason

Oct-14-2020 10:33:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Aug-31-2020 09:31:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Aug-31-2020 09:25:38
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Oct-14-2020 10:33:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/14/2020

Initial Entry

Aug-31-2020 09:31:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/28/2020

Initial Entry

Aug-31-2020 09:25:38
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/28/2020

Initial Entry

09
01

77
e1

96
ae

3f
a1

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134340



Page 228 of 228

***Confidential***

 

Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic South

Subject No: 10091128 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Casebook Signature

Date Location User Value Reason

Oct-22-2020 11:18:52
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Click Here to Enable

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment
5, STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response -
Protocol version

24 JUL 2020

2. Select appropriate response -
What cohort does the subject
belong to?

STAGE 3 COHORTS

09
01

77
e1

96
ae

3f
a2

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134342



Page 2 of 272

***Confidential***

 

Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Aug/31/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Demography

1. Subject ID [10091135]

2. Birth Date: 1957

3. Sex: FEMALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): WHITE

6. Racial Designation:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/31/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Aug/31/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[HYSTERECTOMY]

Start Date: UNK/UNK/1986

Ongoing: NO

End Date:
UNK/UNK/1986

1.b Line/MH Number: [2]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[ENVIRONMENTAL ALLERGIES]

Start Date: UNK/UNK/1958

Ongoing: YES

1.c Line/MH Number: [3]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[MILD ASTHMA]

Start Date: UNK/UNK/2018

Ongoing: YES

1.d Line/MH Number: [4]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[OSTEOARTHRITIS (GENERALIZED)]

Start Date: Jun/UNK/2019

Ongoing: YES

09
01

77
e1

96
ae

3f
a2

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134348



Page 8 of 272

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.e Line/MH Number: [5]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[HYPOTHYROIDISM]

Start Date: Jun/UNK/2011

Ongoing: YES

1 f Line/MH Number: [6]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[DEPRESSION]

Start Date: Jun/UNK/2011

Ongoing: YES

1.g Line/MH Number: [7]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[ANXIETY]

Start Date: Jun/UNK/2011

Ongoing: YES

1 h Line/MH Number: [8]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[MTHFR GENE MUTATION]

Start Date: /1957

Ongoing: YES

1.i Line/MH Number: [9]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[ASPIRIN INTOLERANCE]

Start Date: UNK/UNK/1986

Ongoing: YES
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.j Line/MH Number: [10]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[GLUTEN INTOLERANCE]

Start Date: UNK/UNK/2003

Ongoing: YES

1 k Line/MH Number: [11]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[LACTOSE INTOLERANCE]

Start Date: UNK/UNK/1970

Ongoing: YES

1.l Line/MH Number: [12]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[MORPHINE INTOLERANCE]

Start Date: UNK/UNK/1986

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Aug/31/2020

2. Weight: [243.2]

3. Unit: LB

4. Height: [64.0]

5. Unit: in

6. Body Mass Index: [41.7]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [97.9]

Unit: F

Temperature Location: ORAL CAVITY
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and Address
(Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition

1. Randomization Date : Aug/31/2020

2. Randomization Number: [244646]

3. Randomization Group: [ ]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Aug/31/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9GKG]

5.b Sample ID [BP9GKH]

5.c Sample ID [BP9GKJ]

5.d Sample ID [BPR980]

5.e Sample ID [BPR981]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/31/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9G29]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/31/2020 13:44

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS
SUBJECT
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/22/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Sep/22/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [98.1]

Unit: F

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and Address
(Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/22/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9G84]
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/22/2020 16:22

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/21/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/21/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR9FNH]

5.b Sample ID [BKYCYM]

5.c Sample ID [BKYCVC]
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Header Text: c4591001

Visit: V4_MONTH6_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: V5_MONTH12_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V5_MONTH12_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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South
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/28/2020

2. Erroneous Visit ERRONEOUS VISIT

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A
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Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments
eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: Not Applicable

//

Comments

2. Date of First Symptom Started: Not Applicable

//

Comments

3. Symptoms Ongoing? Not Applicable Comments

Symptoms

4.a Symptoms: FEVER

Was symptom present? Not Applicable Comments

4.b Symptoms: NEW OR INCREASED COUGH

Was symptom present? Not Applicable Comments

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH

Was symptom present? Not Applicable Comments

4.d Symptoms: CHILLS

Was symptom present? Not Applicable Comments

4.e Symptoms: NEW OR INCREASED MUSCLE PAIN

Was symptom present? Not Applicable Comments
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Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

4 f Symptoms: NEW LOSS OF TASTE OR SMELL

Was symptom present? Not Applicable Comments

4.g Symptoms: NEW OR INCREASED SORE THROAT

Was symptom present? Not Applicable Comments

4 h Symptoms: DIARRHEA

Was symptom present? Not Applicable Comments

4.i Symptoms: VOMITING

Was symptom present? Not Applicable Comments

Symptoms - Other

5. Symptoms - Other Text: Not Applicable

[ ]
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Visit: POT_COVID_ILL 1 Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Date of Collec

tion
Specimen T

ype
Specimen Collection L

ocation
Assay Code and Desc

ription
Device Typ

e
Form Instanc

e
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e 

Not Applica
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Not Applicable  Not Applicable  Not Applica
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Visit on Oct/28/2020

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

1. Actual Date of Collection: Not Applicable

//

Comments

2. Specimen Type: Not Applicable Comments

3. Specimen Collection Location: Not Applicable Comments

4. Assay Code and Description: Not Applicable Comments

5. Device Type: Not Applicable Comments

6. Trade Name: Not Applicable Comments

7. Test Result: Not Applicable Comments

8. Comments/Findings/Details: Not Applicable

[ ]

Comments

9. Trade Name Other, Specify: Not Applicable

[ ]

Comments
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Visit on Oct/28/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
SELF

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin Not Applicable Comments

2. Sample Type Not Applicable Comments

3. Sample Collected? Not Applicable Comments

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

Not Applicable

[ ]

Comments

Aliquot

Please enter barcode for each aliquot.

5. Sample ID Not Applicable

[ ]
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Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin Not Applicable Comments

2. Sample Type Not Applicable Comments

3. Sample Collected? Not Applicable Comments

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

Not Applicable

[ ]

Comments

Aliquot

Please enter barcode for each aliquot.

5. Sample ID Not Applicable

[ ]
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Form: HEALTH CARE UTILIZATION

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments
eCRF Audit Trail History

Health Care Utilization

1.a Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or
Contacts:

Not Applicable Comments

1.b Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or
Contacts:

Not Applicable Comments

1.c Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or
Contacts:

Not Applicable Comments

1.d Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or
Contacts:

Not Applicable Comments

1.e Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or
Contacts:

Not Applicable Comments

1 f Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or
Contacts:

Not Applicable Comments
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Form: HEALTH CARE UTILIZATION

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2. Other Type of Practitioner
Specify:

Not Applicable

[ ]

Comments

Health Care Utilization

3. Has the subject been hospitalized
due to potential COVID-19
illness?

Not Applicable Comments
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Visit: POT_COVID_ILL 1 Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
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Start Dat

e
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Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Respiratory Treatment

1. What is the treatment Identifier? [ ]

2. Concomitant Non-drug Treatment
Pre-specified:

3. Treatment:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments
eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: Not Applicable Comments

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

Not Applicable Comments

3. Toxicity Grade: Not Applicable Comments
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Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
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ed
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Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Illness Details

1. Category of Clinical Event:

2. Subcategory of Clinical Event:

3. Was a diagnosis obtained?

4. Toxicity Grade:
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Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 21-Aug-2020 02:49

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Category for La

b Test
Vendor N
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Collection

Date:
Specimen

Type
Lab Result

Form Instanc
e
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dentifier
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lt:
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Pages
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Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 21-Aug-2020 02:49 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Lab Chemistry Details

1. Lab Panel:

2. Laboratory Name and Address [ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

Not Done:

LNMT Low
[ ]
High
[ ]
Unit
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Form Version: 21-Aug-2020 02:51

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Category for

Lab Test
Vendor Name (D

ERIVED)
Collection

Date:
Specimen
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Lab Result

Form Instanc
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Form Version: 21-Aug-2020 02:51 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Laboratory Data Hematology

1. Lab Panel:

2. Laboratory Name and Address [ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

Not Done:

LNMT Low
[ ]
High
[ ]
Unit
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Visit: POT_COVID_ILL 1 Form: VITAL SIGNS - COVID

Form Version: 21-Aug-2020 02:50

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Date: Vital Signs Details Form Instance

 1.   Record Identifier: Systolic: Diastolic: Repeating Pages
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Form: VITAL SIGNS - COVID

Form Version: 21-Aug-2020 02:50 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Systolic: [ ]

Diastolic: [ ]

Respiratory Rate in
respirations/minute:

[ ]

Heart Rate in beats/minute: [ ]
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Visit: POT_COVID_ILL 1 Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 21-Aug-2020 02:51

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Date: Vital Signs Details Form Instance

 1.   Record Identifier: Oxygen Saturation Repeating Pages
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

SPO2 Pulse Oximetry % [ ]
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Visit: POT_COVID_ILL 1 Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Date Time of Assessmen

t
Arterial Blood Gases PaO

2
FiO2 (Fraction of Inhaled Oxygen

)
Form Instance

 1.       Repeating Pages
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Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Oxygenation Parameters

1. Date Time of Assessment: //

2. Arterial Blood Gases PaO2
(mmHg):

[ ]

3. FiO2 (Fraction of Inhaled
Oxygen):

[ ]

09
01

77
e1

96
ae

3f
a2

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134394



Page 54 of 272

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defined I

dentifier
Category for Me

dication
Concomitant Medications

Pre-specified
Name of Medi

cation
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name
is unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Start Date: //

6. Ongoing?
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Visit: POT_COVID_ILL 1 Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Date of Assessment Location of Assessment Imaging Method Overall Assessment Form Instance

 1.         Repeating Pages
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Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: IMAGING

Form Version: 06-Jul-2020 21:53 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Imaging

1. Date of Assessment: //

2. Location of Assessment:

3. Type of Imaging Exam:

4. Assessment:
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Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Unplanned Assessments

1. Assessments

09
01

77
e1

96
ae

3f
a2

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134402



Page 62 of 272

***Confidential***

 

Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Oct/21/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Category
AE Iden

tifier
Adverse Event Start Date

Is the Adverse Event S
till Ongoing

Form Instanc
e

 1. ADVERSE E
VENT 

1  right breast lump  Sep/2/2020 UN
K:UNK 

YES  Repeating
Pages

 2. ADVERSE E
VENT 

2  Right Breast Ductal Carci
noma In Situ 

Sep/2/2020 UN
K:UNK 

YES  Repeating
Pages
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[right breast lump]

4. Start Date Time: Sep/2/2020 UNK:UNK

5. Is the adverse event still ongoing? YES

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant
disability/incapacity; Congenital
anomaly/birth defect; Important
medical event (i.e. may jeopardize
subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of
a study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[cancer]
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of this
adverse event?:

NOT RECOVERED/NOT RESOLVED

14. Did the adverse event cause the
subject to be discontinued from
the study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Right Breast Ductal Carcinoma In Situ]

4. Start Date Time: Sep/2/2020 UNK:UNK

5. Is the adverse event still ongoing? YES

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant
disability/incapacity; Congenital
anomaly/birth defect; Important
medical event (i.e. may jeopardize
subject and may require
medical/surgical intervention to
prevent above outcomes).

YES

Is this serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
NO

Did this serious event result in persistent or significant
disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
YES

8. Is this adverse event the result of
a study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[spontaneous onset]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment
given?

YES

13. What was the outcome of this
adverse event?:

NOT RECOVERED/NOT RESOLVED

14. Did the adverse event cause the
subject to be discontinued from
the study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[2020411592]
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Visit: Logs Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Catego

ry
Medication E

rror
Start D

ate
Is the medication error Still

Ongoing
Study Medication Errors

Action
Form Instanc

e
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Pages
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Visit: Logs - Unscheduled Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment
given?

8. Did the Medication Error cause
the subject to be discontinued
from the study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Visit: Logs Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Version: 22-Apr-2020 21:03

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defined I

dentifier
Category for Me

dication
Concomitant Medications

Pre-specified
Name of Medi

cation
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name
is unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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Visit: Logs Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defined

Identifier
Category for M

edication
Concomitant Medication

s Pre-specified
Name of Med

ication
Dose Descr
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name
is unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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# Transfusion Type Date of Transfusion Form Instance
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started
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South
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Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Visit: Unplanned Vaccination - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Visit: Unplanned Vaccination - Unscheduled Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and Address
(Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?
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South
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form: INFORMED CONSENT - ASYMPTOMATIC
SURVEILLANCE

Form Version: 14-Jan-2021 02:29 Form Status: Not Started
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South
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Informed Consent - Asymptomatic Surveillance

1. Consent Was:
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started
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South
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started
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South
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/19/2021

2. Erroneous Visit
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Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen
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South
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible per local/national recommendations and confirmed to have
received only placebo at Vaccination 1/2
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South
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eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Feb/25/2021

2. Primary Reason for Unblinding: ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Death Details

1. Date of Collection / Notification
of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form Version: 10-Dec-2020 02:31 Form Status: Not Started
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South
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Informed Consent - Further Vaccination

1. Consent Was:
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South
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Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met
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Form Version: 10-Dec-2020 02:31 Form Status: Not Started
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South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Disposition - Screening for Further Vaccination

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]

09
01

77
e1

96
ae

3f
a2

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134440



Page 100 of 272

***Confidential***

 

Header Text: c4591001
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Oct/21/2020
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
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eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
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South
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Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Shane
Christensen 

Approved Mar-08-2021 20:54:16 (UTC-07:00)
Mountain Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ShaneChristensen, verify that all case report form pages accurately display the results
of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

2 Oct-29-2020 08:44:15 (UTC-07:00) Mountain
Time (US & Canada)

Dylan Owen
(pfe.dowen)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
Comments

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

3 Oct-29-2020 08:44:15 (UTC-07:00) Mountain
Time (US & Canada)

Dylan Owen
(pfe.dowen)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
Comments

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

4 Oct-29-2020 08:44:15 (UTC-07:00) Mountain
Time (US & Canada)

Dylan Owen
(pfe.dowen)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: HEALTH CARE UTILIZATION - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Oct-29-2020 08:44:28 (UTC-07:00)
Mountain Time (US & Canada)

Dylan Owen
(pfe.dowen)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: HEALTH CARE UTILIZATION - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

1.a Oct-29-2020 08:44:28 (UTC-07:00) Mountain
Time (US & Canada)

Dylan Owen
(pfe.dowen)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: HEALTH CARE UTILIZATION - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

1.b Oct-29-2020 08:44:28 (UTC-07:00) Mountain
Time (US & Canada)

Dylan Owen
(pfe.dowen)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: HEALTH CARE UTILIZATION - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

1.c Oct-29-2020 08:44:28 (UTC-07:00) Mountain
Time (US & Canada)

Dylan Owen
(pfe.dowen)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: HEALTH CARE UTILIZATION - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

1.d Oct-29-2020 08:44:28 (UTC-07:00) Mountain
Time (US & Canada)

Dylan Owen
(pfe.dowen)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: HEALTH CARE UTILIZATION - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

1.e Oct-29-2020 08:44:28 (UTC-07:00) Mountain
Time (US & Canada)

Dylan Owen
(pfe.dowen)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: HEALTH CARE UTILIZATION - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

1.f Oct-29-2020 08:44:28 (UTC-07:00) Mountain
Time (US & Canada)

Dylan Owen
(pfe.dowen)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: HEALTH CARE UTILIZATION - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

2 Oct-29-2020 08:44:28 (UTC-07:00) Mountain
Time (US & Canada)

Dylan Owen
(pfe.dowen)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: HEALTH CARE UTILIZATION - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

3 Oct-29-2020 08:44:28 (UTC-07:00) Mountain
Time (US & Canada)

Dylan Owen
(pfe.dowen)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: ILLNESS DETAILS - Comments

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Oct-29-2020 08:44:43 (UTC-07:00)
Mountain Time (US & Canada)

Dylan Owen
(pfe.dowen)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: ILLNESS DETAILS - Comments

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

1 Oct-29-2020 08:44:43 (UTC-07:00) Mountain
Time (US & Canada)

Dylan Owen
(pfe.dowen)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: ILLNESS DETAILS - Comments

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

2 Oct-29-2020 08:44:43 (UTC-07:00) Mountain
Time (US & Canada)

Dylan Owen
(pfe.dowen)

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: ILLNESS DETAILS - Comments

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

3 Oct-29-2020 08:44:43 (UTC-07:00) Mountain
Time (US & Canada)

Dylan Owen
(pfe.dowen)

Not Applicable
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Shane
Christensen 

Approved Mar-08-2021 20:54:16 (UTC-07:00)
Mountain Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ShaneChristensen, verify that all case report form pages accurately display the results
of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Jenessa
Folsom 

N/A Mar-08-2021 14:50:28 (UTC-07:00)
Mountain Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Shane
Christensen 

Approved Mar-06-2021 17:03:27 (UTC-07:00)
Mountain Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ShaneChristensen, verify that all case report form pages accurately display the results
of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Allyson
Christensen 

N/A Mar-01-2021 10:08:19 (UTC-07:00)
Mountain Time (US & Canada)

Edit - All
signatures
invalidated
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***Confidential***

Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
N/A

Shane
Christensen 

Approved Oct-29-2020 17:46:59 (UTC-07:00)
Mountain Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ShaneChristensen, verify that all case report form pages accurately display the results
of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Dylan Owen  N/A Oct-28-2020 10:51:34 (UTC-07:00)
Mountain Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Shane
Christensen 

Approved Oct-23-2020 15:31:02 (UTC-07:00)
Mountain Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ShaneChristensen, verify that all case report form pages accurately display the results
of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Aug-31-2020 14:33:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Aug-31-2020 14:33:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Aug-31-2020 14:34:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
OBTAINED

Date Written Consent Obtaine
d

Aug/31/2020

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject ID

Date Location User Value Reason

Aug-31-2020 14:33:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10091135

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Aug-31-2020 14:33:26
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1957

Enrollment Entry

3. Sex:

Date Location User Value Reason

Aug-31-2020 14:34:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Aug-31-2020 14:34:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
NOT HISPANIC OR LATINO(
A) OR OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Aug-31-2020 14:34:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
WHITE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-31-2020 14:35:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Aug/31/2020

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Aug-31-2020 14:35:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Aug/31/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Aug-31-2020 14:35:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Aug-31-2020 14:35:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
COMPLETED

Initial Entry

09
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Page 175 of 272

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Aug-31-2020 14:36:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

1

Medical Histor
y Term:

HYSTERECT
OMY

Start Date: UNK/UNK/19
86

Ongoing: NO
End Date:

UNK/UNK
/1986

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Aug-31-2020 14:36:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-31-2020 14:36:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
HYSTERECTOMY

Initial Entry

1.a Start Date:

Date Location User Value Reason

Aug-31-2020 14:36:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
UNK/UNK/1986

Initial Entry

09
01

77
e1

96
ae

3f
a2
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.a Ongoing:

Date Location User Value Reason

Aug-31-2020 14:36:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
NO

End Date:

UNK/UNK/1986

Initial Entry

1.b

Date Location User Value Reason

Aug-31-2020 14:37:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

2

Medical His
tory Term:

ENVIRONMENT
AL ALLERGIES

Start Date: UNK/UNK/1958

Ongoing: YES

Initial Entry

09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.b Line/MH Number:

Date Location User Value Reason

Aug-31-2020 14:37:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-31-2020 14:37:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
ENVIRONMENTAL ALLERG
IES

Initial Entry

1.b Start Date:

Date Location User Value Reason

Aug-31-2020 14:37:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
UNK/UNK/1958

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Aug-31-2020 14:37:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

1.c

Date Location User Value Reason

Aug-31-2020 14:37:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

3

Medical History
Term:

MILD AST
HMA

Start Date: UNK/UNK/
2018

Ongoing: YES

Initial Entry

09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.c Line/MH Number:

Date Location User Value Reason

Aug-31-2020 14:37:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-31-2020 14:37:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
MILD ASTHMA

Initial Entry

1.c Start Date:

Date Location User Value Reason

Aug-31-2020 14:37:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
UNK/UNK/2018

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Aug-31-2020 14:37:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

1.d

Date Location User Value Reason

Aug-31-2020 14:44:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Line/MH
Number:

4

Medical H
istory Ter
m:

OSTEOARTHRI
TIS (GENERALI
ZED)

Start Date
:

Jun/UNK/2019

Transcription Error
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Ongoing: YES

Aug-31-2020 14:38:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

4

Medical H
istory Ter
m:

OSTEOARTHRI
TIS (GENERALI
ZED)

Start Date
:

UNK/UNK/2019

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

3f
a2

\F
in

al
\F

in
al

 O
n:
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.d Line/MH Number:

Date Location User Value Reason

Aug-31-2020 14:38:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-31-2020 14:38:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
OSTEOARTHRITIS (GENER
ALIZED)

Initial Entry

1.d Start Date:

Date Location User Value Reason

Aug-31-2020 14:44:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Jun/UNK/2019

Transcription Error

Aug-31-2020 14:38:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
UNK/UNK/2019

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Aug-31-2020 14:38:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

1.e

Date Location User Value Reason

Aug-31-2020 14:44:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Line/MH Nu
mber:

5

Medical Histo
ry Term:

HYPOTHYR
OIDISM

Transcription Error

09
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e1
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\F
in

al
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Start Date: Jun/UNK/201
1

Ongoing: YES

Aug-31-2020 14:42:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

5

Medical Histo
ry Term:

HYPOTHYR
OIDISM

Start Date: UNK/UNK/2
011

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

3f
a2

\F
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al
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n:
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.e Line/MH Number:

Date Location User Value Reason

Aug-31-2020 14:42:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-31-2020 14:42:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
HYPOTHYROIDISM

Initial Entry

1.e Start Date:

Date Location User Value Reason

Aug-31-2020 14:44:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Jun/UNK/2011

Transcription Error

Aug-31-2020 14:42:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
UNK/UNK/2011

Initial Entry

1.e Ongoing:

Date Location User Value Reason

Aug-31-2020 14:42:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

1.f

Date Location User Value Reason

Aug-31-2020 14:43:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Line/MH Numbe
r:

6

Medical History
Term:

DEPRESS
ION

Transcription Error

09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Start Date: Jun/UNK/
2011

Ongoing: YES

Aug-31-2020 14:42:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

6

Medical History
Term:

DEPRESSI
ON

Start Date: UNK/UNK/
2011

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

3f
a2

\F
in

al
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in
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 O
n:
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.f Line/MH Number:

Date Location User Value Reason

Aug-31-2020 14:42:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-31-2020 14:42:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
DEPRESSION

Initial Entry

1.f Start Date:

Date Location User Value Reason

Aug-31-2020 14:43:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Jun/UNK/2011

Transcription Error

Aug-31-2020 14:42:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
UNK/UNK/2011

Initial Entry

1.f Ongoing:

Date Location User Value Reason

Aug-31-2020 14:42:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

1.g

Date Location User Value Reason

Aug-31-2020 14:43:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

7

Medical History T
erm:

ANXIETY

Initial Entry

09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Start Date: Jun/UNK/2
011

Ongoing: YES

1.g Line/MH Number:

Date Location User Value Reason

Aug-31-2020 14:43:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-31-2020 14:43:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
ANXIETY

Initial Entry

1.g Start Date:

Date Location User Value Reason

Aug-31-2020 14:43:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Jun/UNK/2011

Initial Entry

1.g Ongoing:

Date Location User Value Reason

Aug-31-2020 14:43:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

1.h

Date Location User Value Reason

Aug-31-2020 14:45:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

8

Initial Entry

09
01

77
e1

96
ae

3f
a2
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Medical Hist
ory Term:

MTHFR GENE
MUTATION

Start Date: /1957

Ongoing: YES

1.h Line/MH Number:

Date Location User Value Reason

Aug-31-2020 14:45:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
8

Initial Entry

1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-31-2020 14:45:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
MTHFR GENE MUTATION

Initial Entry

1.h Start Date:

Date Location User Value Reason

Aug-31-2020 14:45:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
/1957

Initial Entry

1.h Ongoing:

Date Location User Value Reason

Aug-31-2020 14:45:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

1.i

Date Location User Value Reason

Sep-02-2020 13:40:54
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Line/MH Nu
mber:

9

Transcription Error

09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Medical Hist
ory Term:

ASPIRIN INT
OLERANCE

Start Date: UNK/UNK/19
86

Ongoing: YES

Aug-31-2020 14:46:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

9

Medical Hist
ory Term:

ASPIRIN INT
OLERANCE

Start Date: UNK/UNK/19
86

Ongoing: YES

Initial Entry

1.i Line/MH Number:

Date Location User Value Reason

Aug-31-2020 14:46:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
9

Initial Entry

1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-03-2020 04:08:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Closed Response satisfies
query
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-02-2020 13:40:54
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription
Error

Sep-02-2020 13:40:54
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
ASPIRIN INTOLERANCE

Transcription
Error

Sep-01-2020 13:36:53
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Swaranjali
Subhash
Pawar
(pfe.pawars01)

Query 1: Opened DM: A trailing
space is identified.
To avoid
processing errors,
please remove the
identified
character by
deleting the entry
and re-entering the
data (without
using copy and
paste).

Aug-31-2020 14:46:55
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
ASPIRIN INTOLERANCE

Initial Entry

1.i Start Date:

Date Location User Value Reason

Aug-31-2020 14:46:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
UNK/UNK/1986

Initial Entry

1.i Ongoing:

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-31-2020 14:46:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

1.j

Date Location User Value Reason

Aug-31-2020 14:47:20
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

10

Medical Histo
ry Term:

GLUTEN INTO
LERANCE

Start Date: UNK/UNK/200
3

Ongoing: YES

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.j Line/MH Number:

Date Location User Value Reason

Aug-31-2020 14:47:20
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10

Initial Entry

1.j Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-31-2020 14:47:20
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
GLUTEN INTOLERANCE

Initial Entry

1.j Start Date:

Date Location User Value Reason

Aug-31-2020 14:47:20
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
UNK/UNK/2003

Initial Entry

1.j Ongoing:

Date Location User Value Reason

Aug-31-2020 14:47:20
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

1.k

Date Location User Value Reason

Aug-31-2020 14:48:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

11

Medical Hist
ory Term:

LACTOSE INT
OLERANCE

Start Date: UNK/UNK/197
0

Ongoing: YES

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.k Line/MH Number:

Date Location User Value Reason

Aug-31-2020 14:48:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
11

Initial Entry

1.k Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-31-2020 14:48:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
LACTOSE INTOLERANCE

Initial Entry

1.k Start Date:

Date Location User Value Reason

Aug-31-2020 14:48:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
UNK/UNK/1970

Initial Entry

1.k Ongoing:

Date Location User Value Reason

Aug-31-2020 14:48:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

1.l

Date Location User Value Reason

Aug-31-2020 14:48:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

12

Medical Hist
ory Term:

MORPHINE IN
TOLERANCE

Start Date: UNK/UNK/1986

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

3f
a2

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134532
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.l Line/MH Number:

Date Location User Value Reason

Aug-31-2020 14:48:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
12

Initial Entry

1.l Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-31-2020 14:48:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
MORPHINE INTOLERANCE

Initial Entry

1.l Start Date:

Date Location User Value Reason

Aug-31-2020 14:48:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
UNK/UNK/1986

Initial Entry

1.l Ongoing:

Date Location User Value Reason

Aug-31-2020 14:48:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Aug-31-2020 14:50:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Aug/31/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Aug-31-2020 14:50:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
243.2

Initial Entry

3. Unit:

Date Location User Value Reason

Aug-31-2020 14:50:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
LB

Initial Entry

4. Height:

Date Location User Value Reason

Aug-31-2020 14:50:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
64.0

Initial Entry

5. Unit:

Date Location User Value Reason

Aug-31-2020 14:50:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
in

Initial Entry

6. Body Mass Index:09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-31-2020 14:50:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
41.7

Initial Entry

7.a

Date Location User Value Reason

Aug-31-2020 14:50:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Record Identifier
::

1

Temperature: 97.9

Temperature Uni
t:

F

Temperature Loc
ation::

ORAL CA
VITY

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Aug-31-2020 14:50:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Aug-31-2020 14:50:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
97.9

Initial Entry

7.a Unit:

Date Location User Value Reason

Aug-31-2020 14:50:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
F

Initial Entry

7.a Temperature Location:
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-31-2020 14:50:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
ORAL CAVITY

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit
Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Aug-31-2020 14:54:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Aug-31-2020 14:54:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Aug-31-2020 14:54:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Aug-31-2020 14:54:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Aug-31-2020 14:54:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Not Applicable

Initial Entry

6.a
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit
Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-31-2020 14:54:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Aug-31-2020 14:54:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Aug-31-2020 14:54:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Aug-31-2020 14:54:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Not Applicable

Initial Entry

6.a Not Done:

Date Location User Value Reason

Aug-31-2020 14:54:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Randomization Date :

Date Location User Value Reason

Aug-31-2020 14:54:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Aug/31/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Aug-31-2020 14:54:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
244646

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-31-2020 14:55:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-31-2020 14:55:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-31-2020 15:19:16
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-31-2020 14:55:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-31-2020 14:55:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Date of Collection:

Aug/31/2020

Initial Entry

5.a

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-31-2020 15:19:16
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Sample ID: BP9GKG

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-31-2020 15:19:16
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
BP9GKG

Initial Entry

5.b

Date Location User Value Reason

Aug-31-2020 15:19:26
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Sample ID: BP9GKH

Initial Entry

5.b Sample ID

Date Location User Value Reason

Aug-31-2020 15:19:26
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
BP9GKH

Initial Entry

5.c

Date Location User Value Reason

Aug-31-2020 15:19:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Sample ID: BP9GKJ

Initial Entry

5.c Sample ID

Date Location User Value Reason

Aug-31-2020 15:19:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
BP9GKJ

Initial Entry
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Page 201 of 272

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.d

Date Location User Value Reason

Aug-31-2020 15:22:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Sample ID: BPR980

Initial Entry

5.d Sample ID

Date Location User Value Reason

Aug-31-2020 15:22:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
BPR980

Initial Entry

5.e

Date Location User Value Reason

Aug-31-2020 15:22:10
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Sample ID: BPR981

Initial Entry

5.e Sample ID

Date Location User Value Reason

Aug-31-2020 15:22:10
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
BPR981

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-31-2020 15:18:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-31-2020 15:18:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-31-2020 15:18:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-31-2020 15:18:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-31-2020 15:18:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Date of Collection:

Aug/31/2020

Initial Entry

5.a

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Aug-31-2020 15:18:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Sample ID: BP9G29

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-31-2020 15:18:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
BP9G29

Initial Entry

09
01

77
e1

96
ae

3f
a2
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-31-2020 14:56:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-31-2020 14:56:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-31-2020 14:56:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Aug-31-2020 14:56:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Aug/31/2020 13:44

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-31-2020 14:56:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Aug-31-2020 14:56:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Aug-31-2020 14:56:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-31-2020 14:56:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED
OBSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Aug-31-2020 14:56:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Aug-31-2020 14:56:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
NO - REACTOGENICITY E-D
IARY NOT COLLECTED FO
R THIS SUBJECT

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-22-2020 16:20:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sep/22/2020

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Sep-22-2020 16:21:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sep/22/2020

Initial Entry

2.a

Date Location User Value Reason

Sep-22-2020 16:21:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Record Identifier
::

1

Temperature: 98.1

Temperature Uni
t:

F

Temperature Loc
ation::

ORAL CA
VITY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Sep-22-2020 16:21:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Sep-22-2020 16:21:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
98.1

Initial Entry

2.a Unit:

Date Location User Value Reason09
01

77
e1
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ae

3f
a2
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sep-22-2020 16:21:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
F

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Sep-22-2020 16:21:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
ORAL CAVITY

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit
Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Lab Panel:

Date Location User Value Reason

Sep-22-2020 16:21:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Sep-22-2020 16:21:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Sep-22-2020 16:21:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Sep-22-2020 16:21:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Sep-22-2020 16:21:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

6.a
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit
Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Sep-22-2020 16:21:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Sep-22-2020 16:21:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Sep-22-2020 16:21:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Sep-22-2020 16:21:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

6.a Not Done:

Date Location User Value Reason

Sep-22-2020 16:21:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

09
01

77
e1

96
ae

3f
a2

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134552



Page 212 of 272

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-22-2020 16:22:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-22-2020 16:22:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-22-2020 16:22:20
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-22-2020 16:22:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-22-2020 16:22:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
YES

Date of Collection:

Sep/22/2020

Initial Entry

5.a

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sep-22-2020 16:22:20
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sample ID: BP9G84

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-22-2020 16:22:20
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
BP9G84

Initial Entry

09
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e1

96
ae
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***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-22-2020 16:23:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-22-2020 16:23:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-22-2020 16:23:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Sep-22-2020 16:23:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sep/22/2020 16:22

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-22-2020 16:23:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:09
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Sep-22-2020 16:23:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Sep-22-2020 16:23:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-22-2020 16:23:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED
OBSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Sep-22-2020 16:23:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
YES

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-22-2020 17:18:16
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Oct/21/2020

Transcription Error

Oct-22-2020 17:13:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Oct/22/2020

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-22-2020 17:14:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-22-2020 17:14:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-22-2020 17:18:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
YES

Date of Collection:

Oct/21/2020

Transcription Error

Oct-22-2020 17:14:40
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-22-2020 17:14:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-22-2020 17:14:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
YES

Date of Collection:

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct/22/2020

5.a

Date Location User Value Reason

Oct-22-2020 17:14:40
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sample ID: BR9FNH

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-22-2020 17:14:40
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
BR9FNH

Initial Entry

5.b

Date Location User Value Reason

Oct-22-2020 17:16:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sample ID: BKYCYM

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-22-2020 17:16:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
BKYCYM

Initial Entry

5.c

Date Location User Value Reason

Oct-22-2020 17:17:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sample ID: BKYCVC

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c Sample ID

Date Location User Value Reason

Oct-22-2020 17:17:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
BKYCVC

Initial Entry

09
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-29-2020 23:02:38
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Sandip
Namdeorao
Suryawanshi
(pfe.suryas18)

Query 5: Closed Visit is marked as
ERRONEOUS
VISIT hence query
closed.

Oct-29-2020 13:13:29
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 5: Answered Original value is
correct

Oct-29-2020 12:08:16
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Jennifer Riddle
(pfe riddlj)

Query 4: Closed Erroneous visit

Oct-29-2020 10:51:47
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Erik Sundgaard
(pfe.sundgaardea)

Query 3: Deleted Site entered not
applicable.

Oct-29-2020 10:50:43
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Erik Sundgaard
(pfe.sundgaardea)

Query 5: Opened Date of Visit is
completed but
Date of
Assessment in the
Signs and
Symptoms form is
missing. Please
review and update
as appropriate.

Oct-29-2020 10:49:57
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Erik Sundgaard
(pfe.sundgaardea)

Query 4: Opened Erroneous Visit is
marked, but date of
visit is entered.
Please check
whether other
assessments are
performed at this
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

visit.

Oct-29-2020 08:43:12
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 5: Candidate Date of Visit is
completed but
Date of
Assessment in the
Signs and
Symptoms form is
missing. Please
review and update
as appropriate.

Oct-29-2020 08:39:53
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 4: Candidate Erroneous Visit is
marked, but date of
visit is entered.
Please check
whether other
assessments are
performed at this
visit.

Oct-29-2020 08:36:35
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Candidate Date of Visit is
completed but
Date of Collection
in both Nasal
Swab Self and
Nasal Swab are
missing. Please
review and update
as appropriate.

Oct-28-2020 10:52:59
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-28-2020 10:52:21
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto Query

Oct-28-2020 10:51:32
(UTC-07:00)
Mountain Time (US

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate Date of Visit is
completed but
Date of
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

& Canada) Assessment in the
Signs and
Symptoms form is
missing. Please
review and update
as appropriate.

Oct-28-2020 10:51:32
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate Date of Visit is
completed but
Date of Collection
in both Nasal
Swab Self and
Nasal Swab are
missing. Please
review and update
as appropriate.

Oct-28-2020 10:51:32
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
Oct/28/2020

Initial Entry

2. Erroneous Visit

Date Location User Value Reason

Oct-29-2020 08:39:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
ERRONEOUS VISIT

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Oct-28-2020 10:51:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
COVID_A

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Oct-29-2020 08:43:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:43:12
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry: Transcription Error

Oct-28-2020 10:52:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Oct/28/2020

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Oct-29-2020 08:43:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:37:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry: Transcription Error

Oct-28-2020 10:52:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Oct/28/2020

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

Oct-29-2020 08:43:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:39:42
(UTC-07:00) Mountain

ACV0PFEINFP6000  Dylan
Owen

Data Entry: Transcription Error09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) (pfe.dowen)

Oct-28-2020 10:52:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
YES

Initial Entry

4.a

Date Location User Value Reason

Oct-29-2020 08:43:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Symptoms: FEVER

Symptom Prese
nt:

Not Applica
ble

Initial Entry

Oct-29-2020 08:37:20
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Symptoms: FEVER

Symptom Present:

Transcription Error

Oct-28-2020 10:52:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Symptoms: FEVER

Symptom Present: NO

Initial Entry

4.a Symptoms:

Date Location User Value Reason

Oct-28-2020 10:52:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
FEVER

Initial Entry

4.a Was symptom present?

Date Location User Value Reason

Oct-29-2020 08:43:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:37:20
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry: Transcription Error
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-28-2020 10:52:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

4.b

Date Location User Value Reason

Oct-29-2020 08:43:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Symptom
s:

NEW OR INCRE
ASED COUGH

Symptom
Present:

Not Applicable

Initial Entry

Oct-29-2020 08:38:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Symptom
s:

NEW OR INCRE
ASED COUGH

Symptom
Present:

Transcription Error

Oct-28-2020 10:52:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Symptom
s:

NEW OR INCRE
ASED COUGH

Symptom
Present:

NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

4.b Symptoms:

Date Location User Value Reason

Oct-28-2020 10:52:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NEW OR INCREASED COUG
H

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Oct-29-2020 08:43:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:38:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry: Transcription Error

Oct-28-2020 10:52:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

4.c

Date Location User Value Reason

Oct-29-2020 08:43:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sympto
ms:

NEW OR INCREAS
ED SHORTNESS O
F BREATH

Sympto
m Prese
nt:

Not Applicable

Initial Entry

Oct-29-2020 08:38:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sympto
ms:

NEW OR INCREAS
ED SHORTNESS O
F BREATH

Sympto
m Prese
nt:

Transcription Error

09
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\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134567



Page 227 of 272
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-28-2020 10:52:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sympto
ms:

NEW OR INCREAS
ED SHORTNESS O
F BREATH

Sympto
m Prese
nt:

NO

Initial Entry

4.c Symptoms:

Date Location User Value Reason

Oct-28-2020 10:52:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NEW OR INCREASED SHOR
TNESS OF BREATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Oct-29-2020 08:43:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:38:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry: Transcription Error

Oct-28-2020 10:52:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

4.d

Date Location User Value Reason

Oct-29-2020 08:43:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Symptoms: CHILLS

Symptom Prese
nt:

Not Applica
ble

Initial Entry

Oct-29-2020 08:38:38
(UTC-07:00) Mountain

ACV0PFEINFP6000  Dylan
Owen

Data Entry:
Symptoms: CHILLS

Transcription Error09
01

77
e1

96
ae

3f
a2

\F
in

al
\F

in
al

 O
n:
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) (pfe.dowen) Symptom Present:

Oct-28-2020 10:52:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Symptoms: CHILLS

Symptom Present: NO

Initial Entry

4.d Symptoms:

Date Location User Value Reason

Oct-28-2020 10:52:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Oct-29-2020 08:43:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:38:38
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry: Transcription Error

Oct-28-2020 10:52:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

4.e

Date Location User Value Reason

Oct-29-2020 08:43:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sympto
ms:

NEW OR INCREA
SED MUSCLE PAI
N

Sympto
m Presen
t:

Not Applicable

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-29-2020 08:38:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sympto
ms:

NEW OR INCREA
SED MUSCLE PAI
N

Sympto
m Presen
t:

Transcription Error

Oct-28-2020 10:52:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sympto
ms:

NEW OR INCREA
SED MUSCLE PAI
N

Sympto
m Presen
t:

NO

Initial Entry

4.e Symptoms:

Date Location User Value Reason

Oct-28-2020 10:52:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NEW OR INCREASED MUSC
LE PAIN

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Oct-29-2020 08:43:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:38:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry: Transcription Error

Oct-28-2020 10:52:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

4.f

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-29-2020 08:43:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Symptom
s:

NEW LOSS OF T
ASTE OR SMELL

Symptom
Present:

Not Applicable

Initial Entry

Oct-29-2020 08:39:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Symptom
s:

NEW LOSS OF T
ASTE OR SMELL

Symptom
Present:

Transcription Error

Oct-28-2020 10:52:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Symptom
s:

NEW LOSS OF T
ASTE OR SMELL

Symptom
Present:

NO

Initial Entry

4.f Symptoms:

Date Location User Value Reason

Oct-28-2020 10:52:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NEW LOSS OF TASTE OR S
MELL

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Oct-29-2020 08:43:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:39:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry: Transcription Error

Oct-28-2020 10:52:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

09
01
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ae

3f
a2
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

4.g

Date Location User Value Reason

Oct-29-2020 08:43:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sympto
ms:

NEW OR INCREA
SED SORE THRO
AT

Sympto
m Presen
t:

Not Applicable

Initial Entry

Oct-29-2020 08:39:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sympto
ms:

NEW OR INCREA
SED SORE THRO
AT

Sympto
m Presen
t:

Transcription Error

Oct-28-2020 10:52:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sympto
ms:

NEW OR INCREA
SED SORE THRO
AT

Sympto
m Presen
t:

NO

Initial Entry

09
01

77
e1
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

4.g Symptoms:

Date Location User Value Reason

Oct-28-2020 10:52:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NEW OR INCREASED SORE
THROAT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Oct-29-2020 08:43:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:39:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry: Transcription Error

Oct-28-2020 10:52:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

4.h

Date Location User Value Reason

Oct-29-2020 08:43:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Symptoms: DIARRHEA

Symptom Prese
nt:

Not Applica
ble

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

4.h

Date Location User Value Reason

Oct-29-2020 08:39:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Symptoms: DIARRHE

A

Symptom Prese
nt:

Transcription Error

Oct-28-2020 10:52:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Symptoms: DIARRHE

A

Symptom Prese
nt:

YES

Initial Entry

4.h Symptoms:

Date Location User Value Reason

Oct-28-2020 10:52:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Oct-29-2020 08:43:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:39:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry: Transcription Error

Oct-28-2020 10:52:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
YES

Initial Entry

4.i
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Oct-29-2020 08:43:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Symptoms: VOMITING

Symptom Pres
ent:

Not Applica
ble

Initial Entry

Oct-29-2020 08:39:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Symptoms: VOMITIN

G

Symptom Prese
nt:

Transcription Error

Oct-28-2020 10:52:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Symptoms: VOMITIN

G

Symptom Prese
nt:

NO

Initial Entry

4.i Symptoms:

Date Location User Value Reason

Oct-28-2020 10:52:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Oct-29-2020 08:43:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:39:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry: Transcription Error

Oct-28-2020 10:52:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

09
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77
e1
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3f
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Oct-29-2020 08:43:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:36:51
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry: Initial Entry

Oct-28-2020 10:52:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Done

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Oct-29-2020 08:43:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:36:51
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry: Initial Entry

Oct-28-2020 10:52:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Done

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Oct-29-2020 08:43:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:36:51
(UTC-07:00) Mountain

ACV0PFEINFP6000  Dylan
Owen

Data Entry: Initial Entry09
01

77
e1

96
ae

3f
a2
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al
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al
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) (pfe.dowen)

Oct-28-2020 10:52:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Done

Initial Entry

4. Assay Code and Description:

Date Location User Value Reason

Oct-29-2020 08:43:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:36:51
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry: Initial Entry

Oct-28-2020 10:52:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Done

Initial Entry

5. Device Type:

Date Location User Value Reason

Oct-29-2020 08:43:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:36:51
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry: Initial Entry

Oct-28-2020 10:52:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Done

Initial Entry

6. Trade Name:

Date Location User Value Reason

Oct-29-2020 08:43:49
(UTC-07:00) Mountain

ACV0PFEINFP6000  Dylan
Owen

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) (pfe.dowen)

Oct-29-2020 08:36:51
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry: Initial Entry

Oct-28-2020 10:52:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Done

Initial Entry

7. Test Result:

Date Location User Value Reason

Oct-29-2020 08:43:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:36:51
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry: Initial Entry

Oct-28-2020 10:52:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Done

Initial Entry

8. Comments/Findings/Details:

Date Location User Value Reason

Oct-29-2020 08:43:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:36:51
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry: Initial Entry

Oct-28-2020 10:52:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Done

Initial Entry

9. Trade Name Other, Specify:09
01
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Oct-29-2020 08:43:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:36:51
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry: Initial Entry

Oct-28-2020 10:52:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Done

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
SELF - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-29-2020 08:44:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:36:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Transcription Error

Oct-28-2020 10:52:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-29-2020 08:44:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:36:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Transcription Error

Oct-28-2020 10:52:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-29-2020 08:44:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:36:35
(UTC-07:00) Mountain

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query09
01
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e1
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a2
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
SELF - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada)

Oct-29-2020 08:36:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry: Transcription Error

Oct-29-2020 05:35:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe nairr29)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-28-2020 10:52:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-28-2020 10:52:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
YES

Date of Collection:

Oct/28/2020

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Oct-29-2020 08:44:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-29-2020 08:44:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:36:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Transcription Error

Oct-28-2020 10:53:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-29-2020 08:44:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:36:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Transcription Error

Oct-28-2020 10:53:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-29-2020 08:44:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:36:21
(UTC-07:00) Mountain

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query09
01

77
e1

96
ae

3f
a2
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada)

Oct-29-2020 08:36:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry: Transcription Error

Oct-29-2020 08:36:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened 'Sample Collected?'
is marked as No
and 'If no sample
was collected or
sample was not
collected according
to protocol, please
provide reason' is
missing. Please
review and update
as appropriate.

Oct-28-2020 10:53:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Oct-29-2020 08:44:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:36:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry: Transcription Error

Oct-28-2020 10:53:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
self swab collected

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Oct-29-2020 08:44:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Type of Practitione
r:

SPECIA
LIST

Occurrence of Visi
ts or Contacts:

Not App
licable

Initial Entry

Oct-29-2020 08:34:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Type of Practitione
r:

SPECIA
LIST

Occurrence of Visit
s or Contacts:

Transcription Error

Oct-28-2020 10:53:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Type of Practitione
r:

SPECIA
LIST

Occurrence of Visit
s or Contacts:

NO

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

Oct-28-2020 10:53:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
SPECIALIST

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-29-2020 08:44:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:34:22
(UTC-07:00) Mountain

ACV0PFEINFP6000  Dylan
Owen

Data Entry: Transcription Error09
01

77
e1

96
ae

3f
a2
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al
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al
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) (pfe.dowen)

Oct-28-2020 10:53:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

1.b

Date Location User Value Reason

Oct-29-2020 08:44:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Type of Practiti
oner:

EMERGEN
CY ROOM

Occurrence of V
isits or Contacts
:

Not Applic
able

Initial Entry

Oct-29-2020 08:34:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Type of Practiti
oner:

EMERGEN
CY ROOM

Occurrence of V
isits or Contacts
:

Transcription Error

Oct-28-2020 10:53:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Type of Practiti
oner:

EMERGEN
CY ROOM

Occurrence of V
isits or Contacts
:

NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Oct-28-2020 10:53:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
EMERGENCY ROOM

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-29-2020 08:44:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:34:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry: Transcription Error

Oct-28-2020 10:53:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

1.c

Date Location User Value Reason

Oct-29-2020 08:44:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Type of Practi
tioner:

PRIMARY C
ARE PHYSI
CIAN

Occurrence of
Visits or Cont
acts:

Not Applicabl
e

Initial Entry

Oct-29-2020 08:35:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Type of Practi
tioner:

PRIMARY C
ARE PHYSI
CIAN

Occurrence of
Visits or Cont
acts:

Transcription Error
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-28-2020 10:53:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Type of Practi
tioner:

PRIMARY C
ARE PHYSI
CIAN

Occurrence of
Visits or Cont
acts:

NO

Initial Entry

1.c Physician or Healthcare Professional:

Date Location User Value Reason

Oct-28-2020 10:53:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
PRIMARY CARE PHYSICIA
N

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-29-2020 08:44:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:35:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry: Transcription Error

Oct-28-2020 10:53:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

1.d

Date Location User Value Reason

Oct-29-2020 08:44:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Type of Practition
er:

URGEN
T CARE

Occurrence of Vis
its or Contacts:

Not Appli
cable

Initial Entry

09
01

77
e1

96
ae

3f
a2

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134587



Page 247 of 272

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-29-2020 08:35:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Type of Practition
er:

URGEN
T CARE

Occurrence of Vis
its or Contacts:

Transcription Error

Oct-28-2020 10:53:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Type of Practition
er:

URGEN
T CARE

Occurrence of Vis
its or Contacts:

NO

Initial Entry

1.d Physician or Healthcare Professional:

Date Location User Value Reason

Oct-28-2020 10:53:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
URGENT CARE

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-29-2020 08:44:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:35:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry: Transcription Error

Oct-28-2020 10:53:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

1.e

Date Location User Value Reason

Oct-29-2020 08:44:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Type of Practi
tioner:

TELEPHONE
CONSULTAT

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

ION

Occurrence of
Visits or Cont
acts:

Not Applicabl
e

Oct-29-2020 08:35:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Type of Practi
tioner:

TELEPHONE
CONSULTAT
ION

Occurrence of
Visits or Cont
acts:

Transcription Error

Oct-28-2020 10:53:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Type of Practi
tioner:

TELEPHONE
CONSULTAT
ION

Occurrence of
Visits or Cont
acts:

NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.e Physician or Healthcare Professional:

Date Location User Value Reason

Oct-28-2020 10:53:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
TELEPHONE CONSULTATIO
N

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-29-2020 08:44:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:35:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry: Transcription Error

Oct-28-2020 10:53:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

1.f

Date Location User Value Reason

Oct-29-2020 08:44:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Type of Practitione
r:

OTHER

Occurrence of Visi
ts or Contacts:

Not App
licable

Initial Entry

Oct-29-2020 08:35:37
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Type of Practitioner: OTH

ER

Occurrence of Visits o
r Contacts:

Transcription Error

Oct-28-2020 10:53:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Type of Practitioner: OTH

ER

Initial Entry

09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Occurrence of Visits o
r Contacts:

NO

1.f Physician or Healthcare Professional:

Date Location User Value Reason

Oct-28-2020 10:53:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
OTHER

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-29-2020 08:44:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:35:37
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry: Transcription Error

Oct-28-2020 10:53:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

2. Other Type of Practitioner Specify:

Date Location User Value Reason

Oct-29-2020 08:44:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

3. Has the subject been hospitalized due to potential COVID-19 illness?

Date Location User Value Reason

Oct-29-2020 08:44:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-29-2020 08:35:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry: Transcription Error

Oct-28-2020 10:53:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

3f
a2
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Oct-29-2020 08:44:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:34:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Transcription Error

Oct-28-2020 10:53:51
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
POTENTIAL COVID-19 ILLN
ESS

Initial Entry

2. Was a diagnosis obtained for Potential COVID-19 Illness?

Date Location User Value Reason

Oct-29-2020 08:44:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:34:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry: Transcription Error

Oct-28-2020 10:53:51
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

3. Toxicity Grade:

Date Location User Value Reason

Oct-29-2020 08:44:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Not Applicable

Initial Entry

Oct-29-2020 08:34:00
(UTC-07:00) Mountain

ACV0PFEINFP6000  Dylan
Owen

Data Entry: Transcription Error09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled
Visit on Oct/28/2020

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) (pfe.dowen)

Oct-28-2020 10:53:51
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
2

Initial Entry
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3f
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\F

in
al
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***Confidential***

 

Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-22-2020 17:17:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Oct/21/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-22-2020 17:17:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Oct-22-2020 17:17:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
COMPLETED

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Oct-22-2020 17:24:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Dylan
Owen
(pfe.dowen)

Form Created

09
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Oct-22-2020 17:29:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Dylan
Owen
(pfe.dowen)

Form Created
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category:

Date Location User Value Reason

Oct-22-2020 17:24:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Oct-22-2020 17:24:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Oct-22-2020 17:24:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
right breast lump

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Oct-22-2020 17:24:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Sep/2/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Oct-22-2020 17:24:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:09
01
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e1
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ae

3f
a2
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Oct-22-2020 17:24:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or
significant disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize
subject and may require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Oct-22-2020 17:24:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Oct-22-2020 17:24:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Oct-27-2020
13:42:58
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Ute Frantz (pfe frantu) Query
1: Clos
ed

Response
satisfies query

Oct-27-2020
10:35:16
(UTC-07:00)
Mountain
Time (US &

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query
1: Ans
wered

cancer is
captured as
AE R (DCIS)
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Canada)

Oct-26-2020
14:44:55
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD
(pfe.PFESDQ_PROD)

Query
1: Ope
ned

Please review
"If not related
to study
treatment
other" field,
the following
text was
indicated in
the comment
field [cancer].
Any
symptoms,
AEs or other
key data
should be
collected on
the
appropriate
page. Please
review and
update as
necessary.
"[nazairl
SDQ=20884]"

Oct-22-2020
17:24:56
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data E
ntry:
NOT R
ELATE
D

If Not
Relat
ed to
study
treat
ment(
s), thi
s even
t is du
e to:

OT

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

HE
R

If
Ot
her
, s
pe
cif
y:

c
a
n
c
e
r

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Oct-22-2020 17:24:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Oct-22-2020 17:24:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Oct-22-2020 17:24:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:09
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Oct-22-2020 17:24:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NOT RECOVERED/NOT RES
OLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Oct-22-2020 17:24:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category:

Date Location User Value Reason

Oct-22-2020 17:29:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Oct-22-2020 17:29:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Oct-22-2020 17:29:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Right Breast Ductal Carcinoma
In Situ

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Oct-28-2020 22:31:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response satisfies
query

Oct-28-2020 15:18:54
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Oct-28-2020 15:18:54
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
Sep/2/2020 UNK:UNK

New Information

Oct-27-2020 11:49:01
(UTC-07:00) Mountain

ACV0PFEINFP6000  Kathryn
Sewell

Query 1: Opened Clinical Rt. breast
lump discovered
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) (pfe.sewelk02) on 02Sep2020. In
Vaccine study,
SAE start date is
day an event
starts; not day it
meets serious
criteria (item 11 in
vaccine SAE
instruct). Please
review start date;
consider 1 event
only.

Oct-22-2020 17:29:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
Sep/24/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Oct-22-2020 17:29:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Oct-22-2020 17:29:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or
significant disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize
subject and may require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Oct-23-2020 05:06:33 ACV0PFEINFP6000  auto query Query 1: Deleted Close Auto Query
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

(UTC-07:00) Mountain
Time (US & Canada)

(autoquery)

Oct-22-2020 17:29:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE Right
Breast Ductal
Carcinoma In Situ:
Response to "Is the
adverse event
serious?" is 'Yes'
but "Serious
Adverse Event
Number" is blank.

Oct-22-2020 17:29:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
YES

Is this serious event associate
d with congenital anomaly or
birth defect?

NO

Did this serious event result i
n death?

NO

Did this serious event require
or prolong hospitalization?

NO

Did this serious event result i
n persistent or significant disa
bility/incapacity?

NO

Is this serious event life threat
ening?

NO

Other medically important ser
ious event

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

YES

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Oct-22-2020 17:29:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Oct-22-2020 17:29:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NOT RELATED

If Not Related to study treatm
ent(s), this event is due to:

OTHER

If Other, specify:

spontaneous onset

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Oct-22-2020 17:29:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Oct-22-2020 17:29:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Mar-09-2021 03:11:38
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Daria Madar
Jacobson
(pfe.madard)

Query 1: Closed Response satisfies
query

Mar-08-2021 14:50:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed
Information

Mar-08-2021 14:50:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Jenessa
Folsom
(pfe.jfolsom)

Data Entry:
YES

Changed
Information

Mar-07-2021 14:27:54
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Daria Madar
Jacobson
(pfe.madard)

Query 1: Opened GPDCLIN;
non-drug treatment
is listed as NO.
Please clarify if
resection was
performed and
whether additional
therapy was given.
If yes, please
specify, update
CRF (therapy and
outcome)and
submit a FU SAE
report. Else, please
clarify.

Oct-22-2020 17:29:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Oct-22-2020 17:29:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NOT RECOVERED/NOT RES
OLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-22-2020 17:29:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Oct-23-2020 05:06:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020411592

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-01-2021 10:08:19
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Allyson
Christensen
(pfe.achristensen)

Data Entry:
Feb/19/2021

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Mar-01-2021
10:09:17 (UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Mar-01-2021
10:08:54 (UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate The response
indicates
participant was
unblinded,
however the
TREATMENT
UNBLINDED date
is missing in the
DISP visit. Please
complete this date.

Mar-01-2021
10:08:54 (UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Allyson
Christensen
(pfe.achristensen)

Data Entry:
Participant is willing to ret
urn for Vaccination 3

Participant is:

eligible per local/nation
al recommendations and
confirmed to have recei
ved only placebo at Vac
cination 1/2

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Mar-01-2021 10:11:43
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Mar-01-2021 10:11:43
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Allyson
Christensen
(pfe.achristensen)

Data Entry:
Feb/25/2021

Transcription
Error

Mar-01-2021 10:09:17
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Response to "Date
Treatment
Unblinded"
25/Mar/2021 is a
future date relative
to when it was
entered on 01/Mar
/2021. Please
correct.

Mar-01-2021 10:09:17
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Allyson
Christensen
(pfe.achristensen)

Data Entry:
Mar/25/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Mar-01-2021 10:09:17
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Allyson
Christensen
(pfe.achristensen)

Data Entry:
ASSESS ELIGIBILITY FO
R ADDITIONAL VACCIN
ATION

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject Status

Date Location User Value Reason

Oct-22-2020 17:17:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Aug-31-2020 14:54:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Aug-31-2020 14:35:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Oct-22-2020 17:17:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/21/2020

Initial Entry

Oct-22-2020 17:17:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/31/2020

Initial Entry

Aug-31-2020 14:54:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/31/2020

Initial Entry

Aug-31-2020 14:35:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/31/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091135 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Casebook Signature

Date Location User Value Reason

Oct-22-2020 11:21:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Click Here to Enable

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol
amendment 5, STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response -
Protocol version

24 JUL 2020

2. Select appropriate response -
What cohort does the subject
belong to?

STAGE 3 COHORTS
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***Confidential***

 

Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Sep/3/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Demography

1. Subject ID [10091149]

2. Birth Date: 1944

3. Sex: MALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): WHITE

6. Racial Designation:

09
01

77
e1

96
ae

3f
a4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

(b) (6)

FDA-CBER-2021-5683-0134616



Page 4 of 205

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/3/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Sep/3/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[MYOCARDIAL INFARCTION]

Start Date: Apr/23/2019

Ongoing: NO

End Date:
Apr/23/2019

1.b Line/MH Number: [2]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[GASTROESOPHAGEAL REFLUX DISEASE]

Start Date: UNK/UNK/1995

Ongoing: YES

1.c Line/MH Number: [3]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[DEPRESSION]

Start Date: UNK/UNK/1990

Ongoing: YES

1.d Line/MH Number: [4]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[BENIGN PROSTATIC HYPERPLASIA]

Start Date: UNK/UNK/1995

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.e Line/MH Number: [5]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[HYPERLIPIDEMIA]

Start Date: UNK/UNK/1995

Ongoing: YES

1 f Line/MH Number: [6]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[HYPOTHYROIDISM]

Start Date: UNK/UNK/1985

Ongoing: YES

1.g Line/MH Number: [7]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[OSCILLPSIA]

Start Date: UNK/UNK/2017

Ongoing: YES

1 h Line/MH Number: [8]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[INSOMNIA]

Start Date: UNK/UNK/2000

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.i Line/MH Number: [9]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[LOW BACK PAIN]

Start Date: UNK/UNK/2015

Ongoing: YES

1.j Line/MH Number: [10]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[HISTORY OF SPINAL MENINGITIS-NO SYMPTOMS TODAY]

Start Date: UNK/UNK/2014

Ongoing: NO

End Date:
UNK/UNK/2018

1 k Line/MH Number: [11]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[AUGMENTIN INTOLERANCE]

Start Date: UNK/UNK/2017

Ongoing: YES

1.l Line/MH Number: [12]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[SLEEP APNEA]

Start Date: Mar/31/2012

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.m Line/MH Number: [13]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[ACTINIC KERATOSIS]

Start Date: UNK/UNK/2010

Ongoing: YES

1 n Line/MH Number: [14]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[HISTORY OF DIVERTICULITIS-NO SYMPTOMS]

Start Date: UNK/UNK/2010

Ongoing: YES

1.o Line/MH Number: [15]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[LEFT HIP PAIN]

Start Date: UNK/UNK/2014

Ongoing: YES

1.p Line/MH Number: [16]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[LEFT SHOULDER PAIN]

Start Date: Aug/19/2011

Ongoing: YES

09
01

77
e1

96
ae

3f
a4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134623



Page 11 of 205

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.q Line/MH Number: [17]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[ARTHRITIS OF CARPOMETACARPAL JOINT LEFT THUMB]

Start Date: UNK/UNK/2019

Ongoing: YES

1 r Line/MH Number: [18]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[BILATERAL IMPACTED CERUM OF EARS-INTERMITTENT]

Start Date: UNK/UNK/2000

Ongoing: YES

1.s Line/MH Number: [19]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Clostridium difficile Infection]

Start Date: Apr/10/2019

Ongoing: NO

End Date:
May/UNK/2019

1.t Line/MH Number: [20]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[TRIGGER FINGER LEFT HAND]

Start Date: UNK/UNK/2019

Ongoing: NO

End Date:
Jan/UNK/2020
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.u Line/MH Number: [21]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[diverticulosis]

Start Date: UNK/UNK/2010

Ongoing: YES

1.v Line/MH Number: [22]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[atherosclerosis of aorta]

Start Date: Apr/23/2019

Ongoing: YES

1.w Line/MH Number: [23]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[coronary artery disease]

Start Date: Apr/23/2019

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Sep/3/2020

2. Weight: [164.6]

3. Unit: LB

4. Height: [72.0]

5. Unit: in

6. Body Mass Index: [22.3]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [97.8]

Unit: F

Temperature Location: ORAL CAVITY

09
01

77
e1

96
ae

3f
a4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134626



Page 14 of 205

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition

1. Randomization Date : Sep/3/2020

2. Randomization Number: [249592]

3. Randomization Group: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Sep/3/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9GLP]

5.b Sample ID [BP9GLR]

5.c Sample ID [BP9GLS]

5.d Sample ID [BRTSDH]

5.e Sample ID [BRTS80]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/3/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9G3N]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/3/2020 11:51

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS
SUBJECT
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/22/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vital Signs

1. Date: Sep/22/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [97.9]

Unit: F

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/22/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9G83]

09
01

77
e1

96
ae

3f
a4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134634



Page 22 of 205

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/22/2020 10:00

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/20/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/20/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR9FMF]

5.b Sample ID [BKYCY0]

5.c Sample ID [BKYCTK]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 20-Feb-2021 02:17 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom Started: //

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]

Health Care Utilization

3. Has the subject been
hospitalized due to potential
COVID-19 illness?
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

3. Toxicity Grade:
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Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Unplanned Assessments

1. Assessments
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Oct/20/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB -
New Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB -
New Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Category
AE Ident

ifier
Adverse Event Start Date

Is the Adverse Event Sti
ll Ongoing

Form Instanc
e

 1. ADVERSE E
VENT 

1  worsening of dive
rticulitis 

Dec/31/2020 UN
K:UNK 

NO
End Date Time:

Jan/2/2021 UNK:UN
K

 

Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis,
not individual symptoms)

[worsening of diverticulitis]

4. Start Date Time: Dec/31/2020 UNK:UNK

5. Is the adverse event still
ongoing?

NO

End Date Time:
Jan/2/2021 UNK:UNK

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation
of existing hospitalization;
Persistent or significant
disability/incapacity; Congenital
anomaly/birth defect; Important
medical event (i.e. may
jeopardize subject and may
require medical/surgical
intervention to prevent above
outcomes).

YES

Is this serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant
disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
NO
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

8. Is this adverse event the result of
a study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[underlying illness]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment
given?

YES

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from
the study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[2021051741]
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Header Text: c4591001

Visit: Logs Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Catego

ry
Medication E

rror
Start D

ate
Is the medication error Stil

l Ongoing
Study Medication Erro

rs Action
Form Instanc

e

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment
given?

8. Did the Medication Error cause
the subject to be discontinued
from the study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Version: 22-Apr-2020 21:03

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defined

Identifier
Category for M

edication
Concomitant Medication

s Pre-specified
Name of Med

ication
Start D

ate
Form Instanc

e

 1. 1  VACCINATION
S 

NO  influenza vac
cine 

Oct/8/2
020 

Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form
eCRF Audit Trail History
Form Audit Trail

Concomitant Medications

1. What is the medication
identifier?

[1]

2. Category: VACCINATIONS

3. Concomitant Medications
Pre-specified:

NO

4. Medication:

Provide the complete generic
drug name (including salt form,
where applicable). Where
generic name is unknown, enter
the full trade or proprietary
name. Include clarifying
information in the Medication
text (e.g., Ingredient(s), route,
use, formulation).

[influenza vaccine]

5. Date: Oct/8/2020
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Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Sponsor-Defined

Identifier
Category for M

edication
Concomitant Medicatio

ns Pre-specified
Name of Me

dication
Dose Desc

ription
Form Instan

ce

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic
drug name (including salt form,
where applicable). Where
generic name is unknown, enter
the full trade or proprietary
name. Include clarifying
information in the Medication
text (e.g., Ingredient(s), route,
use, formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Header Text: c4591001

Visit: Logs Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

#
Categor

y
Treatment Identif

ier
Con Non-Drug Treatments Pre-sp

ecified
Treatme

nt
Start Da

te
Form Instance

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug
Treatment Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Visit: Logs Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

# Transfusion Type Date of Transfusion Form Instance

 1.     Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Visit: Unplanned Vaccination - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/19/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible per local/national recommendations and confirmed to have
received only placebo at Vaccination 1/2
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Jan/19/2021

2. Primary Reason for Unblinding: ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION

09
01

77
e1

96
ae

3f
a4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134672



Page 60 of 205

***Confidential***

 

Header Text: c4591001

Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Death Details

1. Date of Collection / Notification
of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/15/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. Consent Was: OBTAINED

Date Written Consent Obtained
Feb/15/2021
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Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. Date of
Completion/Discontinuation
/Death :

Feb/15/2021

2. Phase of Disposition: REPEAT SCREENING 1

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Feb/15/2021

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR6208]

5.b Sample ID [BSJ3YL]

5.c Sample ID [BSJ4B4]
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Feb/15/2021

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR9FFR]
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Feb/15/2021 09:28

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was
Observed

30 MINUTES

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Date of Visit

1. Date of Visit Mar/8/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Mar/8/2021

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR9FJ7]
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Mar/8/2021 09:22

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was
Observed

30 MINUTES

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Header Text: c4591001

Visit: V103_MONTH1 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V103_MONTH1 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: V104_MONTH6 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V104_MONTH6 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: V105_MONTH18 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V105_MONTH18 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT

Form Version: 20-Feb-2021 02:26 Form Status: Not Started

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Oct/20/2020

09
01

77
e1

96
ae

3f
a4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134692



Page 80 of 205

***Confidential***

 

Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Shane
Christensen 

Approved Mar-08-2021 20:54:57 (UTC-07:00)
Mountain Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ShaneChristensen, verify that all case report form pages accurately display the
results of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - Comments

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Sep-03-2020 15:54:55 (UTC-07:00)
Mountain Time (US & Canada)

Annjanette
Kemp
(pfe.akemp)

Not Applicable
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Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION - Comments

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Item Date User Comment

Form Feb-15-2021 10:39:52 (UTC-07:00)
Mountain Time (US & Canada)

Madison Ellis
(pfe.mellis)

Not Applicable
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Shane
Christensen 

Approved Mar-08-2021 20:54:57 (UTC-07:00)
Mountain Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ShaneChristensen, verify that all case report form pages accurately display the
results of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Madison Ellis  N/A Mar-08-2021 10:33:52 (UTC-07:00)
Mountain Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Shane
Christensen 

Approved Mar-06-2021 17:06:58 (UTC-07:00)
Mountain Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ShaneChristensen, verify that all case report form pages accurately display the
results of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Annjanette
Kemp 

N/A Feb-26-2021 15:41:34 (UTC-07:00)
Mountain Time (US & Canada)

Edit - All
signatures
invalidated
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
N/A

Shane
Christensen 

Approved Feb-22-2021 17:18:12 (UTC-07:00)
Mountain Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ShaneChristensen, verify that all case report form pages accurately display the
results of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Madison Ellis  N/A Feb-15-2021 10:33:04 (UTC-07:00)
Mountain Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Shane
Christensen 

Approved Feb-13-2021 21:24:44 (UTC-07:00)
Mountain Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ShaneChristensen, verify that all case report form pages accurately display the
results of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Dylan Owen  N/A Feb-11-2021 08:18:47 (UTC-07:00)
Mountain Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A09
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Shane
Christensen 

Approved Jan-25-2021 20:51:34 (UTC-07:00)
Mountain Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ShaneChristensen, verify that all case report form pages accurately display the
results of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Ricell Ann
Piojo 

N/A Jan-25-2021 03:26:41 (UTC-07:00)
Mountain Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Shane
Christensen 

Approved Jan-23-2021 20:19:10 (UTC-07:00)
Mountain Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ShaneChristensen, verify that all case report form pages accurately display the
results of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Dylan Owen  N/A Jan-21-2021 10:17:43 (UTC-07:00)
Mountain Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Shane
Christensen 

Approved Oct-29-2020 17:49:35 (UTC-07:00)
Mountain Time (US & Canada)

BOOK Signed
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Affidavit:
By my dated signature below, I, ShaneChristensen, verify that all case report form pages accurately display the
results of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Dylan Owen  N/A Oct-27-2020 09:57:18 (UTC-07:00)
Mountain Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Shane
Christensen 

Approved Oct-23-2020 13:51:48 (UTC-07:00)
Mountain Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ShaneChristensen, verify that all case report form pages accurately display the
results of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Sep-03-2020 15:54:21
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Sep-03-2020 15:54:21
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Sep-03-2020 15:54:27
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
OBTAINED

Date Written Consent Obtai
ned

Sep/3/2020

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject ID

Date Location User Value Reason

Sep-03-2020 15:54:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10091149

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Sep-03-2020 15:54:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1944

Enrollment Entry

3. Sex:

Date Location User Value Reason

Sep-03-2020 15:54:37
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
MALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Sep-03-2020 15:54:37
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
NOT HISPANIC OR LATIN
O(A) OR OF SPANISH ORI
GIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Sep-03-2020 15:54:37
(UTC-07:00)

ACV0PFEINFP6000  Annjanette
Kemp

Data Entry:
WHITE

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Mountain Time (US &
Canada)

(pfe.akemp)
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-03-2020 15:54:47
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Sep/3/2020

Initial Entry

09
01

77
e1

96
ae

3f
a4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134705



Page 93 of 205

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Sep-03-2020 15:55:31
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Sep/3/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Sep-03-2020 15:55:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Sep-03-2020 15:55:31
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.a

Date Location User Value Reason

Sep-03-2020 15:57:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

1

Medical Hi
story Term
:

MYOCARDIAL
INFARCTION

Start Date: Apr/23/2019

Ongoing: NO
End Date:

Apr/23/2019

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Sep-03-2020 15:57:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Feb-03-2021
16:07:28
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Query closed; will
follow for updated
Carvedilol
indication
information.

Feb-03-2021
15:55:42
(UTC-07:00)
Mountain Time (US

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 1: Answered I did not add HTN
to medical histort,
I amended the
indication for the
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

& Canada) medication.
Correct as is

Feb-02-2021
09:33:31
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Reissued:Opened Clinical Thank
you; please also
add HTN on this
Past Med Hx CRF

Feb-01-2021
15:51:59
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 1: Answered updated on sae
form

Jan-27-2021 15:14:03
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened Clinical SAE
report states
subject is
receiving
carvedilol for
Hypertension;
however, HTN is
not recorded on
past Med hx here
or on SAE report.
Please update
with past med Hx
in both locations

Sep-03-2020
15:57:18
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
MYOCARDIAL INFARC
TION

Initial Entry

1.a Start Date:

Date Location User Value Reason

Sep-03-2020 15:57:18
(UTC-07:00)
Mountain Time (US &

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Apr/23/2019

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Canada)

1.a Ongoing:

Date Location User Value Reason

Sep-03-2020 15:57:18
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
NO

End Date:

Apr/23/2019

Initial Entry

1.b

Date Location User Value Reason

Sep-03-2020 15:58:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

2

Medical
History T
erm:

GASTROESOPH
AGEAL REFLUX
DISEASE

Start Dat
e:

UNK/UNK/1995

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

3f
a4

\F
in

al
\F
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al

 O
n:
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.b Line/MH Number:

Date Location User Value Reason

Sep-03-2020 15:58:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-03-2020 15:58:03
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
GASTROESOPHAGEAL R
EFLUX DISEASE

Initial Entry

1.b Start Date:

Date Location User Value Reason

Sep-03-2020 15:58:03
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
UNK/UNK/1995

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Sep-03-2020 15:58:03
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

1.c

Date Location User Value Reason

Sep-03-2020 15:59:37
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

3

Initial Entry

09
01

77
e1

96
ae

3f
a4

\F
in

al
\F

in
al

 O
n:
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Medical History
Term:

DEPRESSI
ON

Start Date: UNK/UNK/
1990

Ongoing: YES

1.c Line/MH Number:

Date Location User Value Reason

Sep-03-2020 15:59:37
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-03-2020 15:59:37
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
DEPRESSION

Initial Entry

1.c Start Date:

Date Location User Value Reason

Sep-03-2020 15:59:37
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
UNK/UNK/1990

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Sep-03-2020 15:59:37
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

09
01

77
e1

96
ae

3f
a4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134711
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.d

Date Location User Value Reason

Sep-03-2020 16:00:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

4

Medical H
istory Ter
m:

BENIGN PROST
ATIC HYPERPL
ASIA

Start Date
:

UNK/UNK/1995

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

3f
a4

\F
in

al
\F

in
al

 O
n:

 0
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.d Line/MH Number:

Date Location User Value Reason

Sep-03-2020 16:00:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-03-2020 16:00:31
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
BENIGN PROSTATIC HYP
ERPLASIA

Initial Entry

1.d Start Date:

Date Location User Value Reason

Sep-03-2020 16:00:31
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
UNK/UNK/1995

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Sep-03-2020 16:00:31
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

1.e

Date Location User Value Reason

Sep-03-2020 16:01:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

5

Initial Entry

09
01

77
e1

96
ae

3f
a4

\F
in

al
\F

in
al

 O
n:

 0
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Medical Histo
ry Term:

HYPERLIPI
DEMIA

Start Date: UNK/UNK/1
995

Ongoing: YES

1.e Line/MH Number:

Date Location User Value Reason

Sep-03-2020 16:01:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-03-2020 16:01:00
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
HYPERLIPIDEMIA

Initial Entry

1.e Start Date:

Date Location User Value Reason

Sep-03-2020 16:01:00
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
UNK/UNK/1995

Initial Entry

1.e Ongoing:

Date Location User Value Reason

Sep-03-2020 16:01:00
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

09
01

77
e1

96
ae

3f
a4

\F
in

al
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 O
n:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.f

Date Location User Value Reason

Sep-03-2020 16:02:10
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

6

Medical Histo
ry Term:

HYPOTHYR
OIDISM

Start Date: UNK/UNK/1
985

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

3f
a4

\F
in

al
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al

 O
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.f Line/MH Number:

Date Location User Value Reason

Sep-03-2020 16:02:10
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-03-2020 16:02:10
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
HYPOTHYROIDISM

Initial Entry

1.f Start Date:

Date Location User Value Reason

Sep-03-2020 16:02:10
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
UNK/UNK/1985

Initial Entry

1.f Ongoing:

Date Location User Value Reason

Sep-03-2020 16:02:10
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

1.g

Date Location User Value Reason

Sep-03-2020 16:02:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

7

Initial Entry

09
01

77
e1

96
ae

3f
a4

\F
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 O
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Medical History
Term:

OSCILLPS
IA

Start Date: UNK/UNK/
2017

Ongoing: YES

1.g Line/MH Number:

Date Location User Value Reason

Sep-03-2020 16:02:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-03-2020 16:02:57
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
OSCILLPSIA

Initial Entry

1.g Start Date:

Date Location User Value Reason

Sep-03-2020 16:02:57
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
UNK/UNK/2017

Initial Entry

1.g Ongoing:

Date Location User Value Reason

Sep-03-2020 16:02:57
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

09
01

77
e1

96
ae

3f
a4

\F
in

al
\F
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al

 O
n:
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.h

Date Location User Value Reason

Sep-03-2020 16:03:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

8

Medical History
Term:

INSOMNI
A

Start Date: UNK/UNK/
2000

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

3f
a4
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.h Line/MH Number:

Date Location User Value Reason

Sep-03-2020 16:03:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
8

Initial Entry

1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-03-2020 16:03:23
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
INSOMNIA

Initial Entry

1.h Start Date:

Date Location User Value Reason

Sep-03-2020 16:03:23
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
UNK/UNK/2000

Initial Entry

1.h Ongoing:

Date Location User Value Reason

Sep-03-2020 16:03:23
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

1.i

Date Location User Value Reason

Sep-03-2020 16:04:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

9

Initial Entry

09
01

77
e1

96
ae

3f
a4
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Medical Histor
y Term:

LOW BACK
PAIN

Start Date: UNK/UNK/
2015

Ongoing: YES

1.i Line/MH Number:

Date Location User Value Reason

Sep-03-2020 16:04:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
9

Initial Entry

1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-03-2020 16:04:15
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
LOW BACK PAIN

Initial Entry

1.i Start Date:

Date Location User Value Reason

Sep-03-2020 16:04:15
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
UNK/UNK/2015

Initial Entry

1.i Ongoing:

Date Location User Value Reason

Sep-03-2020 16:04:15
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

09
01
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a4
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.j

Date Location User Value Reason

Sep-14-2020 08:43:41
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Line/
MH N
umber
:

10

Medic
al Hist
ory Te
rm:

HISTORY OF SPI
NAL MENINGITI
S-NO SYMPTOM
S TODAY

Start
Date:

UNK/UNK/2014

Ongoi
ng:

NO
End Date:

UNK/UNK/201
8

Transcription
Error

Sep-14-2020 08:42:59
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Line/
MH N
umber
:

10

Medic
al Hist
ory Te
rm:

HISTORY OF SPI
NAL MENINGITI
S-NO SYMPTOM
S TODAY

Start
Date:

UNK/UNK/2014

Ongoi
ng:

NO
End Date:

UNK/UNK/199
9

updated
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sep-03-2020 16:04:50
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/M
H Num
ber:

10

Medica
l Histor
y Term
:

HISTORY OF SPI
NAL MENINGITI
S-NO SYMPTOM
S TODAY

Start D
ate:

UNK/UNK/2014

Ongoin
g:

YES

Initial Entry

09
01

77
e1

96
ae

3f
a4

\F
in
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 O
n:
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.j Line/MH Number:

Date Location User Value Reason

Sep-03-2020 16:04:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10

Initial Entry

1.j Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-20-2020
14:00:20
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Daria Madar
Jacobson
(pfe.madard)

Query 1: Closed Response satisfies
query

Sep-16-2020
17:39:58
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Rachel
Pugmire
(pfe.rpugmire)

Query 1: Answered unknown etiology.
Resolution 2018

Sep-16-2020
12:51:37
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Daria Madar
Jacobson
(pfe.madard)

Query 1: Opened GPDCLIN: Spinal
meningitis is
listed from
2014-2018. Please
clarify the
underlying
etiology of this
chronic condition
(if infectious,
what kind of viral
or bacterial
infection?)and
confirm resolution
in 2018
(previously stated
as stable,
ongoing).09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sep-03-2020
16:04:50
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
HISTORY OF SPINAL M
ENINGITIS-NO SYMPT
OMS TODAY

Initial Entry

1.j Start Date:

Date Location User Value Reason

Sep-03-2020 16:04:50
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
UNK/UNK/2014

Initial Entry

1.j Ongoing:

Date Location User Value Reason

Sep-16-2020
02:06:10
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Daria Madar
Jacobson
(pfe.madard)

Query 1: Closed As per site
confirmation.

Sep-15-2020
01:25:51
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 2: Closed Response satisfies
query

Sep-14-2020
08:43:41
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
NO

End Date:

UNK/UNK/2018

Transcription Error

Sep-14-2020
08:43:22
(UTC-07:00)
Mountain Time (US

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Query 2: Answered correct as is
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

& Canada)

Sep-14-2020
08:42:59
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened For Term
HISTORY OF
SPINAL
MENINGITIS-NO
SYMPTOMS
TODAY End Date
is prior to Start
Date.

Sep-14-2020
08:42:59
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
NO

End Date:

UNK/UNK/1999

updated

Sep-14-2020
08:41:39
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Query 1: Answered no ongoing
symptoms. stable
per sub-I.

Sep-14-2020
05:04:58
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Daria Madar
Jacobson
(pfe.madard)

Query 1: Opened GPDCLIN: Per
response to
previous queries,
meningitis is
infectious and
ongoing. Please
clarify if disease
was considered
stable by the
investigator as
specified in
inclusion criterion
#3 and if patient
receives any
systemic treatment,
please specify.

Sep-03-2020 ACV0PFEINFP6000  Annjanette Data Entry: Initial Entry09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

16:04:50
(UTC-07:00)
Mountain Time (US
& Canada)

Kemp
(pfe.akemp)

YES

1.k

Date Location User Value Reason

Sep-08-2020 11:50:11
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Line/MH
Number:

11

Medical H
istory Ter
m:

AUGMENTIN
INTOLERAN
CE

Start Date
:

UNK/UNK/20
17

Ongoing: YES

Transcription
Error

Sep-04-2020 19:15:19
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/M
H Numb
er:

11

Medical
History
Term:

AUGMENTIN I
NTOLERANCE-
OSCILLOPSIA

Start Da
te:

UNK/UNK/2017

Ongoing
:

YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.k Line/MH Number:

Date Location User Value Reason

Sep-04-2020 19:15:19
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
11

Initial Entry

1.k Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-08-2020 11:50:11
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
AUGMENTIN INTOLERA
NCE

Transcription
Error

Sep-04-2020 19:15:19
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
AUGMENTIN INTOLERA
NCE-OSCILLOPSIA

Initial Entry

1.k Start Date:

Date Location User Value Reason

Sep-04-2020 19:15:19
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
UNK/UNK/2017

Initial Entry

1.k Ongoing:

Date Location User Value Reason

Sep-14-2020 05:01:06
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Daria Madar
Jacobson
(pfe.madard)

Query 1: Closed new query will be
issued, incorrect
place.

Sep-10-2020 11:23:09
(UTC-07:00)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 1: Answered infectious09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Mountain Time (US
& Canada)

Sep-10-2020 00:22:59
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Daria Madar
Jacobson
(pfe.madard)

Query 1: Reissued:Opened GPDCLIN: Can
you please clarify
the etiology for
this ongoing
meningitis (
infectious,
autoimmune,
neoplastic?).

Sep-08-2020 11:50:30
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 1: Answered ongoing

Sep-07-2020 05:33:04
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Daria Madar
Jacobson
(pfe.madard)

Query 1: Opened GPDCLIN:
history of
meningitis is
listed as ongoing.
Please provide an
end date or
clarify.

Sep-04-2020 19:15:19
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

1.l

Date Location User Value Reason

Sep-04-2020 19:16:12
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

12

Medical History
Term:

SLEEP AP
NEA

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Start Date: Mar/31/201
2

Ongoing: YES

1.l Line/MH Number:

Date Location User Value Reason

Sep-04-2020 19:16:12
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
12

Initial Entry

1.l Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-04-2020 19:16:12
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
SLEEP APNEA

Initial Entry

1.l Start Date:

Date Location User Value Reason

Sep-04-2020 19:16:12
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Mar/31/2012

Initial Entry

1.l Ongoing:

Date Location User Value Reason

Sep-04-2020 19:16:12
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

1.m09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Sep-04-2020 19:16:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

13

Medical Hist
ory Term:

ACTINIC KE
RATOSIS

Start Date: UNK/UNK/2
010

Ongoing: YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.m Line/MH Number:

Date Location User Value Reason

Sep-04-2020 19:16:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
13

Initial Entry

1.m Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-04-2020 19:16:58
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
ACTINIC KERATOSIS

Initial Entry

1.m Start Date:

Date Location User Value Reason

Sep-04-2020 19:16:58
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
UNK/UNK/2010

Initial Entry

1.m Ongoing:

Date Location User Value Reason

Sep-04-2020 19:16:58
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

1.n

Date Location User Value Reason

Sep-04-2020 19:17:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/M 14

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

H Numb
er:

Medical
History
Term:

HISTORY OF DI
VERTICULITIS-N
O SYMPTOMS

Start Da
te:

UNK/UNK/2010

Ongoing
:

YES
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.n Line/MH Number:

Date Location User Value Reason

Sep-04-2020 19:17:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
14

Initial Entry

1.n Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-04-2020 19:17:55
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
HISTORY OF DIVERTICU
LITIS-NO SYMPTOMS

Initial Entry

1.n Start Date:

Date Location User Value Reason

Sep-04-2020 19:17:55
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
UNK/UNK/2010

Initial Entry

1.n Ongoing:

Date Location User Value Reason

Sep-04-2020 19:17:55
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

1.o

Date Location User Value Reason

Sep-04-2020 19:18:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb 15

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

er:

Medical Histor
y Term:

LEFT HIP
PAIN

Start Date: UNK/UNK
/2014

Ongoing: YES

09
01

77
e1

96
ae

3f
a4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134734



Page 122 of 205

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.o Line/MH Number:

Date Location User Value Reason

Sep-04-2020 19:18:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
15

Initial Entry

1.o Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-04-2020 19:18:14
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
LEFT HIP PAIN

Initial Entry

1.o Start Date:

Date Location User Value Reason

Sep-04-2020 19:18:14
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
UNK/UNK/2014

Initial Entry

1.o Ongoing:

Date Location User Value Reason

Sep-04-2020 19:18:14
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.p

Date Location User Value Reason

Sep-04-2020 19:18:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

16

Medical Hist
ory Term:

LEFT SHOUL
DER PAIN

Start Date: Aug/19/2011

Ongoing: YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.p Line/MH Number:

Date Location User Value Reason

Sep-04-2020 19:18:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
16

Initial Entry

1.p Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-04-2020 19:18:55
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
LEFT SHOULDER PAIN

Initial Entry

1.p Start Date:

Date Location User Value Reason

Sep-04-2020 19:18:55
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Aug/19/2011

Initial Entry

1.p Ongoing:

Date Location User Value Reason

Sep-04-2020 19:18:55
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

1.q

Date Location User Value Reason

Sep-04-2020 19:19:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/M 17

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

H Num
ber:

Medical
History
Term:

ARTHRITIS OF C
ARPOMETACARP
AL JOINT LEFT T
HUMB

Start D
ate:

UNK/UNK/2019

Ongoin
g:

YES

09
01

77
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ae
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.q Line/MH Number:

Date Location User Value Reason

Sep-04-2020 19:19:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
17

Initial Entry

1.q Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Feb-22-2021
03:15:01
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Daria Madar
Jacobson
(pfe.madard)

Query 1: Closed Response satisfies
query

Feb-19-2021
15:06:29
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 1: Answered confirmed

Feb-14-2021
10:07:53
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Daria Madar
Jacobson
(pfe.madard)

Query 1: Opened GPDCLIN: Subject
has arthritis and
arthralgia involving
many joints. Please
confirm subject did
not receive any
prohibited systemic
immunosuppressive
therapy (exc #13)
prior to study entry.

Sep-04-2020
19:19:39
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
ARTHRITIS OF CARPO
METACARPAL JOINT L
EFT THUMB

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.q Start Date:

Date Location User Value Reason

Sep-04-2020 19:19:39
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
UNK/UNK/2019

Initial Entry

1.q Ongoing:

Date Location User Value Reason

Sep-04-2020 19:19:39
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

1.r

Date Location User Value Reason

Sep-04-2020 19:20:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/M
H Num
ber:

18

Medical
History
Term:

BILATERAL IMPA
CTED CERUM OF
EARS-INTERMIT
TENT

Start D
ate:

UNK/UNK/2000

Ongoin
g:

YES

Initial Entry

09
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a4
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.r Line/MH Number:

Date Location User Value Reason

Sep-04-2020 19:20:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
18

Initial Entry

1.r Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-04-2020 19:20:15
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
BILATERAL IMPACTED C
ERUM OF EARS-INTERMI
TTENT

Initial Entry

1.r Start Date:

Date Location User Value Reason

Sep-04-2020 19:20:15
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
UNK/UNK/2000

Initial Entry

1.r Ongoing:

Date Location User Value Reason

Sep-04-2020 19:20:15
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

1.s

Date Location User Value Reason

Sep-09-2020
10:39:14
(UTC-07:00)

ACV0PFEINFP6000  Mikaela
Jones
(pfe mjones)

Data Entry:
Line/MH 19

Transcription
Error09

01
77

e1
96

ae
3f

a4
\F

in
al
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in

al
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n:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Mountain Time (US
& Canada)

Number:

Medical H
istory Ter
m:

Clostridium dif
ficile Infection

Start Date
:

Apr/10/2019

Ongoing: NO
End Date:

May/UNK/
2019

Sep-09-2020
09:35:56
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
Line/MH N
umber:

19

Medical Hi
story Term
:

Clostridium di
fficile Infectio
n

Start Date: Apr/10/2019

Ongoing: NO

Transcription
Error

Sep-09-2020
09:33:46
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
Line/MH N
umber:

19

Medical Hi
story Term
:

Clostridium di
fficile Infectio
n

Start Date: Apr/10/2019

Ongoing: YES

Transcription
Error

Sep-08-2020 11:51:41
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
Line/MH Nu
mber:

19

Medical Histo
ry Term:

Clostridium
difficile

Start Date: Apr/10/201
9

Transcription
Error
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Ongoing: YES

Sep-04-2020
19:20:37
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

19

Medical History
Term:

C-DIFF

Start Date: Apr/10/2
019

Ongoing: YES

Initial Entry

09
01

77
e1

96
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\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134743



Page 131 of 205
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.s Line/MH Number:

Date Location User Value Reason

Sep-04-2020 19:20:37
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
19

Initial Entry

1.s Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-09-2020
12:27:50
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query
2: Clo
sed

Discrepancy has
been closed.

Sep-09-2020
09:33:46
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
2: An
swere
d

Transcription
Error

Sep-09-2020
09:33:46
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data
Entry
:
Clostr
idium
diffici
le Infe
ction

Transcription
Error

Sep-08-2020
22:10:49
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query
2: Op
ened

Clarify
CLOSTRIDIUM
DIFFICILE as
follows..Organism
only term. Are
you reporting
TEST? TEST
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

POSITIVE?
INFECTION? If
so, edit.
Otherwise
clarify.Thank you.

Sep-08-2020
14:24:25
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query
1: Clo
sed

Discrepancy has
been closed.

Sep-08-2020
11:51:41
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data
Entry
:
Clostr
idium
diffici
le

Transcription
Error

Sep-08-2020
11:51:18
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query
1: An
swere
d

clostridium
difficile

Sep-05-2020
10:33:45
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query
1: Op
ened

Clarify C-DIFF as
follows...Please
specify the
medical diagnosis
or procedure
being reported. If
reporting C-DIFF
COLITIS or
C-DIFF
INFECTION or
C-DIFF TOXIN
TEST or Other,
please edit as
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

such. Otherwise,
clarify. Thank
you.

Sep-04-2020
19:20:37
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data
Entry
:
C-DI
FF

Initial Entry

1.s Start Date:

Date Location User Value Reason

Sep-04-2020 19:20:37
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Apr/10/2019

Initial Entry

1.s Ongoing:

Date Location User Value Reason

Sep-10-2020 00:16:51
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Daria Madar
Jacobson
(pfe.madard)

Query 1: Closed Response satisfies
query

Sep-09-2020 10:39:14
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Mikaela
Jones
(pfe.mjones)

Data Entry:
NO

End Date:

May/UNK/2019

Transcription
Error

Sep-09-2020 09:35:56
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription
Error

Sep-09-2020 09:35:56
(UTC-07:00)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
NO

Transcription
Error
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Mountain Time (US
& Canada)

Sep-09-2020 04:19:05
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Daria Madar
Jacobson
(pfe.madard)

Query 1: Opened GPDCLIN: Please
clarify what C.
Diff ongoing
means or update
term/end date as
applicable.

Sep-04-2020 19:20:37
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry

1.t

Date Location User Value Reason

Sep-04-2020 19:21:08
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

20

Medical H
istory Ter
m:

TRIGGER FING
ER LEFT HAND

Start Date
:

UNK/UNK/2019

Ongoing: NO
End Date:

Jan/UNK/202
0

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.t Line/MH Number:

Date Location User Value Reason

Sep-04-2020 19:21:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
20

Initial Entry

1.t Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-04-2020 19:21:08
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
TRIGGER FINGER LEFT H
AND

Initial Entry

1.t Start Date:

Date Location User Value Reason

Sep-04-2020 19:21:08
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
UNK/UNK/2019

Initial Entry

1.t Ongoing:

Date Location User Value Reason

Sep-04-2020 19:21:08
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
NO

End Date:

Jan/UNK/2020

Initial Entry

1.u

Date Location User Value Reason

Feb-11-2021 08:18:47
(UTC-07:00) Mountain

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Initial Entry09
01
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada) Line/MH Numb
er:

21

Medical Histor
y Term:

diverticulos
is

Start Date: UNK/UNK
/2010

Ongoing: YES
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.u Line/MH Number:

Date Location User Value Reason

Feb-11-2021 08:18:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
21

Initial Entry

1.u Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Feb-11-2021 08:18:47
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
diverticulosis

Initial Entry

1.u Start Date:

Date Location User Value Reason

Feb-11-2021 08:18:47
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
UNK/UNK/2010

Initial Entry

1.u Ongoing:

Date Location User Value Reason

Feb-11-2021 08:18:47
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
YES

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1.v

Date Location User Value Reason

Feb-11-2021 08:19:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

22

Medical Histo
ry Term:

atherosclerosi
s of aorta

Start Date: Apr/23/2019

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

3f
a4
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in

al
\F
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al

 O
n:
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

1.v Line/MH Number:

Date Location User Value Reason

Feb-11-2021 08:19:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
22

Initial Entry

1.v Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Feb-11-2021 08:19:24
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
atherosclerosis of aorta

Initial Entry

1.v Start Date:

Date Location User Value Reason

Feb-11-2021 08:19:24
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Apr/23/2019

Initial Entry

1.v Ongoing:

Date Location User Value Reason

Feb-11-2021 08:19:24
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
YES

Initial Entry

1.w

Date Location User Value Reason

Feb-11-2021 08:19:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu 23

Initial Entry

09
01

77
e1

96
ae

3f
a4

\F
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al
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al
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

mber:

Medical Histo
ry Term:

coronary arter
y disease

Start Date: Apr/23/2019

Ongoing: YES

1.w Line/MH Number:

Date Location User Value Reason

Feb-11-2021 08:19:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
23

Initial Entry

1.w Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Feb-11-2021 08:19:53
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
coronary artery disease

Initial Entry

1.w Start Date:

Date Location User Value Reason

Feb-11-2021 08:19:53
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Apr/23/2019

Initial Entry

1.w Ongoing:

Date Location User Value Reason

Feb-11-2021 08:19:53
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
YES

Initial Entry

09
01

77
e1
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ae
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a4
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Sep-03-2020 16:05:48
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Sep/3/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Sep-03-2020 16:05:48
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
164.6

Initial Entry

3. Unit:

Date Location User Value Reason

Sep-03-2020 16:05:48
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
LB

Initial Entry

4. Height:

Date Location User Value Reason

Sep-03-2020 16:05:48
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
72.0

Initial Entry

5. Unit:

Date Location User Value Reason09
01

77
e1

96
ae

3f
a4
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al
\F
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al
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n:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Sep-03-2020 16:05:48
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
in

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Sep-03-2020 16:05:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
22.3

Initial Entry

7.a

Date Location User Value Reason

Sep-03-2020 16:05:48
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Record Identifi
er::

1

Temperature: 97.8

Temperature U
nit:

F

Temperature L
ocation::

ORAL CA
VITY

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Sep-03-2020 16:05:48
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Sep-03-2020 16:05:48
(UTC-07:00)
Mountain Time (US &

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
97.8

Initial Entry

09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Canada)

7.a Unit:

Date Location User Value Reason

Sep-03-2020 16:05:48
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
F

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Sep-03-2020 16:05:48
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
ORAL CAVITY

Initial Entry

09
01

77
e1

96
ae
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a4
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Randomization Date :

Date Location User Value Reason

Sep-03-2020 16:06:30
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Sep/3/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Sep-03-2020 16:06:30
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
249592

Initial Entry

09
01
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-03-2020 16:15:10
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-03-2020 16:15:10
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-03-2020 16:15:49
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-03-2020 16:15:10
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and
correct as
appropriate.

Sep-03-2020 16:15:10
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Date of Collection:

Sep/3/2020

Initial Entry

09
01

77
e1

96
ae

3f
a4

\F
in

al
\F
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al
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a

Date Location User Value Reason

Sep-03-2020 16:15:49
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Sample ID: BP9GLP

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-03-2020 16:15:49
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
BP9GLP

Initial Entry

5.b

Date Location User Value Reason

Sep-03-2020 16:15:57
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Sample ID: BP9GLR

Initial Entry

5.b Sample ID

Date Location User Value Reason

Sep-03-2020 16:15:57
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
BP9GLR

Initial Entry

5.c

Date Location User Value Reason

Sep-03-2020 16:16:08
(UTC-07:00)

ACV0PFEINFP6000  Annjanette
Kemp

Data Entry:
Sample ID: BP9GLS

Initial Entry09
01

77
e1

96
ae

3f
a4

\F
in

al
\F

in
al
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Mountain Time (US &
Canada)

(pfe.akemp)

5.c Sample ID

Date Location User Value Reason

Sep-03-2020 16:16:08
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
BP9GLS

Initial Entry

5.d

Date Location User Value Reason

Sep-03-2020 16:16:33
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Sample ID: BRTSDH

Initial Entry

5.d Sample ID

Date Location User Value Reason

Sep-03-2020 16:16:33
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
BRTSDH

Initial Entry

5.e

Date Location User Value Reason

Sep-03-2020 16:16:50
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Sample ID: BRTS80

Initial Entry

09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.e Sample ID

Date Location User Value Reason

Sep-03-2020 16:16:50
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
BRTS80

Initial Entry

09
01

77
e1

96
ae

3f
a4

\F
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-03-2020 16:17:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-03-2020 16:17:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-03-2020 16:17:35
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-03-2020 16:17:24
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and
correct as
appropriate.

Sep-03-2020 16:17:24
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Date of Collection:

Sep/3/2020

Initial Entry

09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a

Date Location User Value Reason

Sep-03-2020 16:17:35
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Sample ID: BP9G3N

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-03-2020 16:17:35
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
BP9G3N

Initial Entry

09
01
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e1

96
ae

3f
a4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134763



Page 151 of 205

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-03-2020 16:07:18
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-03-2020 16:07:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-03-2020 16:07:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Sep-03-2020 16:07:18
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
Sep/3/2020 11:51

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-03-2020 16:07:18
(UTC-07:00) Mountain

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada)

6. Body Side:

Date Location User Value Reason

Sep-03-2020 16:07:18
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Sep-03-2020 16:07:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-03-2020 16:07:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIE
D OBSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Sep-03-2020 16:07:18
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
YES

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Sep-03-2020 16:07:34
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
NO - REACTOGENICITY E
-DIARY NOT COLLECTED
FOR THIS SUBJECT

Initial Entry
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e1

96
ae

3f
a4
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***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-22-2020 14:06:56
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe.kmarti)

Data Entry:
Sep/22/2020

Initial Entry

09
01

77
e1

96
ae

3f
a4
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***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date:

Date Location User Value Reason

Sep-22-2020 14:07:47
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe.kmarti)

Data Entry:
Sep/22/2020

Initial Entry

2.a

Date Location User Value Reason

Sep-22-2020 14:07:47
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe.kmarti)

Data Entry:
Record Identifi
er::

1

Temperature: 97.9

Temperature U
nit:

F

Temperature L
ocation::

ORAL CA
VITY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Sep-22-2020 14:07:47
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe.kmarti)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Sep-22-2020 14:07:47
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe.kmarti)

Data Entry:
97.9

Initial Entry
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e1

96
ae

3f
a4
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

2.a Unit:

Date Location User Value Reason

Sep-22-2020 14:07:47
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe.kmarti)

Data Entry:
F

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Sep-22-2020 14:07:47
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe.kmarti)

Data Entry:
ORAL CAVITY

Initial Entry

09
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e1

96
ae

3f
a4
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***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-22-2020 14:08:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-22-2020 14:08:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-22-2020 14:13:09
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-22-2020 14:08:11
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-22-2020 14:08:11
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe.kmarti)

Data Entry:
YES

Date of Collection:

Sep/22/2020

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a

Date Location User Value Reason

Sep-22-2020 14:13:09
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe.kmarti)

Data Entry:
Sample ID: BP9G83

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-22-2020 14:13:09
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe.kmarti)

Data Entry:
BP9G83

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-22-2020 14:09:35
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe.kmarti)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-22-2020 14:09:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-22-2020 14:09:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Sep-22-2020 14:09:35
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe.kmarti)

Data Entry:
Sep/22/2020 10:00

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-22-2020 14:09:35
(UTC-07:00) Mountain

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada)

6. Body Side:

Date Location User Value Reason

Sep-22-2020 14:09:35
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe.kmarti)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Sep-22-2020 14:09:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-22-2020 14:09:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIE
D OBSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Sep-22-2020 14:09:35
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe.kmarti)

Data Entry:
YES

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-27-2020 13:15:32
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Laurie Hawes
(pfe.hawesl01)

Query 1: Closed Response
satisfies query

Oct-27-2020 09:57:38
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 1: Answered Changed data per
query

Oct-24-2020 10:30:59
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Prithvee R
(pfe.rp21)

Query 1: Opened As per CRF
guidelines, the
treatment period
is defined as 1st
vaccination visit
through the
1-month post
vaccination visit
after the 2nd
vaccination.
Hence, please
complete
treatment
disposition CRF
and update date
of EOT to match
the date the Visit
3.

Oct-20-2020 19:17:58
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Krista Marti
(pfe.kmarti)

Data Entry:
Oct/20/2020

Initial Entry

09
01

77
e1

96
ae

3f
a4
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***Confidential***

 

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-20-2020 19:18:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-24-2020 08:36:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Balaji
Prabu R
(pfe.rb01)

Query 1: Closed Query raised in
hidden items

Oct-24-2020 07:02:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Prithvee
R
(pfe.rp21)

Query 1: Opened As per CRF
guidelines, the
treatment period is
defined as 1st
vaccination visit
through the
1-month post
vaccination visit
after the 2nd
vaccination.
Hence, please
complete
treatment
disposition CRF
and update date of
EOT to match the
date the Visit 3.

Oct-20-2020 19:18:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?
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***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Oct-20-2020 19:22:22
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-20-2020 19:18:09
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-20-2020 19:18:09
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe.kmarti)

Data Entry:
YES

Date of Collection:

Oct/20/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-20-2020 19:22:22
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe.kmarti)

Data Entry:
Sample ID: BR9FMF

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-20-2020 19:22:22
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe.kmarti)

Data Entry:
BR9FMF

Initial Entry

5.b

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-20-2020 19:23:08
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe.kmarti)

Data Entry:
Sample ID: BKYCY0

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-20-2020 19:23:08
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe.kmarti)

Data Entry:
BKYCY0

Initial Entry

5.c

Date Location User Value Reason

Oct-20-2020 19:24:06
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe kmarti)

Data Entry:
Sample ID: BKYCTK

Transcription
Error

Oct-20-2020 19:23:26
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe kmarti)

Data Entry:
Sample ID: BKYCTK

Initial Entry

09
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.c Sample ID

Date Location User Value Reason

Oct-20-2020 19:24:06
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Closed Close Auto Query

Oct-20-2020 19:24:06
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Oct-20-2020 19:24:06
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Krista
Marti
(pfe kmarti)

Data Entry:
BKYCTK

Transcription
Error

Oct-20-2020 19:23:26
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened Entered text has
either a carriage
return (line break)
or extra spaces at
the end of the text
or between words.
Please correct by
removing all data
in the field and
re-enter without
adding extra
spaces or using
enter or tab keys.

Oct-20-2020 19:23:26
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Barcode is not 6
characters in
length. Please
review and correct
as appropriate.

Oct-20-2020 19:23:26
(UTC-07:00)
Mountain Time (US &

ACV0PFEINFP6000  Krista
Marti
(pfe kmarti)

Data Entry:
BKYCTK

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Canada)
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***Confidential***

 

Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-27-2020 09:57:18
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Oct/20/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-27-2020 09:57:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Oct-27-2020 09:57:18
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
COMPLETED

Initial Entry
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Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Jan-21-2021 10:17:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Dylan
Owen
(pfe.dowen)

Form Created
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Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Category:

Date Location User Value Reason

Jan-21-2021 10:17:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Jan-21-2021 10:17:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-25-2021
16:37:22
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response satisfies
query

Feb-11-2021
14:11:35
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 1: Answered Original value is
correct

Feb-02-2021
09:42:14
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Closed Response satisfies
query

Feb-02-2021
09:41:41
(UTC-07:00)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Reissued:Opened Clinical SAE
update (01Feb21)
does not report MI
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South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Mountain Time (US
& Canada)

(23Apr19) or
Hypertension (?
start) in the SAE
Med History
section; please
update.

Feb-01-2021
15:51:30
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 1: Answered updated on SAE
form

Feb-01-2021
15:51:13
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 2: Answered updated on sae
form

Jan-27-2021 15:19:00
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Reissued:Opened Clinical Thank
you; however SAE
report does not
specify if
sigmoidectomy
was performed on
31Dec20 or
01Jan21.

Jan-27-2021 15:18:03
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Reissued:Opened CLINICAL
Subject
undergoing
hemicolectomy
surgery; CV
history would be
relevant for
surgical risk

Jan-25-2021 15:20:33
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 1: Answered not ongoing or
deemed related to
SAE, not included
per form
instructions09
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-25-2021 15:19:07
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 2: Answered updated SAE form
completed

Jan-25-2021 08:01:34
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Opened Clinical SAE
report states
subject underwent
sigmoidectomy;
however, no date
is recorded. Please
submit a SAE
safety update with
the date of surgery
for the SAE event.

Jan-25-2021 08:00:23
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened CLINICAL Past
Med Hx shows an
even Myocardial
Infarction on
23Apr2019;
however, SAE
med history does
not include this.
Please review for
clinical relevance
to surgical
procedure risk, and
update SAE med
Hx if appropriate

Jan-21-2021 10:17:43
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
worsening of diverticulitis

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Jan-21-2021 10:17:43
(UTC-07:00)

ACV0PFEINFP6000  Dylan
Owen

Data Entry:
Dec/31/2020 UNK:UNK

Initial Entry
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Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Mountain Time (US &
Canada)

(pfe.dowen)

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-28-2021 18:50:51
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response
satisfies query

Feb-26-2021 15:41:34
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered updated per
query

Feb-26-2021 15:41:34
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Annjanette
Kemp
(pfe.akemp)

Data Entry:
NO

End Date Time:

Jan/2/2021 UNK:UNK

updated per
query

Feb-25-2021 16:40:33
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened Clinical - Stop
date is 03Jan21;
however, SAE
stop date is
02Jan21. Please
review,
harmonize
reporting, and
update stop date
in the appropriate
location

Jan-21-2021 10:17:43
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
NO

End Date Time:

Jan/3/2021 UNK:UNK

Initial Entry

6. Toxicity Grade:09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Date Location User Value Reason

Jan-21-2021 10:17:43
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
2

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or
significant disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize
subject and may require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Feb-02-2021
09:34:33
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Closed Response satisfies
query

Feb-01-2021
15:50:04
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 2: Answered It is known that I
have no record of
a covid test. that is
different than
knowing that no
test was
performed.

Jan-27-2021
15:15:53
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Reissued:Open
ed

Clinical – Thank
you. If NO
hospital COVID
test was
performed is
known, please
submit this
information on a
follow-up SAE
form, as pertinent
information for
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Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

this trial.

Jan-25-2021
15:19:58
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Query 2: Answered no covid test
results in records
received

Jan-25-2021
12:16:41
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Erik Sundgaard
(pfe.sundgaardea)

Query 2: Opened Clinical COVID
test status (yes/no)
during Hosp was
not reported in the
SAE. Please
submit a
follow-up SAE
form
[#2021051741] to
document if
COVID testing
was performed
(YES/NO or info
not available) and
if yes, the date
and results.

Jan-25-2021
07:58:10
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Candidate Clinical COVID
test status (yes/no)
during Hosp was
not reported in the
SAE. Please
submit a
follow-up SAE
form
[#2021051741] to
document if
COVID testing
was performed
(YES/NO or info
not available) and
if yes, the date
and results.09

01
77

e1
96

ae
3f

a4
\F

in
al

\F
in

al
 O

n:
 0

1-
A

pr
-2

02
1 

05
:2

0 
(G

M
T

)

FDA-CBER-2021-5683-0134787



Page 175 of 205

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
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South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-25-2021
03:26:41
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Jan-21-2021
10:17:43
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE worsening
of diverticulitis:
Response to "Is
the adverse event
serious?" is 'Yes'
but "Serious
Adverse Event
Number" is blank.

Jan-21-2021
10:17:43
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Dylan Owen
(pfe.dowen)

Data Entry:
YES

Is this serious event ass
ociated with congenital
anomaly or birth defect
?

NO

Did this serious event r
esult in death?

NO

Did this serious event r
equire or prolong hospi
talization?

YES

Did this serious event r
esult in persistent or si
gnificant disability/inca
pacity?

NO

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Is this serious event lif
e threatening?

NO

Other medically import
ant serious event

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Jan-21-2021 10:17:43
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Jan-21-2021 10:17:43
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NOT RELATED

If Not Related to study treat
ment(s), this event is due to:

OTHER

If Other, specify:

underlying illness

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Jan-21-2021 10:17:43
(UTC-07:00)
Mountain Time (US &

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NOT APPLICABLE

Initial Entry
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Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Canada)

11. Was a Concomitant Medication given?

Date Location User Value Reason

Jan-21-2021 10:17:43
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Jan-21-2021 10:17:43
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
YES

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Jan-21-2021 10:17:43
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Jan-21-2021 10:17:43
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Jan-25-2021 03:26:41
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2021051741

Initial Entry
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Form Version: 22-Apr-2020 21:03 Form Status:

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

Date Location User Value Reason

Oct-22-2020 19:34:37
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Dylan
Owen
(pfe.dowen)

Form Created

09
01

77
e1

96
ae

3f
a4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134792



Page 180 of 205

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History
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Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Oct-22-2020 19:34:37
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

2. Category:

Date Location User Value Reason

Oct-22-2020 19:34:37
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATIONS

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Oct-22-2020 19:34:37
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NO

Initial Entry

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is
unknown, enter the full trade or proprietary name. Include clarifying information in the Medication text (e.g.,
Ingredient(s), route, use, formulation).

Date Location User Value Reason

Oct-22-2020 19:34:37
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
influenza vaccine

Initial Entry

5. Date:

Date Location User Value Reason
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Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Oct-22-2020 19:34:37
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Oct/8/2020

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-15-2021 10:33:04
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Madison
Ellis
(pfe mellis)

Data Entry:
Jan/19/2021

Initial Entry

09
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e1
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ae

3f
a4
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Feb-19-2021
15:03:33
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Feb-15-2021
19:59:22
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Madhan Babu
(pfe.babum05)

Query 1: Opened The response
indicates
participant was
unblinded,
however the
TREATMENT
UNBLINDED
date is missing in
the DISP visit.
Please complete
this date.

Feb-15-2021
10:33:53
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate The response
indicates
participant was
unblinded,
however the
TREATMENT
UNBLINDED
date is missing in
the DISP visit.
Please complete
this date.

Feb-15-2021
10:33:53
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Madison Ellis
(pfe.mellis)

Data Entry:
Participant is willing to ret
urn for Vaccination 3

Participant is:

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

eligible per local/nation
al recommendations an
d confirmed to have rec
eived only placebo at V
accination 1/2

09
01

77
e1

96
ae

3f
a4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134797



Page 185 of 205

***Confidential***

 

Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Feb-19-2021 15:03:33
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Jan/19/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Feb-19-2021 15:03:33
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
ASSESS ELIGIBILITY FOR
ADDITIONAL VACCINATI
ON

Initial Entry

09
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e1
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-15-2021 10:34:24
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Madison
Ellis
(pfe mellis)

Data Entry:
Feb/15/2021

Initial Entry

09
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e1
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ae

3f
a4
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION -
eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Consent Was:

Date Location User Value Reason

Feb-15-2021 10:34:35
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Madison
Ellis
(pfe mellis)

Data Entry:
OBTAINED

Date Written Consent Obtai
ned

Feb/15/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Feb-15-2021 10:34:56
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Madison
Ellis
(pfe mellis)

Data Entry:
Feb/15/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Feb-15-2021 10:34:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
REPEAT SCREENING 1

Initial Entry

3. Status:

Date Location User Value Reason

Feb-15-2021 10:34:56
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Madison
Ellis
(pfe mellis)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-15-2021 10:35:12
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-15-2021 10:35:12
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-15-2021 10:35:27
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Feb-15-2021 10:35:12
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Feb-15-2021 10:35:12
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Madison
Ellis
(pfe.mellis)

Data Entry:
YES

Date of Collection:

Feb/15/2021

Initial Entry

09
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a

Date Location User Value Reason

Feb-15-2021 10:35:27
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Madison
Ellis
(pfe mellis)

Data Entry:
Sample ID: BR6208

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-15-2021 10:35:27
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Madison
Ellis
(pfe mellis)

Data Entry:
BR6208

Initial Entry

5.b

Date Location User Value Reason

Feb-15-2021 10:35:49
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Madison
Ellis
(pfe mellis)

Data Entry:
Sample ID: BSJ3YL

Initial Entry

5.b Sample ID

Date Location User Value Reason

Feb-15-2021 10:35:49
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Madison
Ellis
(pfe mellis)

Data Entry:
BSJ3YL

Initial Entry

5.c

Date Location User Value Reason

Feb-15-2021 10:36:14
(UTC-07:00)

ACV0PFEINFP6000  Madison
Ellis

Data Entry:
Sample ID: BSJ4B4

Initial Entry09
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Mountain Time (US &
Canada)

(pfe mellis)

5.c Sample ID

Date Location User Value Reason

Feb-15-2021 10:36:14
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Madison
Ellis
(pfe mellis)

Data Entry:
BSJ4B4

Initial Entry

09
01

77
e1

96
ae

3f
a4

\F
in
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\F

in
al

 O
n:
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-15-2021 10:36:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-15-2021 10:36:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-15-2021 10:37:12
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Feb-15-2021 10:36:59
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Feb-15-2021 10:36:59
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Madison
Ellis
(pfe.mellis)

Data Entry:
YES

Date of Collection:

Feb/15/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a

Date Location User Value Reason

Feb-15-2021 10:37:12
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Madison
Ellis
(pfe mellis)

Data Entry:
Sample ID: BR9FFR

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-15-2021 10:37:12
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Madison
Ellis
(pfe mellis)

Data Entry:
BR9FFR

Initial Entry

09
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e1

96
ae
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a4

\F
in

al
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Feb-15-2021 10:38:16
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Madison
Ellis
(pfe mellis)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Feb-15-2021 10:38:16
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Feb-15-2021 10:38:16
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Feb-15-2021 10:38:16
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Madison
Ellis
(pfe mellis)

Data Entry:
Feb/15/2021 09:28

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Feb-15-2021 10:38:16
(UTC-07:00) Mountain

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada)

6. Body Side:

Date Location User Value Reason

Feb-15-2021 10:38:16
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Madison
Ellis
(pfe mellis)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Feb-15-2021 10:38:16
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Feb-15-2021 10:38:16
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Feb-15-2021 10:38:16
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Feb-15-2021 10:38:16
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Feb-15-2021 10:38:16
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Madison
Ellis
(pfe mellis)

Data Entry:
YES

Initial Entry

09
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-08-2021 10:33:52
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Madison
Ellis
(pfe mellis)

Data Entry:
Mar/8/2021

Initial Entry
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e1
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a4
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Data Origin

Date Location User Value Reason

Mar-08-2021 10:37:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Mar-08-2021 10:37:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-08-2021 10:38:20
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Mar-08-2021 10:37:06
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Mar-08-2021 10:37:06
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Madison
Ellis
(pfe.mellis)

Data Entry:
YES

Date of Collection:

Mar/8/2021

Initial Entry

09
01

77
e1

96
ae

3f
a4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
0 

(G
M

T
)

FDA-CBER-2021-5683-0134811



Page 199 of 205

***Confidential***

Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

5.a

Date Location User Value Reason

Mar-08-2021 10:38:20
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Madison
Ellis
(pfe mellis)

Data Entry:
Sample ID: BR9FJ7

Initial Entry

5.a Sample ID

Date Location User Value Reason

Mar-08-2021 10:38:20
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Madison
Ellis
(pfe mellis)

Data Entry:
BR9FJ7

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Mar-08-2021 10:37:31
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Madison
Ellis
(pfe mellis)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Mar-08-2021 10:37:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Mar-08-2021 10:37:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Mar-08-2021 10:37:31
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Madison
Ellis
(pfe mellis)

Data Entry:
Mar/8/2021 09:22

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Mar-08-2021 10:37:31
(UTC-07:00) Mountain

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Time (US & Canada)

6. Body Side:

Date Location User Value Reason

Mar-08-2021 10:37:31
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Madison
Ellis
(pfe mellis)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Mar-08-2021 10:37:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Mar-08-2021 10:37:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Mar-08-2021 10:37:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Mar-08-2021 10:37:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Mar-08-2021 10:37:31
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Madison
Ellis
(pfe mellis)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Subject Status

Date Location User Value Reason

Oct-27-2020 09:57:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Sep-03-2020 16:06:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Sep-03-2020 15:55:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Jan-22-2021
09:43:03
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Gladys Noi
(pfe.noig)

Query 1: Closed Response satisfies query

Jan-21-2021
15:50:41
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Query 1: Answered Changed data per query

Jan-21-2021
03:47:02
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Opened SAE
RECON:AER#2021051741
worsening of
diverticulitis(onset
date:31Dec2020)was
reported as serious in
Safety database but missing
in AE CRF. Please confirm
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

and update CRF. If safety
update is required, submit a
follow-up SAE Form.

Oct-27-2020
09:57:18
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/20/2020

Initial Entry

Sep-03-2020
16:06:30
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sep/3/2020

Initial Entry

Sep-03-2020
15:55:31
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sep/3/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1009 Site Name: (1009) J. Lewis Research, Inc. Foothill Family Clinic
South

Subject No: 10091149 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:12

Back to Form

1. Casebook Signature

Date Location User Value Reason

Oct-22-2020 11:28:45
(UTC-07:00)
Mountain Time (US &
Canada)

ACV0PFEINFP6000  Dylan
Owen
(pfe.dowen)

Data Entry:
Click Here to Enable

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5,
STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response -
Protocol version

24 JUL 2020

2. Select appropriate response - What
cohort does the subject belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Aug/13/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Demography

1. Subject ID [10111029]

2. Birth Date: 1943

3. Sex: FEMALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): WHITE

6. Racial Designation:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/13/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation/Death

Aug/13/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Insomnia]

Start Date: UNK/UNK/2015

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Other Medical Condition]

Start Date: UNK/UNK/1998

Ongoing: NO

End Date:
UNK/UNK/1998

1.c Line/MH Number: [3]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Postmenopausal]

Start Date: UNK/UNK/1994

Ongoing: YES

1.d Line/MH Number: [4]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Overactive Bladder]

Start Date: UNK/UNK/2018

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.e Line/MH Number: [5]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Post Herpetic Neuralgia]

Start Date: Apr/10/2020

Ongoing: YES

1.f Line/MH Number: [6]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Shingles]

Start Date: Apr/1/2020

Ongoing: NO

End Date:
Apr/UNK/2020

1.g Line/MH Number: [7]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Dilation and Curettage]

Start Date: UNK/UNK/1998

Ongoing: NO

End Date:
UNK/UNK/1998

1.h Line/MH Number: [8]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Facelift]

Start Date: UNK/UNK/2001

Ongoing: NO

End Date:
UNK/UNK/2001
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.i Line/MH Number: [9]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Uterine Bleeding]

Start Date: UNK/UNK/1998

Ongoing: NO

End Date:
UNK/UNK/1998
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Aug/13/2020

2. Weight: [166.8]

3. Unit: LB

4. Height: [64.0]

5. Unit: in

6. Body Mass Index: [28.6]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [97.3]

Unit: F

Temperature Location: FOREHEAD
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Aug/13/2020

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result:

Not Done: NOT DONE

09
01

77
e1

96
ae

30
a4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
1 

(G
M

T
)

FDA-CBER-2021-5683-0134829



Page 12 of 207

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---
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eCRF Audit Trail History

Disposition

1. Randomization Date : Aug/13/2020

2. Randomization Number: [228332]

3. Randomization Group: [ ]
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Aug/13/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BN5Z5C]

5.b Sample ID [BN5Z5D]

5.c Sample ID [BN5Z5F]

5.d Sample ID [BL9NCC]

5.e Sample ID [BL9NCF]

5.f Sample ID [BL9NCD]

5.g Sample ID [BL9NCG]
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/13/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BN5Z50]
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eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/13/2020 16:47

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES
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eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

YES - REACTOGENICITY E-DIARY COLLECTED FOR THIS SUBJECT
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/31/2020

2. Erroneous Visit
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eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat fever/pain
given on the last day the Subject
Diary was completed?

NO

2.a Symptom: FEVER

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.d Symptom: CHILLS

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.e Symptom: VOMITING

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.f Symptom: DIARRHEA

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO
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2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

3. Injection Site Location: DELTOID MUSCLE

4. Injection Site Body Side: LEFT

5.a Injection Site Reaction: REDNESS

Were injection site reactions
present on the last day the Subject
Diary was completed?

NO

5.b Injection Site Reaction: SWELLING

Were injection site reactions
present on the last day the Subject
Diary was completed?

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site reactions
present on the last day the Subject
Diary was completed?

NO
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eCRF Audit Trail History

Vital Signs

1. Date: Aug/31/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [97.6]

Unit: F

Temperature Location: FOREHEAD
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eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Aug/31/2020

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result:

Not Done: NOT DONE
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/31/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BN5ZLR]
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eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/31/2020 14:13

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/1/2020

2. Erroneous Visit
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eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat fever/pain
given on the last day the Subject
Diary was completed?

NO

2.a Symptom: FEVER

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.d Symptom: CHILLS

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.e Symptom: VOMITING

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.f Symptom: DIARRHEA

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO
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2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

3. Injection Site Location: DELTOID MUSCLE

4. Injection Site Body Side: LEFT

5.a Injection Site Reaction: REDNESS

Were injection site reactions
present on the last day the Subject
Diary was completed?

NO

5.b Injection Site Reaction: SWELLING

Were injection site reactions
present on the last day the Subject
Diary was completed?

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site reactions
present on the last day the Subject
Diary was completed?

NO

09
01

77
e1

96
ae

30
a4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
1 

(G
M

T
)

FDA-CBER-2021-5683-0134844



Page 27 of 207

***Confidential***

 

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/1/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9T17]

5.b Sample ID [BP9T18]

5.c Sample ID [BP9T19]

5.d Sample ID [BL9N04]

5.e Sample ID [BL9N05]
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Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom Started: //

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Not Started
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Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or Contacts:

Health Care Utilization Other

2. Other Type of Practitioner Specify: [ ]

Health Care Utilization

3. Has the subject been hospitalized
due to potential COVID-19 illness?
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Visit

Form: ILLNESS DETAILS
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Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

3. Toxicity Grade:
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Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: Unplanned - New Unscheduled Visit Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Unplanned Assessments

1. Assessments
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Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation/Death :

Oct/1/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Disposition - Follow-Up

1. Date of
Completion/Discontinuation/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Form Version: 22-Apr-2020 21:02

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Category
AE Identif

ier
Adverse Event Start Date

Is the Adverse Event Still
Ongoing

Form Instanc
e

 1. ADVERSE EV
ENT 

1  Perforated Append
icitis 

Sep/12/2020 08:00  NO
End Date Time:

Sep/15/2020 UNK:UNK
 

Repeating
Pages

 2. ADVERSE EV
ENT 

2  Feculant Peritoniti
s 

Sep/14/2020 UNK:
UNK 

NO
End Date Time:

Sep/18/2020 UNK:UNK
 

Repeating
Pages
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Not Complete

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Perforated Appendicitis]

4. Start Date Time: Sep/12/2020 08:00

5. Is the adverse event still ongoing? NO

End Date Time:
Sep/15/2020 UNK:UNK

6. Toxicity Grade: 3

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

YES

Is this serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
YES

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Not Complete

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[Appendicitis]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment given? YES

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[2020381781]
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Feculant Peritonitis]

4. Start Date Time: Sep/14/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Sep/18/2020 UNK:UNK

6. Toxicity Grade: 3

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

YES

Is this serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[Perforated Appendicitis]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment given? YES

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[2020381781]

09
01

77
e1

96
ae

30
a4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
1 

(G
M

T
)

FDA-CBER-2021-5683-0134864



Page 47 of 207

***Confidential***

 

Header Text: c4591001
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Form Version: 17-Jul-2020 21:54

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Catego

ry
Medication Er

ror
Start Da
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Is the medication error Still O

ngoing
Study Medication Errors

Action
Form Instance

 1.           Repeating
Pages
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Form Version: 17-Jul-2020 21:54 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment given?

8. Did the Medication Error cause the
subject to be discontinued from the
study?

9. Was this medication error
associated with any adverse events?

10. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Visit: Logs Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Version: 22-Apr-2020 21:03

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defined Id

entifier
Category for Med

ication
Concomitant Medications Pr

e-specified
Name of Medic

ation
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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Visit: Logs Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defined I

dentifier
Category for Me

dication
Concomitant Medications

Pre-specified
Name of Medi

cation
Dose Descri

ption
Form Instanc

e

 1.           Repeating
Pages
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Visit: Logs Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Categor

y
Treatment Identifie

r
Con Non-Drug Treatments Pre-specifie

d
Treatmen

t
Start Dat

e
Form Instance

 1.           Repeating Pages
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Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Visit: Logs Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Transfusion Type Date of Transfusion Form Instance

 1.     Repeating Pages

09
01

77
e1

96
ae

30
a4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
1 

(G
M

T
)

FDA-CBER-2021-5683-0134873



Page 56 of 207

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Visit: Unplanned Vaccination - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: Unplanned Vaccination - Unscheduled Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Visit: Unplanned Vaccination - Unscheduled Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and Address
(Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Visit: Unplanned Vaccination - Unscheduled Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?
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Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/12/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible per local/national recommendations and confirmed to have received
only placebo at Vaccination 1/2

09
01

77
e1

96
ae

30
a4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
1 

(G
M

T
)

FDA-CBER-2021-5683-0134882



Page 65 of 207

***Confidential***

 

Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Jan/12/2021

2. Primary Reason for Unblinding: ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Death Details

1. Date of Collection / Notification of
Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Visit: V101_VAX3 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/18/2021

2. Erroneous Visit
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Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. Consent Was: OBTAINED

Date Written Consent Obtained
Jan/18/2021
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Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. Date of
Completion/Discontinuation/Death :

Jan/18/2021

2. Phase of Disposition: REPEAT SCREENING 1

3. Status: COMPLETED

4. Specify Status: [ ]
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Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Jan/18/2021

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result:

Not Done: NOT DONE
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Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Jan/18/2021

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR6BY5]

5.b Sample ID [BS08BB]

5.c Sample ID [BS08B3]
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Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Jan/18/2021

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR6BY6]
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Visit: V101_VAX3 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Jan/18/2021 15:01

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was Observed 30 MINUTES

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES
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Visit: V102_VAX4 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/8/2021

2. Erroneous Visit
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Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Feb/8/2021

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result:

Not Done: NOT DONE
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Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Feb/8/2021

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR6BZN]
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Visit: V102_VAX4 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Feb/8/2021 13:30

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was Observed 30 MINUTES

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES
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Visit: V103_MONTH1 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Mar/8/2021

2. Erroneous Visit
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Visit: V103_MONTH1 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Contact Outcome

1. Contact Type: TELEPHONE VISIT

2. Was contact made? YES

Date of Contact:
Mar/8/2021

3. Comments: [ ]
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Visit: V104_MONTH6 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V104_MONTH6 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: V105_MONTH18 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V105_MONTH18 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation/Death :

Mar/8/2021

2. Phase of Disposition: OPEN LABEL TREATMENT

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Oct/1/2020
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Susann Varano  Approved Mar-09-2021 07:59:27 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, SusannVarano, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - Comments

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Aug-13-2020 18:43:00 (UTC-05:00) Eastern
Time (US & Canada)

Linda Welch
(pfe.lwelch)

Not Applicable
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Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION - Comments

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Jan-19-2021 07:05:12 (UTC-05:00) Eastern
Time (US & Canada)

Linda Welch
(pfe.lwelch)

Not Applicable
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Susann Varano  Approved Mar-09-2021 07:59:27 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, SusannVarano, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Linda Welch  N/A Mar-08-2021 13:50:10 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Susann Varano  Approved Feb-25-2021 14:02:46 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, SusannVarano, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Linda Welch  N/A Feb-23-2021 12:39:55 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Susann Varano  Approved Feb-11-2021 10:19:46 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, SusannVarano, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Linda Welch  N/A Feb-08-2021 15:05:29 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Susann Varano  Approved Jan-28-2021 10:21:13 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, SusannVarano, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Linda Welch  N/A Jan-26-2021 13:07:35 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Susann Varano  Approved Jan-20-2021 13:34:16 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Affidavit:
By my dated signature below, I, SusannVarano, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Linda Welch  N/A Jan-18-2021 11:04:54 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Lauren
Calgreen 

Approved Oct-29-2020 17:25:00 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, LaurenCalgreen, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Linda Welch  N/A Oct-29-2020 15:46:50 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Susann Varano  Approved Oct-27-2020 11:31:34 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, SusannVarano, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.09
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Susann Varano  N/A Oct-27-2020 11:31:02 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Lauren
Calgreen 

Approved Oct-09-2020 13:58:03 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, LaurenCalgreen, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Rachel Pierce  N/A Oct-07-2020 07:10:26 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Susann Varano  Approved Oct-06-2020 13:57:43 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, SusannVarano, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Linda Welch  N/A Oct-01-2020 14:11:40 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Susann Varano  Approved Sep-10-2020 14:53:22 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, SusannVarano, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Aug-13-2020 18:42:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Aug-13-2020 18:42:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Aug-13-2020 18:42:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
OBTAINED

Date Written Consent Obtained

Aug/13/2020

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject ID

Date Location User Value Reason

Aug-13-2020 18:41:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10111029

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Aug-13-2020 18:41:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1943

Enrollment Entry

3. Sex:

Date Location User Value Reason

Aug-13-2020 18:42:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Aug-13-2020 18:42:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NOT HISPANIC OR LATINO(A)
OR OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Aug-13-2020 18:42:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
WHITE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-13-2020 18:42:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Aug/13/2020

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Aug-13-2020 23:01:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Aug/13/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Aug-13-2020 23:01:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Aug-13-2020 23:01:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Aug-13-2020 23:01:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 1

Medical History T
erm:

Insomnia

Start Date: UNK/UNK/2
015

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Aug-13-2020 23:01:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-13-2020 23:01:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Insomnia

Initial Entry

1.a Start Date:

Date Location User Value Reason

Aug-13-2020 23:01:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
UNK/UNK/2015

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Aug-13-2020 23:01:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
YES

Initial Entry

1.b
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Aug-14-2020 09:11:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Line/MH Num
ber:

2

Medical Histor
y Term:

Other Medical C
ondition

Start Date: UNK/UNK/1998

Ongoing: NO
End Date:

UNK/UNK/1
998

Changed
Information
(DELETED)

Aug-13-2020 23:02:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

2

Medical Histor
y Term:

Other Medical C
ondition

Start Date: UNK/UNK/1998

Ongoing: NO
End Date:

UNK/UNK/1
998

Initial Entry

09
01

77
e1
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ae

30
a4
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.b Line/MH Number:

Date Location User Value Reason

Aug-14-2020 09:11:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
2

Changed
Information
(DELETED)

Aug-13-2020 23:02:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-14-2020 09:11:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda Welch
(pfe.lwelch)

Data Entry:
Other Medical Condition

Changed
Information
(DELETED)

Aug-13-2020 23:02:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Other Medical Condition

Initial Entry

1.b Start Date:

Date Location User Value Reason

Aug-14-2020 09:11:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda Welch
(pfe.lwelch)

Data Entry:
UNK/UNK/1998

Changed
Information
(DELETED)

Aug-13-2020 23:02:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
UNK/UNK/1998

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Aug-14-2020 09:11:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda Welch
(pfe.lwelch)

Data Entry:
NO

End Date:

UNK/UNK/1998

Changed
Information
(DELETED)

Aug-13-2020 23:02:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
NO

End Date:

Initial Entry

09
01

77
e1
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

UNK/UNK/1998

1.c

Date Location User Value Reason

Aug-13-2020 23:03:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 3

Medical History T
erm:

Postmenopau
sal

Start Date: UNK/UNK/1
994

Ongoing: YES

Initial Entry

1.c Line/MH Number:

Date Location User Value Reason

Aug-13-2020 23:03:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-13-2020 23:03:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Postmenopausal

Initial Entry

1.c Start Date:

Date Location User Value Reason

Aug-13-2020 23:03:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
UNK/UNK/1994

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Aug-13-2020 23:03:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
YES

Initial Entry

1.d09
01

77
e1

96
ae

30
a4

\F
in

al
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Aug-13-2020 23:03:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

4

Medical History
Term:

Overactive Bla
dder

Start Date: UNK/UNK/20
18

Ongoing: YES

Initial Entry

1.d Line/MH Number:

Date Location User Value Reason

Aug-13-2020 23:03:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-13-2020 23:03:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Overactive Bladder

Initial Entry

1.d Start Date:

Date Location User Value Reason

Aug-13-2020 23:03:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
UNK/UNK/2018

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Aug-13-2020 23:03:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
YES

Initial Entry

1.e

Date Location User Value Reason

Aug-14-2020 07:48:06 ACV0PFEINFP6000  Rachel Data Entry: Transcription Error
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00) Eastern
Time (US & Canada)

Pierce
(pfe.spierce)

Line/MH Num
ber:

5

Medical Histor
y Term:

Post Herpetic N
euralgia

Start Date: Apr/10/2020

Ongoing: YES

Aug-13-2020 23:04:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

5

Medical Histor
y Term:

Post Herpatic N
euralgia

Start Date: Apr/10/2020

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

30
a4
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.e Line/MH Number:

Date Location User Value Reason

Aug-13-2020 23:04:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-14-2020
08:43:16
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query 1: Close
d

Discrepancy has
been closed.

Aug-14-2020
07:48:06
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Ans
wered

Transcription
Error

Aug-14-2020
07:48:06
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Rachel Pierce
(pfe.spierce)

Data Entry:
Post Herpetic
Neuralgia

Transcription
Error

Aug-14-2020
00:37:54
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query 1: Open
ed

Clarify the term
POST
HERPATIC
NEURALGIA as
follows. Should
spelling be
POST
HERPETIC
NEURALGIA?
If so, edit as
such. Otherwise,
clarify. Thank
you.

Aug-13-2020
23:04:28
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Post Herpatic
Neuralgia

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.e Start Date:

Date Location User Value Reason

Aug-13-2020 23:04:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Apr/10/2020

Initial Entry

1.e Ongoing:

Date Location User Value Reason

Aug-13-2020 23:04:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
YES

Initial Entry

1.f

Date Location User Value Reason

Aug-13-2020 23:04:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

6

Medical History T
erm:

Shingles

Start Date: Apr/1/2020

Ongoing: NO
End Date:

Apr/UNK/2
020

Initial Entry

09
01

77
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.f Line/MH Number:

Date Location User Value Reason

Aug-13-2020 23:04:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-13-2020 23:04:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Shingles

Initial Entry

1.f Start Date:

Date Location User Value Reason

Aug-13-2020 23:04:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Apr/1/2020

Initial Entry

1.f Ongoing:

Date Location User Value Reason

Aug-13-2020 23:04:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
NO

End Date:

Apr/UNK/2020

Initial Entry

1.g

Date Location User Value Reason

Aug-13-2020 23:06:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

7

Medical History
Term:

Dilation and Cur
ettage

Start Date: UNK/UNK/1998

Initial Entry

09
01

77
e1
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\F
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Ongoing: NO
End Date:

UNK/UNK/1
998

1.g Line/MH Number:

Date Location User Value Reason

Aug-13-2020 23:06:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-13-2020 23:06:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Dilation and Curettage

Initial Entry

1.g Start Date:

Date Location User Value Reason

Aug-13-2020 23:06:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
UNK/UNK/1998

Initial Entry

1.g Ongoing:

Date Location User Value Reason

Aug-13-2020 23:06:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
NO

End Date:

UNK/UNK/1998

Initial Entry

1.h

Date Location User Value Reason

Aug-13-2020 23:07:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

8

Initial Entry

09
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e1
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30
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Medical History
Term:

Facelift

Start Date: UNK/UNK/200
1

Ongoing: NO
End Date:

UNK/UNK/
2001

1.h Line/MH Number:

Date Location User Value Reason

Aug-13-2020 23:07:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
8

Initial Entry

1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-13-2020 23:07:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Facelift

Initial Entry

1.h Start Date:

Date Location User Value Reason

Aug-13-2020 23:07:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
UNK/UNK/2001

Initial Entry

1.h Ongoing:

Date Location User Value Reason

Aug-13-2020 23:07:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
NO

End Date:

UNK/UNK/2001

Initial Entry

09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.i

Date Location User Value Reason

Aug-14-2020 09:13:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

9

Medical History
Term:

Uterine Bleedin
g

Start Date: UNK/UNK/199
8

Ongoing: NO
End Date:

UNK/UNK/
1998

Initial Entry

09
01

77
e1
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a4
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.i Line/MH Number:

Date Location User Value Reason

Aug-14-2020 09:13:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
9

Initial Entry

1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-14-2020 09:13:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Uterine Bleeding

Initial Entry

1.i Start Date:

Date Location User Value Reason

Aug-14-2020 09:13:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
UNK/UNK/1998

Initial Entry

1.i Ongoing:

Date Location User Value Reason

Aug-14-2020 09:13:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

End Date:

UNK/UNK/1998

Initial Entry

09
01

77
e1

96
ae

30
a4

\F
in

al
\F

in
al
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Aug-13-2020 23:08:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Aug/13/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Aug-13-2020 23:08:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
166.8

Initial Entry

3. Unit:

Date Location User Value Reason

Aug-13-2020 23:08:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
LB

Initial Entry

4. Height:

Date Location User Value Reason

Aug-13-2020 23:08:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
64.0

Initial Entry

5. Unit:

Date Location User Value Reason

Aug-13-2020 23:08:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
in

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Aug-13-2020 23:08:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
28.6

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

7.a

Date Location User Value Reason

Aug-13-2020 23:08:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Record Identifier:: 1

Temperature: 97.3

Temperature Unit: F

Temperature Locati
on::

FOREHE
AD

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Aug-13-2020 23:08:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Aug-13-2020 23:08:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
97.3

Initial Entry

7.a Unit:

Date Location User Value Reason

Aug-13-2020 23:08:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
F

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Aug-13-2020 23:08:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
FOREHEAD

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Aug-13-2020 23:08:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Aug-13-2020 23:08:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Aug-13-2020 23:08:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Aug/13/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Aug-13-2020 23:08:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Aug-13-2020 23:08:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Aug-13-2020 23:08:40
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Initial Entry09
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) Sponsor-Defin
ed Identifier:

113

Test:: Choriogonadotrop
in Beta_PX113

Result::

Not Done:: NOT DONE

6.a Sponsor ID:

Date Location User Value Reason

Aug-13-2020 23:08:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Aug-13-2020 23:08:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Choriogonadotropin Beta_PX113

Initial Entry

6.a Not Done:

Date Location User Value Reason

Aug-13-2020 23:08:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
NOT DONE

Initial Entry

09
01

77
e1

96
ae

30
a4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
1 

(G
M

T
)

FDA-CBER-2021-5683-0134936



Page 119 of 207

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Randomization Date :

Date Location User Value Reason

Aug-13-2020 23:09:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Aug/13/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Aug-13-2020 23:09:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
228332

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-13-2020 23:09:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-13-2020 23:09:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-14-2020 07:56:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Aug-14-2020 03:04:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-13-2020 23:09:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-13-2020 23:09:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
YES

Date of Collection:

Aug/13/2020

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Aug-14-2020 07:56:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gail Hopkins
(pfe.ghopkins)

Data Entry:
Sample ID: BN5Z5C

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-14-2020 07:56:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gail Hopkins
(pfe.ghopkins)

Data Entry:
BN5Z5C

Initial Entry

5.b

Date Location User Value Reason

Aug-14-2020 07:56:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gail Hopkins
(pfe.ghopkins)

Data Entry:
Sample ID: BN5Z5D

Initial Entry

5.b Sample ID

Date Location User Value Reason

Aug-14-2020 07:56:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gail Hopkins
(pfe.ghopkins)

Data Entry:
BN5Z5D

Initial Entry

5.c

Date Location User Value Reason

Aug-14-2020 07:56:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gail Hopkins
(pfe.ghopkins)

Data Entry:
Sample ID: BN5Z5F

Initial Entry

5.c Sample ID

Date Location User Value Reason

Aug-14-2020 07:56:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gail Hopkins
(pfe.ghopkins)

Data Entry:
BN5Z5F

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Aug-14-2020 07:56:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gail Hopkins
(pfe.ghopkins)

Data Entry:
Sample ID: BL9NCC

Initial Entry

5.d Sample ID

Date Location User Value Reason

Aug-14-2020 07:56:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gail Hopkins
(pfe.ghopkins)

Data Entry:
BL9NCC

Initial Entry

5.e

Date Location User Value Reason

Aug-14-2020 07:57:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gail Hopkins
(pfe.ghopkins)

Data Entry:
Sample ID: BL9NCF

Initial Entry

5.e Sample ID

Date Location User Value Reason

Aug-14-2020 07:57:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gail Hopkins
(pfe.ghopkins)

Data Entry:
BL9NCF

Initial Entry

5.f

Date Location User Value Reason

Aug-14-2020 07:57:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gail Hopkins
(pfe.ghopkins)

Data Entry:
Sample ID: BL9NCD

Initial Entry

5.f Sample ID

Date Location User Value Reason

Aug-14-2020 07:57:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gail Hopkins
(pfe.ghopkins)

Data Entry:
BL9NCD

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Aug-14-2020 07:57:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gail Hopkins
(pfe.ghopkins)

Data Entry:
Sample ID: BL9NCG

Initial Entry

5.g Sample ID

Date Location User Value Reason

Aug-14-2020 07:57:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gail Hopkins
(pfe.ghopkins)

Data Entry:
BL9NCG

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-13-2020 23:09:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-13-2020 23:09:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-14-2020 08:01:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Aug-14-2020 03:45:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-13-2020 23:09:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-13-2020 23:09:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
YES

Date of Collection:

Aug/13/2020

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Aug-14-2020 08:01:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gail Hopkins
(pfe.ghopkins)

Data Entry:
Sample ID: BN5Z50

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-14-2020 08:01:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gail Hopkins
(pfe.ghopkins)

Data Entry:
BN5Z50

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-13-2020 23:10:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-13-2020 23:10:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-13-2020 23:10:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Aug-13-2020 23:10:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Aug/13/2020 16:47

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-13-2020 23:10:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-13-2020 23:10:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
LEFT

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

7. Route:

Date Location User Value Reason

Aug-13-2020 23:10:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-13-2020 23:10:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED OB
SERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Aug-13-2020 23:10:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Aug-13-2020 23:10:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
YES - REACTOGENICITY E-DI
ARY COLLECTED FOR THIS S
UBJECT

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-02-2020 12:18:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Avinash
Gawas
(pfe.gawasa)

Query 1: Closed Response satisfies
query

Sep-02-2020 07:56:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda Welch
(pfe.lwelch)

Query 1: Answered Original value is
correct

Sep-02-2020 03:43:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Avinash
Gawas
(pfe.gawasa)

Query 1: Opened PDQ: Date of visit
at this visit is out of
window (-1 day)
from Date of visit
(13/Aug/2020) at
V1D1VX1L visit.
Please reconcile and
update accordingly,
else confirm date is
correct as is.

Aug-31-2020 23:41:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Aug/31/2020

Initial Entry
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Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Symptom:: FE

VE
R

Were fever or systemic sym
ptoms present on the last d
ay the Subject Diary was co
mpleted?:

N
O

Initial Entry

2.a Symptom:

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
FEVER

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Symptom:: FA

TI

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

GU
E

Were fever or systemic sy
mptoms present on the last
day the Subject Diary was
completed?:

NO

2.b Symptom:

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Symptom:: HE

AD
AC
HE

Were fever or systemic sy
mptoms present on the las
t day the Subject Diary w
as completed?:

NO

Initial Entry
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2.c Symptom:

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Symptom:: CH

IL
LS

Were fever or systemic sym
ptoms present on the last d
ay the Subject Diary was c
ompleted?:

NO

Initial Entry

2.d Symptom:

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
NO

Initial Entry

2.e

Date Location User Value Reason
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Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Symptom:: VO

MIT
ING

Were fever or systemic sy
mptoms present on the las
t day the Subject Diary w
as completed?:

NO

Initial Entry

2.e Symptom:

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
NO

Initial Entry

2.f

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Symptom:: DIA

RR
HE
A

Were fever or systemic sy
mptoms present on the las
t day the Subject Diary w
as completed?:

NO

Initial Entry
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2.f Symptom:

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Symptom:: NEW OR

WORSEN
ED MUS
CLE PAI
N

Were fever or system
ic symptoms present
on the last day the S
ubject Diary was co
mpleted?:

NO

Initial Entry

2.g Symptom:

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
NEW OR WORSENED MUSCL
E PAIN

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
NO

Initial Entry
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2.h

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Symptom:: NEW OR

WORSE
NED JOI
NT PAIN

Were fever or system
ic symptoms present
on the last day the Su
bject Diary was com
pleted?:

NO

Initial Entry

2.h Symptom:

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
NEW OR WORSENED JOINT P
AIN

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
LEFT

Initial Entry
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5.a

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Injection Site Reaction:: RE

DN
ESS

Were injection site reactio
ns present on the last day t
he Subject Diary was com
pleted?:

NO

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
REDNESS

Initial Entry

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Injection Site Reaction:: SWE

LLI
NG

Were injection site reactio
ns present on the last day
the Subject Diary was co
mpleted?:

NO

Initial Entry
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5.b Injection Site Reaction:

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Injection Site Reaction
::

PAIN A
T INJE
CTION
SITE

Were injection site rea
ctions present on the la
st day the Subject Diar
y was completed?:

NO

Initial Entry

5.c Injection Site Reaction:

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
PAIN AT INJECTION SITE

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-31-2020 23:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
NO

Initial Entry
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Back to Form

1. Date:

Date Location User Value Reason

Aug-31-2020 23:40:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Aug/31/2020

Initial Entry

2.a

Date Location User Value Reason

Aug-31-2020 23:40:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Record Identifier:: 1

Temperature: 97.6

Temperature Unit: F

Temperature Locati
on::

FOREHE
AD

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Aug-31-2020 23:40:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Aug-31-2020 23:40:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
97.6

Initial Entry

2.a Unit:

Date Location User Value Reason

Aug-31-2020 23:40:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
F

Initial Entry

2.a Temperature Location:09
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Date Location User Value Reason

Aug-31-2020 23:40:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
FOREHEAD

Initial Entry

09
01

77
e1

96
ae

30
a4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
1 

(G
M

T
)

FDA-CBER-2021-5683-0134957



Page 140 of 207

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Aug-31-2020 23:40:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Aug-31-2020 23:40:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Aug-31-2020 23:40:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Aug/31/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Aug-31-2020 23:40:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Aug-31-2020 23:40:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Aug-31-2020 23:40:52
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Initial Entry09
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Time (US & Canada) Sponsor-Defin
ed Identifier:

113

Test:: Choriogonadotrop
in Beta_PX113

Result::

Not Done:: NOT DONE

6.a Sponsor ID:

Date Location User Value Reason

Aug-31-2020 23:40:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Aug-31-2020 23:40:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Choriogonadotropin Beta_PX113

Initial Entry

6.a Not Done:

Date Location User Value Reason

Aug-31-2020 23:40:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
NOT DONE

Initial Entry
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Back to Form

1. Data Origin

Date Location User Value Reason

Aug-31-2020 23:41:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-31-2020 23:41:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-01-2020 08:00:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Sep-01-2020 02:28:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-31-2020 23:41:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-31-2020 23:41:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
YES

Date of Collection:

Aug/31/2020

Initial Entry
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Date Location User Value Reason

Sep-01-2020 08:00:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Sample ID: BN5ZLR

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-01-2020 08:00:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
BN5ZLR

Initial Entry
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Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-31-2020 23:41:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-31-2020 23:41:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-31-2020 23:41:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Aug-31-2020 23:41:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Aug/31/2020 14:13

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-31-2020 23:41:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-31-2020 23:41:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
LEFT

Initial Entry
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7. Route:

Date Location User Value Reason

Aug-31-2020 23:41:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-31-2020 23:41:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED OB
SERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Aug-31-2020 23:41:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
YES

Initial Entry
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Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-01-2020 14:11:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Oct/1/2020

Initial Entry
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1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Symptom:: FE

VE
R

Were fever or systemic sym
ptoms present on the last da
y the Subject Diary was co
mpleted?:

N
O

Initial Entry

2.a Symptom:

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
FEVER

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Symptom:: FA

TIG

Initial Entry
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UE

Were fever or systemic sym
ptoms present on the last d
ay the Subject Diary was co
mpleted?:

NO

2.b Symptom:

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Symptom:: HE

AD
AC
HE

Were fever or systemic sy
mptoms present on the last
day the Subject Diary was
completed?:

NO

Initial Entry
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2.c Symptom:

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Symptom:: CH

IL
LS

Were fever or systemic sym
ptoms present on the last da
y the Subject Diary was co
mpleted?:

NO

Initial Entry

2.d Symptom:

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry

2.e

Date Location User Value Reason

09
01

77
e1

96
ae

30
a4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
1 

(G
M

T
)

FDA-CBER-2021-5683-0134967



Page 150 of 207

***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Symptom:: VO

MIT
ING

Were fever or systemic sy
mptoms present on the last
day the Subject Diary was
completed?:

NO

Initial Entry

2.e Symptom:

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry

2.f

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Symptom:: DIA

RR
HE
A

Were fever or systemic sy
mptoms present on the last
day the Subject Diary was
completed?:

NO

Initial Entry
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2.f Symptom:

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Symptom:: NEW OR

WORSEN
ED MUS
CLE PAI
N

Were fever or system
ic symptoms present
on the last day the Su
bject Diary was comp
leted?:

NO

Initial Entry

2.g Symptom:

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NEW OR WORSENED MUSCLE
PAIN

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry
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2.h

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Symptom:: NEW OR

WORSE
NED JOI
NT PAIN

Were fever or systemi
c symptoms present o
n the last day the Sub
ject Diary was comple
ted?:

NO

Initial Entry

2.h Symptom:

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NEW OR WORSENED JOINT PA
IN

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
LEFT

Initial Entry
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5.a

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Injection Site Reaction:: RE

DN
ESS

Were injection site reaction
s present on the last day th
e Subject Diary was compl
eted?:

NO

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
REDNESS

Initial Entry

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Injection Site Reaction:: SWE

LLI
NG

Were injection site reactio
ns present on the last day t
he Subject Diary was com
pleted?:

NO

Initial Entry
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5.b Injection Site Reaction:

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Injection Site Reaction:
:

PAIN A
T INJE
CTION
SITE

Were injection site reac
tions present on the last
day the Subject Diary
was completed?:

NO

Initial Entry

5.c Injection Site Reaction:

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
PAIN AT INJECTION SITE

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020 14:12:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry
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Back to Form

1. Data Origin

Date Location User Value Reason

Oct-01-2020 15:49:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-01-2020 15:49:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-01-2020 15:49:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-01-2020 15:49:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-01-2020 15:49:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
YES

Date of Collection:

Oct/1/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-01-2020 15:49:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Sample ID: BP9T17

Initial Entry
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5.a Sample ID

Date Location User Value Reason

Oct-01-2020 15:49:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
BP9T17

Initial Entry

5.b

Date Location User Value Reason

Oct-01-2020 15:49:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Sample ID: BP9T18

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-01-2020 15:49:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
BP9T18

Initial Entry

5.c

Date Location User Value Reason

Oct-01-2020 15:49:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Sample ID: BP9T19

Initial Entry

5.c Sample ID

Date Location User Value Reason

Oct-01-2020 15:49:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
BP9T19

Initial Entry

5.d

Date Location User Value Reason

Oct-02-2020 07:31:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Sample ID: BL9N04

Transcription Error
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Oct-01-2020 15:50:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Sample ID: BL9N05

Initial Entry

5.d Sample ID

Date Location User Value Reason

Oct-02-2020
15:21:20
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Clos
ed

Auto closed by
Validation Check:
VC_BEETRK001_01

Oct-02-2020
07:31:58
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
1: Ans
wered

Transcription Error

Oct-02-2020
07:31:58
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Linda Welch
(pfe.lwelch)

Data E
ntry:
BL9N0
4

Transcription Error

Oct-01-2020
21:15:53
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Ope
ned

DMW4871677;This
Barcode is already
recorded more than
once (for the same
subject). Please
review and update as
appropriate.

Oct-01-2020
15:50:10
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Linda Welch
(pfe.lwelch)

Data E
ntry:
BL9N0
5

Initial Entry

5.e

Date Location User Value Reason09
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Oct-01-2020 15:50:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Sample ID: BL9N05

Initial Entry

5.e Sample ID

Date Location User Value Reason

Oct-02-2020
15:21:20
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Clos
ed

Auto closed by
Validation Check:
VC_BEETRK001_01

Oct-02-2020
07:32:14
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Linda Welch
(pfe.lwelch)

Query
1: Ans
wered

Original value is
correct

Oct-01-2020
21:15:53
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Ope
ned

DMW4871678;This
Barcode is already
recorded more than
once (for the same
subject). Please
review and update as
appropriate.

Oct-01-2020
15:50:22
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Linda Welch
(pfe.lwelch)

Data E
ntry:
BL9N0
5

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-02-2020 07:49:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Oct/1/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-02-2020 07:49:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Oct-02-2020 07:49:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
COMPLETED

Initial Entry
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Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---
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Back to Form

Date Location User Value Reason

Oct-01-2020 17:09:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Linda
Welch
(pfe.lwelch)

Form Created
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Back to Form

Date Location User Value Reason

Oct-07-2020 13:00:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Linda
Welch
(pfe.lwelch)

Form Created
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Back to Form

1. Category:

Date Location User Value Reason

Oct-01-2020 17:09:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Oct-01-2020 17:09:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Oct-09-2020
08:02:19
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Ankita Thakur
(pfe.thakua20)

Query
5: Clos
ed

Response satisfies query.

Oct-08-2020
14:57:14
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
5: Ans
wered

Changed Information

Oct-08-2020
14:57:14
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Linda Welch
(pfe.lwelch)

Data E
ntry:
Perfora
ted Ap
pendici
tis

Changed Information

Oct-08-2020
13:24:46
(UTC-05:00)
Eastern Time
(US &

ACV0PFEINFP6000  Swaranjali
Subhash
Pawar
(pfe.pawars01)

Query
5: Ope
ned

DM: A trailing space is
identified. To avoid
processing errors, please
remove the identified
character by deleting the09

01
77

e1
96

ae
30

a4
\F

in
al

\F
in

al
 O

n:
 0

1-
A

pr
-2

02
1 

04
:1

1 
(G

M
T

)

FDA-CBER-2021-5683-0134980



Page 163 of 207

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
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Canada) entry and re-entering the
data (without using copy
and paste).

Oct-08-2020
02:30:50
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query
3: Clos
ed

Response satisfies query

Oct-08-2020
02:28:48
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query
2: Clos
ed

Response satisfies query

Oct-08-2020
00:14:41
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query
1: Clos
ed

Response satisfies query

Oct-07-2020
14:43:08
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Rachel Pierce
(pfe.spierce)

Query
1: Ans
wered

Left quadrant pain due to
Appendicitis

Oct-07-2020
11:30:07
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query
1: Reis
sued:O
pened

CLINICAL SAE report
states location of abd pain
was 'left right quadrant
pain; is this Lt & Rt pain
location, or another location
was being described. Please
leave open until SAE safety
submission submitted with
clarification

Oct-07-2020
07:36:07
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query
4: Clos
ed

Discrepancy has been
closed.
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Oct-07-2020
07:10:26
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
4: Ans
wered

changed information based
on instructions

Oct-07-2020
07:10:26
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
3: Ans
wered

changed information based
on instructions

Oct-07-2020
07:10:26
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
2: Ans
wered

changed information based
on instructions

Oct-07-2020
07:10:26
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Rachel Pierce
(pfe.spierce)

Data E
ntry:
Perfora
ted Ap
pendici
tis

changed information based
on instructions

Oct-06-2020
22:41:38
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query
3: Reis
sued:O
pened

SAE RECON 1: Please
consider to split the term
and enter Feculent
peritonitis as separate entry.

Oct-06-2020
22:38:43
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query
2: Reis
sued:O
pened

SAE RECON 1: Please
consider to split the term
into separate entries to
facilitate reconciliation of
events in SDB data.

Oct-06-2020
13:17:43
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query
4: Ope
ned

Multiple concepts in the
term PERFORATED
APPENDICITIS WITH
FECULENT
PERITONITIS. Split the
term into PERFORATED
APPENDICITIS and
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FECULENT PERITONITIS
and report as separate
entries. Thank you.

Oct-06-2020
10:02:42
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
3: Ans
wered

New Information

Oct-06-2020
10:02:42
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
2: Ans
wered

New Information

Oct-06-2020
10:02:42
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
1: Ans
wered

New Information

Oct-06-2020
10:02:42
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Rachel Pierce
(pfe.spierce)

Data E
ntry:
Perfora
ted Ap
pendici
tis with
feculen
t perito
nitis

New Information

Oct-05-2020
09:06:59
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query
3: Ope
ned

SAE
RECON:AER#2020381781,
the SAE term in SDB was
updated to 'Perforated
appendicitis with feculent
peritonitis'.However,
'feculent peritonitis' was
missing in AE CRF. Please
confirm and update CRF.If
safety update is required,
submit a follow-up SAE
Form
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Oct-05-2020
09:04:31
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query
2: Ope
ned

SAE
RECON:AER#2020381781,
the term in SDB was
updated to 'Perforated
appendicitis with feculent
peritonitis'. Please confirm
if term in AE CRF should
be updated to
PERFORATED
APPENDICITIS. If safety
update is required, please
submit a follow-up form.

Oct-02-2020
10:19:45
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query
1: Ope
ned

CLINICAL SAE report
states location of abd pain
was 'left right quadrant
pain'; please clarify in a
SAE safety update if this
was Lt & Rt pain location,
or another location was
being described

Oct-01-2020
17:09:28
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Linda Welch
(pfe.lwelch)

Data E
ntry:
Appen
dicitis

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Oct-07-2020 11:27:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response satisfies
query

Oct-07-2020 07:10:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Oct-07-2020 07:10:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rachel Pierce
(pfe.spierce)

Data Entry:
Sep/12/2020 08:00

New Information

Oct-07-2020 05:54:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Opened SAE RECON:
AER#2020381781
onset date was
updated to
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12Sep2020 in Safety
database however,
recorded as
14Sep2020 on AE
CRF. Please confirm
correct Onset Date. If
safety update is
required, please
submit a follow-up
SAE form.

Oct-01-2020 17:09:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda Welch
(pfe.lwelch)

Data Entry:
Sep/14/2020 08:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Oct-01-2020 17:10:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Oct-01-2020 17:10:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

End Date Time:

Sep/15/2020 UNK:UNK

Transcription Error

Oct-01-2020 17:09:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened For Appendicitis
End Date 15/Oct
/2020, is a future
date relative to when
it was entered on
01/Oct/2020. Please
correct.

Oct-01-2020 17:09:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

End Date Time:

Oct/15/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Oct-01-2020 17:09:28
(UTC-05:00) Eastern

ACV0PFEINFP6000  Linda
Welch

Data Entry:
3

Initial Entry09
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Time (US & Canada) (pfe.lwelch)

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Oct-27-2020 23:32:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 3: Closed Response satisfies
query

Oct-27-2020 09:39:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rachel Pierce
(pfe.spierce)

Query 3: Answered SAE follow up
report send
27OCT2020. Subject
verbaly reported
COVID test done
during admittance

Oct-25-2020 21:27:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 3: Opened COVID testing has
not been reported in
the SAE submitted
to safety. Please
submit a follow-up
SAE form
[#2020381781] to
provide whether
COVID testing was
performed (yes/no)
and if yes, the
results.

Oct-02-2020 07:53:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-01-2020 17:11:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Closed Close Auto Query

Oct-01-2020 17:11:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda Welch
(pfe.lwelch)

Data Entry:
YES

Is this serious event associated
with congenital anomaly or bir
th defect?

Transcription Error
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NO

Did this serious event result in
death?

NO

Did this serious event require o
r prolong hospitalization?

YES

Did this serious event result in
persistent or significant disabil
ity/incapacity?

NO

Is this serious event life threate
ning?

NO

Other medically important seri
ous event

YES

Oct-01-2020 17:09:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened Is this adverse event
serious?' is reported
'Yes', but at least one
seriousness criteria
is missing. Please
review and update as
appropriate.

Oct-01-2020 17:09:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE
Appendicitis:
Response to "Is the
adverse event
serious?" is 'Yes' but
"Serious Adverse
Event Number" is
blank.

Oct-01-2020 17:09:28
(UTC-05:00) Eastern

ACV0PFEINFP6000  Linda Welch
(pfe.lwelch)

Data Entry:
YES

Initial Entry09
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Time (US & Canada) Is this serious event associated
with congenital anomaly or bir
th defect?

NO

Did this serious event result in
death?

NO

Did this serious event require o
r prolong hospitalization?

YES

Did this serious event result in
persistent or significant disabil
ity/incapacity?

NO

Other medically important seri
ous event

YES

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Oct-01-2020 17:09:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Oct-01-2020 17:09:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NOT RELATED

If Not Related to study treatment(
s), this event is due to:

OTHER

If Other, specify:

Initial Entry
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Appendicitis

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Oct-01-2020 17:09:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Oct-01-2020 17:09:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
YES

Initial Entry
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Back to Form

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Oct-09-2020 17:05:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response satisfies
query

Oct-08-2020 15:51:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Oct-08-2020 15:51:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rachel Pierce
(pfe.spierce)

Data Entry:
YES

Transcription Error

Oct-08-2020 15:44:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened CLINICAL - SAE
reports states subject
had an
appendectomy on 14
Sep 2020; please
record this non-drug
treatment

Oct-01-2020 17:09:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Oct-01-2020 17:09:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Oct-01-2020 17:09:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only
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Oct-02-2020 07:53:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020381781

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Oct-07-2020 13:00:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Oct-07-2020 13:00:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Oct-09-2020 06:04:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Closed Response satisfies query

Oct-08-2020 09:29:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pierce
(pfe.spierce)

Query 1: Answered Follow up report submitted
with correct dat of birth

Oct-08-2020 05:55:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Opened SAE
RECON:AER#2020389577
,the date of birth was
missing in Safety database
but was recorded as

1943 in AE CRF.
Please confirm if date of
birth was reported. If safety
update is required, please
submit a follow-up form.

Oct-07-2020 13:00:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Feculant Peritonitis

Initial Entry

4. Start Date Time:

Date Location User Value Reason

09
01

77
e1

96
ae

30
a4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
1 

(G
M

T
)

(b) (6)

FDA-CBER-2021-5683-0134992



Page 175 of 207

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct-08-2020 05:51:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Closed SDB onset date
14Sep2020: No
Discrepancy

Oct-08-2020 02:35:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Opened SAE RECON:
AER#2020381781
onset date was
updated to
12Sep2020 in Safety
database however,
recorded as
14Sep2020 on AE
CRF. Please confirm
correct Onset Date. If
safety update is
required, please
submit a follow-up
SAE form.

Oct-07-2020 13:00:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Sep/14/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Oct-07-2020 13:00:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

End Date Time:

Sep/18/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Oct-07-2020 13:00:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
3

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).
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Date Location User Value Reason

Oct-30-2020 01:27:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jayesh Yeole
(pfe.yeolej)

Query 3: Closed Data updated.

Oct-29-2020 15:46:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Answered Transcription Error

Oct-29-2020 15:46:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda Welch
(pfe.lwelch)

Data Entry:
YES

Is this serious event associated
with congenital anomaly or birt
h defect?

NO

Did this serious event result in
death?

NO

Did this serious event require o
r prolong hospitalization?

YES

Did this serious event result in
persistent or significant disabili
ty/incapacity?

NO

Is this serious event life threate
ning?

NO

Other medically important seri
ous event

NO

Transcription Error

Oct-29-2020 14:24:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Balaji Prabu
R (pfe.rb01)

Query 3: Opened The seriousness
criteria “Is this
serious event life
threatening?” is not
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answered, please
complete this
question. Thank you.

Oct-08-2020 10:20:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jennifer
Mathias
(pfe.mathij15)

Query 2: Closed Response satisfies
query

Oct-08-2020 07:44:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rachel Pierce
(pfe.spierce)

Query 2: Answered they all have been
completed

Oct-08-2020 03:09:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Teena Patra
(pfe.patrat02)

Query 2: Reissued:Opened DM: Please verify
and update
responses for all
seriousness criteria
(Life-threatening;
Important medical
event). Thank you.

Oct-08-2020 02:35:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-07-2020 14:43:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rachel Pierce
(pfe.spierce)

Query 2: Answered hospitalization is
marked as yes

Oct-07-2020 13:00:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened Is this adverse event
serious?' is reported
'Yes', but at least one
seriousness criteria
is missing. Please
review and update as
appropriate.

Oct-07-2020 13:00:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE Feculant
Peritonitis: Response
to "Is the adverse
event serious?" is
'Yes' but "Serious
Adverse Event
Number" is blank.

Oct-07-2020 13:00:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda Welch
(pfe.lwelch)

Data Entry:
YES

Is this serious event associated
with congenital anomaly or birt
h defect?

Initial Entry
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NO

Did this serious event result in
death?

NO

Did this serious event require o
r prolong hospitalization?

YES

Did this serious event result in
persistent or significant disabili
ty/incapacity?

NO

Other medically important seri
ous event

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Oct-07-2020 13:00:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Oct-09-2020 06:05:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Closed Response satisfies query

Oct-08-2020 09:29:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pierce
(pfe.spierce)

Query 1: Answered Follow up report submitted
with Causality questions
answered

Oct-08-2020 05:57:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Opened SAE
RECON:AER#2020389577
,causality was recorded as09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

NO DATA in Safety
database but was recorded
as NOT RELATED in AE
CRF. Please confirm
correct causality. If safety
update is required, please
submit a follow-up form.

Oct-07-2020 13:00:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NOT RELATED

If Not Related to study treat
ment(s), this event is due to:

OTHER

If Other, specify:

Perforated Appendicitis

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Oct-07-2020 13:00:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Oct-07-2020 13:00:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Oct-07-2020 13:00:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
YES

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Oct-07-2020 13:00:40
(UTC-05:00) Eastern

ACV0PFEINFP6000  Linda
Welch

Data Entry:
RECOVERED/RESOLVED

Initial Entry09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe.lwelch)

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Oct-07-2020 13:00:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Oct-09-2020 06:03:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020381781

SDB AER number
updated

Oct-08-2020 05:52:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020389577

updated AER
numnber

Oct-08-2020 02:35:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020381781

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-26-2021 14:12:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kelsey Smith
(pfe.smitk160)

Query 1: Closed Response satisfies
query

Jan-26-2021 13:07:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Jan-26-2021 13:07:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda Welch
(pfe.lwelch)

Data Entry:
Jan/12/2021

New Information

Jan-25-2021 12:55:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Louis Scalia
(pfe.scalil01)

Query 1: Opened Per source subject
was contacted on
12Jan21, but EDC
noted 11Jan21.
Please confirm if
this is correct and
adjust data
accordingly.

Jan-18-2021 11:04:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda Welch
(pfe.lwelch)

Data Entry:
Jan/11/2021

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Jan-18-2021 11:05:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Jan-18-2021 11:05:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate The response
indicates participant
was unblinded,
however the
TREATMENT
UNBLINDED date
is missing in the
DISP visit. Please
complete this date.

Jan-18-2021 11:05:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Participant is willing to return for
Vaccination 3

Participant is:

eligible per local/national reco
mmendations and confirmed to
have received only placebo at
Vaccination 1/2

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Feb-23-2021
17:29:57
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Clo
sed

Auto closed by
Validation Check:
VC_DS001_36

Feb-23-2021
12:39:55
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
1: An
swere
d

Transcription Error

Feb-23-2021
12:39:55
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Linda Welch
(pfe.lwelch)

Data
Entry
:
Jan/12
/2021

Transcription Error

Feb-22-2021
23:58:03
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW7351085;Date
Treatment Unblinded
should be equal to or
after DOV in REVAX
CONTACT visit when
Reason is ASSESS
ELIGIBILITY FOR
ADDITIONAL
VACCINATION.Please
review and update as
appropriate.

Jan-18-2021
11:05:24
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Linda Welch
(pfe.lwelch)

Data
Entry
:
Jan/11
/2021

Initial Entry

2. Primary Reason for Unblinding:09
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Jan-18-2021 11:05:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
ASSESS ELIGIBILITY FOR AD
DITIONAL VACCINATION

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-19-2021 07:04:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Jan/18/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Jan-19-2021 07:04:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
OBTAINED

Date Written Consent Obtained

Jan/18/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION -
eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Jan-19-2021 07:05:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Jan/18/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Jan-19-2021 07:05:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
REPEAT SCREENING 1

Initial Entry

3. Status:

Date Location User Value Reason

Jan-19-2021 07:05:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
COMPLETED

Initial Entry

09
01

77
e1

96
ae

30
a4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
1 

(G
M

T
)

FDA-CBER-2021-5683-0135005



Page 188 of 207

***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Jan-19-2021 07:05:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Jan-19-2021 07:05:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Jan-19-2021 07:05:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Jan/18/2021

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Jan-19-2021 07:05:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Jan-19-2021 07:05:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Jan-19-2021 07:05:55
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Initial Entry09
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) Sponsor-Defin
ed Identifier:

113

Test:: Choriogonadotrop
in Beta_PX113

Result::

Not Done:: NOT DONE

6.a Sponsor ID:

Date Location User Value Reason

Jan-19-2021 07:05:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Jan-19-2021 07:05:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Choriogonadotropin Beta_PX113

Initial Entry

6.a Not Done:

Date Location User Value Reason

Jan-19-2021 07:05:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NOT DONE

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-19-2021 08:55:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-19-2021 08:55:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-19-2021 08:55:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Jan-19-2021 08:55:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Jan-19-2021 08:55:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Holly
Spain
(pfe.hspain)

Data Entry:
YES

Date of Collection:

Jan/18/2021

Initial Entry

5.a

Date Location User Value Reason

Jan-19-2021 08:55:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Holly
Spain
(pfe.hspain)

Data Entry:
Sample ID: BR6BY5

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Jan-19-2021 08:55:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Holly
Spain
(pfe.hspain)

Data Entry:
BR6BY5

Initial Entry

5.b

Date Location User Value Reason

Jan-19-2021 08:55:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Holly
Spain
(pfe.hspain)

Data Entry:
Sample ID: BS08BB

Initial Entry

5.b Sample ID

Date Location User Value Reason

Jan-19-2021 08:55:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Holly
Spain
(pfe.hspain)

Data Entry:
BS08BB

Initial Entry

5.c

Date Location User Value Reason

Jan-19-2021 08:55:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Holly
Spain
(pfe.hspain)

Data Entry:
Sample ID: BS08B3

Initial Entry

5.c Sample ID

Date Location User Value Reason

Jan-19-2021 08:55:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Holly
Spain
(pfe.hspain)

Data Entry:
BS08B3

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-19-2021 08:59:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-19-2021 08:59:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-19-2021 08:59:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Jan-19-2021 08:59:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Jan-19-2021 08:59:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Holly
Spain
(pfe.hspain)

Data Entry:
YES

Date of Collection:

Jan/18/2021

Initial Entry

5.a

Date Location User Value Reason

Jan-19-2021 09:41:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Holly
Spain
(pfe hspain)

Data Entry:
Sample ID: BR6BY6

Transcription Error
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Jan-19-2021 09:40:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Holly
Spain
(pfe hspain)

Data Entry:
Sample ID: BR6BY5

Transcription Error

Jan-19-2021 08:59:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Holly
Spain
(pfe hspain)

Data Entry:
Sample ID: BR6BY6

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jan-19-2021 09:41:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Holly
Spain
(pfe hspain)

Data Entry:
BR6BY6

Transcription Error

Jan-19-2021 09:40:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Holly
Spain
(pfe hspain)

Data Entry:
BR6BY5

Transcription Error

Jan-19-2021 08:59:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Holly
Spain
(pfe hspain)

Data Entry:
BR6BY6

Initial Entry

09
01
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e1

96
ae

30
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\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
1 

(G
M

T
)

FDA-CBER-2021-5683-0135011



Page 194 of 207

***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Jan-19-2021 07:06:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Jan-19-2021 07:06:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Jan-19-2021 07:06:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Jan-19-2021 07:06:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Jan/18/2021 15:01

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Jan-19-2021 07:06:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Jan-19-2021 07:06:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
LEFT

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

7. Route:

Date Location User Value Reason

Jan-19-2021 07:06:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Jan-19-2021 07:06:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Jan-19-2021 07:06:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Jan-19-2021 07:06:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Jan-19-2021 07:06:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-08-2021 15:05:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Feb/8/2021

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Feb-08-2021 15:05:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Feb-08-2021 15:05:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Feb-08-2021 15:05:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Feb/8/2021

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Feb-08-2021 15:05:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Feb-08-2021 15:05:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Feb-08-2021 15:05:47
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Initial Entry09
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) Sponsor-Defin
ed Identifier:

113

Test:: Choriogonadotrop
in Beta_PX113

Result::

Not Done:: NOT DONE

6.a Sponsor ID:

Date Location User Value Reason

Feb-08-2021 15:05:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Feb-08-2021 15:05:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Choriogonadotropin Beta_PX113

Initial Entry

6.a Not Done:

Date Location User Value Reason

Feb-08-2021 15:05:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NOT DONE

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-09-2021 10:17:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-09-2021 10:17:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-09-2021 10:17:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Feb-09-2021 10:17:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Feb-09-2021 10:17:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Holly
Spain
(pfe.hspain)

Data Entry:
YES

Date of Collection:

Feb/8/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-09-2021 10:17:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Holly
Spain
(pfe.hspain)

Data Entry:
Sample ID: BR6BZN

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Feb-09-2021 10:17:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Holly
Spain
(pfe.hspain)

Data Entry:
BR6BZN

Initial Entry

09
01

77
e1

96
ae

30
a4
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al
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Feb-08-2021 15:06:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Feb-08-2021 15:06:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Feb-08-2021 15:06:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Feb-08-2021 15:06:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Feb/8/2021 13:30

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Feb-08-2021 15:06:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Feb-08-2021 15:06:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
LEFT

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

7. Route:

Date Location User Value Reason

Feb-08-2021 15:06:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Feb-08-2021 15:06:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Feb-08-2021 15:06:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Feb-08-2021 15:06:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Feb-08-2021 15:06:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V103_MONTH1 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-08-2021 13:50:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Mar/8/2021

Initial Entry
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Header Text: c4591001

Visit: V103_MONTH1 Form: CONTACT OUTCOME - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Contact Type:

Date Location User Value Reason

Mar-08-2021 13:50:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
TELEPHONE VISIT

Initial Entry

2. Was contact made?

Date Location User Value Reason

Mar-08-2021 13:50:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
YES

Date of Contact:

Mar/8/2021

Initial Entry
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Mar-08-2021 13:50:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Mar/8/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Mar-08-2021 13:50:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
OPEN LABEL TREATMENT

Initial Entry

3. Status:

Date Location User Value Reason

Mar-08-2021 13:50:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject Status

Date Location User Value Reason

Oct-02-2020 07:49:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Aug-13-2020 23:09:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Aug-13-2020 23:01:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Oct-02-2020 07:49:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/1/2020

Initial Entry

Aug-13-2020 23:09:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/13/2020

Initial Entry

Aug-13-2020 23:01:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/13/2020

Initial Entry
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111029 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Casebook Signature

Date Location User Value Reason

Oct-27-2020 11:31:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Susann
Varano
(pfe.svarano)

Data Entry:
Click Here to Enable

Initial Entry

Oct-27-2020 11:31:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Susann
Varano
(pfe.svarano)

Data Entry: Transcription Error

Sep-10-2020 14:32:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pierce
(pfe.spierce)

Data Entry:
Click Here to Enable

Initial Entry
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Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5,
STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response -
Protocol version

08 SEP 2020

2. Select appropriate response - What
cohort does the subject belong to?

STAGE 3 COHORTS
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Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Oct/8/2020
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Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Demography

1. Subject ID [10111181]

2. Birth Date: 1963

3. Sex: FEMALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): WHITE

6. Racial Designation:
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Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/8/2020

2. Erroneous Visit
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation/Death

Oct/8/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Medical History Details

1. Line/MH Number: Not Applicable

[ ]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

Not Applicable

[ ]

Start Date: Not Applicable

//

Ongoing: Not Applicable
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Visit: V1_DAY1_VAX1_L Form: HIV STATUS

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

HIV Status

1. Select appropriate response - What
is the subject HIV status?

The subject is NOT known to be HIV POSITIVE
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Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 15-Sep-2020 21:56 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Oct/8/2020

2. Weight: [188.0]

3. Unit: LB

4. Height: [64.0]

5. Unit: in

6. Body Mass Index: [32.3]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [97.6]

Unit: F

Temperature Location: FOREHEAD
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Oct/8/2020

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition

1. Randomization Date : Oct/8/2020

2. Randomization Number: [267968]

3. Randomization Group: [ ]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/8/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR2VCZ]

5.b Sample ID [BR2VD0]

5.c Sample ID [BR2VCY]

5.d Sample ID [BL9N3Y]

5.e Sample ID [BL9N3Z]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Oct/8/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9SYM]
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Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Oct/8/2020 14:40

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS
SUBJECT
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Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/29/2020

2. Erroneous Visit
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Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Oct/29/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [96.5]

Unit: F

Temperature Location: FOREHEAD
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Oct/29/2020

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Oct/29/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR2VM0]
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Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

Not Done Comments

2. Treatment Name Not Done

[ ]

Comments

3. Formulation: Not Done Comments

4. Dose Date Time: Not Done

//

Comments

5. Anatomical Location: Not Done Comments

6. Body Side: Not Done Comments

7. Route: Not Done Comments

8. Actual Dose: Not Done

[ ]

Comments

9. Unit: Not Done Comments

10. Timeframe Subject Was Observed Not Done Comments

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

Not Done Comments
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Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/1/2020

2. Erroneous Visit
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Dec/1/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRGCLW]

5.b Sample ID [BRGCLY]

5.c Sample ID [BRGCLX]

5.d Sample ID [BGVV28]

5.e Sample ID [BGVV29]

09
01

77
e1

96
ae

30
a3

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
1 

(G
M

T
)

FDA-CBER-2021-5683-0135047



Page 23 of 149

***Confidential***

 

Header Text: c4591001

Visit: V4_MONTH6_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

09
01

77
e1

96
ae

30
a3

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
1 

(G
M

T
)

FDA-CBER-2021-5683-0135050



Page 26 of 149

***Confidential***

 

Header Text: c4591001

Visit: V5_MONTH12_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom Started: //

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Form Version: 20-Feb-2021 02:19 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or Contacts:

Health Care Utilization Other

2. Other Type of Practitioner Specify: [ ]

Health Care Utilization

3. Has the subject been hospitalized
due to potential COVID-19 illness?
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Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

3. Toxicity Grade:
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Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit

09
01

77
e1

96
ae

30
a3

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
1 

(G
M

T
)

FDA-CBER-2021-5683-0135064



Page 40 of 149

***Confidential***

 

Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Unplanned Assessments

1. Assessments
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# Category
AE Identif

ier
Adverse Event Start Date

Is the Adverse Event Still
Ongoing

Form Instanc
e

 1. ADVERSE EV
ENT 

1  Tingling around the
mouth 

Oct/8/2020 15:
15 

NO
End Date Time:

Oct/8/2020 16:14
 

Repeating
Pages

 2. ADVERSE EV
ENT 

2  Tingling at finger tip
s 

Oct/8/2020 15:
15 

NO
End Date Time:

Oct/8/2020 16:15
 

Repeating
Pages

 3. ADVERSE EV
ENT 

3  Toothache  Oct/30/2020 0
9:00 

NO
End Date Time:

Nov/17/2020 09:00
 

Repeating
Pages
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Tingling around the mouth]

4. Start Date Time: Oct/8/2020 15:15

5. Is the adverse event still ongoing? NO

End Date Time:
Oct/8/2020 16:14

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with Study
Treatment:

DRUG WITHDRAWN

11. Was a Concomitant Medication
given?

NO09
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Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Tingling at finger tips]

4. Start Date Time: Oct/8/2020 15:15

5. Is the adverse event still ongoing? NO

End Date Time:
Oct/8/2020 16:15

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE
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Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [3]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Toothache]

4. Start Date Time: Oct/30/2020 09:00

5. Is the adverse event still ongoing? NO

End Date Time:
Nov/17/2020 09:00

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[tooth ache]09
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10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment given?

8. Did the Medication Error cause the
subject to be discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

[ ]

5. Date: //

09
01

77
e1

96
ae

30
a3

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
1 

(G
M

T
)

FDA-CBER-2021-5683-0135076



Page 52 of 149

***Confidential***

 

Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defined I

dentifier
Category for Me

dication
Concomitant Medications

Pre-specified
Name of Medi

cation
Dose Descri

ption
Form Instanc

e

 1.           Repeating
Pages

09
01

77
e1

96
ae

30
a3

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
1 

(G
M

T
)

FDA-CBER-2021-5683-0135077



Page 53 of 149

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation/Death
:

Oct/8/2020

2. Phase of Disposition: VACCINATION

3. Status: ADVERSE EVENT

4. Specify Status: [ ]
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Date of Visit

1. Date of Visit //
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Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and Address
(Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:
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Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Contact Outcome

1. Contact Type:

2. Was contact made?
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Disposition - Follow-Up

1. Date of
Completion/Discontinuation/Death
:

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/2/2021

2. Erroneous Visit
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eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible and NOT confirmed to have received only placebo at Vaccination 1/2
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Treatment Unblinded

1. Date Treatment Unblinded : Feb/2/2021

2. Primary Reason for Unblinding: ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION

09
01

77
e1

96
ae

30
a3

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
1 

(G
M

T
)

FDA-CBER-2021-5683-0135097



Page 73 of 149

***Confidential***

 

Header Text: c4591001

Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Death Details

1. Date of Collection / Notification of
Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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eCRF Audit Trail History

Subject Status

1. Subject Status DISCONTINUED

2. Subject Status Date Oct/8/2020
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Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Lauren
Calgreen 

Approved Feb-05-2021 09:39:15 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, LaurenCalgreen, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - Comments

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Oct-08-2020 16:12:43 (UTC-05:00) Eastern
Time (US & Canada)

Linda Welch
(pfe.lwelch)

Not Applicable
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Oct-08-2020 23:40:36 (UTC-05:00) Eastern
Time (US & Canada)

Nancy Baker
(pfe.nbaker1)

Not Applicable
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Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Oct-29-2020 17:52:10 (UTC-05:00) Eastern
Time (US & Canada)

Rachel Pierce
(pfe.spierce)

Not Done
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

1 Oct-29-2020 17:52:10 (UTC-05:00) Eastern
Time (US & Canada)

Rachel Pierce
(pfe.spierce)

Not Done
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Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

2 Oct-29-2020 17:52:10 (UTC-05:00) Eastern
Time (US & Canada)

Rachel Pierce
(pfe.spierce)

Not Done
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

3 Oct-29-2020 17:52:10 (UTC-05:00) Eastern
Time (US & Canada)

Rachel Pierce
(pfe.spierce)

Not Done
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

4 Oct-29-2020 17:52:10 (UTC-05:00) Eastern
Time (US & Canada)

Rachel Pierce
(pfe.spierce)

Not Done
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Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

5 Oct-29-2020 17:52:10 (UTC-05:00) Eastern
Time (US & Canada)

Rachel Pierce
(pfe.spierce)

Not Done
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Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

6 Oct-29-2020 17:52:10 (UTC-05:00) Eastern
Time (US & Canada)

Rachel Pierce
(pfe.spierce)

Not Done
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Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

7 Oct-29-2020 17:52:10 (UTC-05:00) Eastern
Time (US & Canada)

Rachel Pierce
(pfe.spierce)

Not Done
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

8 Oct-29-2020 17:52:10 (UTC-05:00) Eastern
Time (US & Canada)

Rachel Pierce
(pfe.spierce)

Not Done
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Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

9 Oct-29-2020 17:52:10 (UTC-05:00) Eastern
Time (US & Canada)

Rachel Pierce
(pfe.spierce)

Not Done
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Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

10 Oct-29-2020 17:52:10 (UTC-05:00) Eastern
Time (US & Canada)

Rachel Pierce
(pfe.spierce)

Not Done
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Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

11 Oct-29-2020 17:52:10 (UTC-05:00) Eastern
Time (US & Canada)

Rachel Pierce
(pfe.spierce)

Not Done
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Lauren
Calgreen 

Approved Feb-05-2021 09:39:15 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, LaurenCalgreen, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Linda Welch  N/A Feb-04-2021 16:46:47 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Susann Varano  Approved Dec-03-2020 14:53:07 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, SusannVarano, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Linda Welch  N/A Dec-01-2020 13:05:58 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Susann Varano  Approved Nov-12-2020 14:26:05 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, SusannVarano, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Rachel Pierce  N/A Nov-11-2020 15:49:17 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Susann Varano  Approved Nov-10-2020 12:05:08 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, SusannVarano, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Oct-08-2020 16:11:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
08 SEP 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Oct-08-2020 16:11:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Oct-08-2020 16:12:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
OBTAINED

Date Written Consent Obtained

Oct/8/2020

Initial Entry
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Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject ID

Date Location User Value Reason

Oct-08-2020 16:11:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10111181

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Oct-08-2020 16:11:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1963

Enrollment Entry

3. Sex:

Date Location User Value Reason

Oct-08-2020 16:12:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Oct-08-2020 16:12:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NOT HISPANIC OR LATINO(A)
OR OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Oct-08-2020 16:12:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
WHITE

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-08-2020 16:12:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Oct/8/2020

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Oct-08-2020 16:13:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Oct/8/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-08-2020 16:13:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Oct-08-2020 16:13:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
COMPLETED

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: HIV STATUS - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - What is the subject HIV status?

Date Location User Value Reason

Oct-08-2020 23:40:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
The subject is NOT known to be
HIV POSITIVE

Initial Entry
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Form Version: 15-Sep-2020 21:56 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Oct-08-2020 23:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Oct/8/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Oct-08-2020 23:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
188.0

Initial Entry

3. Unit:

Date Location User Value Reason

Oct-08-2020 23:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
LB

Initial Entry

4. Height:

Date Location User Value Reason

Oct-08-2020 23:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
64.0

Initial Entry

5. Unit:

Date Location User Value Reason

Oct-08-2020 23:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
in

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Oct-08-2020 23:41:19
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
32.3

Initial Entry09
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Form Version: 15-Sep-2020 21:56 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada)

7.a

Date Location User Value Reason

Oct-08-2020 23:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Record Identifier:: 1

Temperature: 97.6

Temperature Unit: F

Temperature Locat
ion::

FOREHE
AD

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Oct-08-2020 23:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Oct-08-2020 23:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
97.6

Initial Entry

7.a Unit:

Date Location User Value Reason

Oct-08-2020 23:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
F

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Oct-08-2020 23:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
FOREHEAD

Initial Entry
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History

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Oct-08-2020 23:41:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Oct-08-2020 23:41:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Oct-08-2020 23:41:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Oct/8/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Oct-08-2020 23:41:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Oct-08-2020 23:41:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason
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History

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct-08-2020 23:41:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

113

Test:: Choriogonadotro
pin Beta_PX113

Result:: NEGATIVE

Not Done::

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Oct-08-2020 23:41:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Oct-08-2020 23:41:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Choriogonadotropin Beta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Oct-08-2020 23:41:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
NEGATIVE

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Randomization Date :

Date Location User Value Reason

Oct-08-2020 23:41:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Oct/8/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Oct-08-2020 23:41:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
267968

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-08-2020 23:41:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-08-2020 23:41:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-09-2020 08:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Oct-09-2020 03:19:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe nairr29)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-08-2020 23:41:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-08-2020 23:41:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
YES

Date of Collection:

Oct/8/2020

Initial Entry
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Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a

Date Location User Value Reason

Oct-09-2020 08:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Sample ID: BR2VCZ

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-09-2020 08:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
BR2VCZ

Initial Entry

5.b

Date Location User Value Reason

Oct-09-2020 08:40:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Sample ID: BR2VD0

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-09-2020 08:40:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
BR2VD0

Initial Entry

5.c

Date Location User Value Reason

Oct-09-2020 08:41:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Sample ID: BR2VCY

Initial Entry

5.c Sample ID

Date Location User Value Reason

Oct-09-2020 08:41:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
BR2VCY

Initial Entry
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eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d

Date Location User Value Reason

Oct-09-2020 08:47:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Sample ID: BL9N3Y

Initial Entry

5.d Sample ID

Date Location User Value Reason

Oct-12-2020
16:09:27
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Clo
sed

Auto closed by
Validation Check:
VC_BEETRK001_06

Oct-12-2020
10:46:35
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Gail Hopkins
(pfe.ghopkins)

Query
1: An
swere
d

Original value is
correct

Oct-12-2020
07:44:32
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW4940192;The
Barcode BL9N3Y is
recorded for two
subjects 10111180
and 10111181. Please
review and update as
appropriate.

Oct-09-2020
08:47:40
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Linda Welch
(pfe.lwelch)

Data
Entry
:
BL9N
3Y

Initial Entry

5.e

Date Location User Value Reason

Oct-09-2020 08:47:53
(UTC-05:00) Eastern

ACV0PFEINFP6000  Linda
Welch

Data Entry:
Sample ID: BL9N3Z

Initial Entry
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe.lwelch)

5.e Sample ID

Date Location User Value Reason

Oct-12-2020
16:09:27
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Clo
sed

Auto closed by
Validation Check:
VC_BEETRK001_06

Oct-12-2020
10:46:45
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Gail Hopkins
(pfe.ghopkins)

Query
1: An
swere
d

Original value is
correct

Oct-12-2020
07:45:35
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW4940193;The
Barcode BL9N3Z is
recorded for two
subjects 10111180
and 10111181. Please
review and update as
appropriate.

Oct-09-2020
08:47:53
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Linda Welch
(pfe.lwelch)

Data
Entry
:
BL9N
3Z

Initial Entry
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Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-08-2020 23:41:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-08-2020 23:41:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-09-2020 12:58:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Oct-09-2020 03:19:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe nairr29)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-08-2020 23:41:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-08-2020 23:41:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
YES

Date of Collection:

Oct/8/2020

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a

Date Location User Value Reason

Oct-09-2020 12:58:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gail Hopkins
(pfe.ghopkins)

Data Entry:
Sample ID: BP9SYM

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-09-2020 12:58:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gail Hopkins
(pfe.ghopkins)

Data Entry:
BP9SYM

Initial Entry
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Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Oct-08-2020 23:42:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Oct-08-2020 23:42:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Oct-08-2020 23:42:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Oct-08-2020 23:42:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
Oct/8/2020 14:40

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Oct-08-2020 23:42:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Oct-08-2020 23:42:10
(UTC-05:00) Eastern

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
LEFT

Initial Entry09
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada)

7. Route:

Date Location User Value Reason

Oct-08-2020 23:42:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Oct-08-2020 23:42:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED O
BSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Oct-08-2020 23:42:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
YES

Initial Entry
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Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Oct-08-2020 23:42:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy Baker
(pfe nbaker1)

Data Entry:
NO - REACTOGENICITY E-DI
ARY NOT COLLECTED FOR T
HIS SUBJECT

Initial Entry
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Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-29-2020 13:16:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Oct/29/2020

Initial Entry
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Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Oct-29-2020 14:36:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Oct/29/2020

Initial Entry

2.a

Date Location User Value Reason

Oct-29-2020 14:36:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Record Identifier:: 1

Temperature: 96.5

Temperature Unit: F

Temperature Locati
on::

FOREHE
AD

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Oct-29-2020 14:36:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Oct-29-2020 15:54:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jennifer
Mathias
(pfe mathij15)

Query 1: Closed Response satisfies
query

Oct-29-2020 15:38:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda Welch
(pfe.lwelch)

Query 1: Answered Original value is
correct

Oct-29-2020 14:36:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Temperature 96.5 F
is outside of
Normal Range 97 -
99.5 F.
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Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct-29-2020 14:36:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda Welch
(pfe.lwelch)

Data Entry:
96.5

Initial Entry

2.a Unit:

Date Location User Value Reason

Oct-29-2020 14:36:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
F

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Oct-29-2020 14:36:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
FOREHEAD

Initial Entry
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Oct-29-2020 13:23:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Oct-29-2020 13:23:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Oct-29-2020 13:23:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Oct/29/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Oct-29-2020 13:23:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Oct-29-2020 13:23:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct-29-2020 13:23:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

113

Test:: Choriogonadotro
pin Beta_PX113

Result:: NEGATIVE

Not Done::

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Oct-29-2020 13:23:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Oct-29-2020 13:23:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Choriogonadotropin Beta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Oct-29-2020 13:23:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NEGATIVE

Initial Entry
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Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-29-2020 13:59:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-29-2020 13:59:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-29-2020 13:59:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-29-2020 13:59:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-29-2020 13:59:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gail Hopkins
(pfe.ghopkins)

Data Entry:
YES

Date of Collection:

Oct/29/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-29-2020 13:59:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gail Hopkins
(pfe.ghopkins)

Data Entry:
Sample ID: BR2VM0

Initial Entry
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Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Oct-29-2020 13:59:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gail Hopkins
(pfe.ghopkins)

Data Entry:
BR2VM0

Initial Entry
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Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Oct-29-2020 17:52:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pierce
(pfe.spierce)

Data Entry:
Not Done

Initial Entry

2. Treatment Name

Date Location User Value Reason

Oct-29-2020 17:52:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pierce
(pfe.spierce)

Data Entry:
Not Done

Initial Entry

3. Formulation:

Date Location User Value Reason

Oct-29-2020 17:52:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pierce
(pfe.spierce)

Data Entry:
Not Done

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Oct-29-2020 17:52:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pierce
(pfe.spierce)

Data Entry:
Not Done

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Oct-29-2020 17:52:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pierce
(pfe.spierce)

Data Entry:
Not Done

Initial Entry

6. Body Side:

Date Location User Value Reason

Oct-29-2020 17:52:10
(UTC-05:00) Eastern

ACV0PFEINFP6000  Rachel
Pierce

Data Entry:
Not Done

Initial Entry09
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe.spierce)

7. Route:

Date Location User Value Reason

Oct-29-2020 17:52:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pierce
(pfe.spierce)

Data Entry:
Not Done

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Oct-29-2020 17:52:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pierce
(pfe.spierce)

Data Entry:
Not Done

Initial Entry

9. Unit:

Date Location User Value Reason

Oct-29-2020 17:52:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pierce
(pfe.spierce)

Data Entry:
Not Done

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Oct-29-2020 17:52:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pierce
(pfe.spierce)

Data Entry:
Not Done

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Oct-29-2020 17:52:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pierce
(pfe.spierce)

Data Entry:
Not Done

Initial Entry
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Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-02-2020 13:27:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jennifer
Mathias
(pfe mathij15)

Query 1: Closed Response satisfies
query

Dec-01-2020 15:26:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda Welch
(pfe.lwelch)

Query 1: Answered Added toothache to
AE

Dec-01-2020 15:06:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jennifer
Mathias
(pfe mathij15)

Query 1: Opened Per source, subject
had toothache.
Please review and
add to AE CRF,
otherwise clarify.

Dec-01-2020 13:05:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda Welch
(pfe.lwelch)

Data Entry:
Dec/1/2020

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Dec-01-2020 13:28:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Dec-01-2020 13:28:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Dec-01-2020 13:28:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Dec-01-2020 13:28:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Dec-01-2020 13:28:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Holly
Spain
(pfe hspain)

Data Entry:
YES

Date of Collection:

Dec/1/2020

Initial Entry

5.a

Date Location User Value Reason

Dec-01-2020 13:28:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Holly
Spain
(pfe.hspain)

Data Entry:
Sample ID: BRGCLW

Initial Entry
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Dec-01-2020 13:28:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Holly
Spain
(pfe.hspain)

Data Entry:
BRGCLW

Initial Entry

5.b

Date Location User Value Reason

Dec-01-2020 13:28:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Holly
Spain
(pfe.hspain)

Data Entry:
Sample ID: BRGCLY

Initial Entry

5.b Sample ID

Date Location User Value Reason

Dec-01-2020 13:28:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Holly
Spain
(pfe.hspain)

Data Entry:
BRGCLY

Initial Entry

5.c

Date Location User Value Reason

Dec-01-2020 13:28:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Holly
Spain
(pfe.hspain)

Data Entry:
Sample ID: BRGCLX

Initial Entry

5.c Sample ID

Date Location User Value Reason

Dec-01-2020 13:28:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Holly
Spain
(pfe.hspain)

Data Entry:
BRGCLX

Initial Entry

5.d

Date Location User Value Reason

Dec-01-2020 13:29:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Holly
Spain
(pfe.hspain)

Data Entry:
Sample ID: BGVV28

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sample ID

Date Location User Value Reason

Dec-01-2020 13:29:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Holly
Spain
(pfe.hspain)

Data Entry:
BGVV28

Initial Entry

5.e

Date Location User Value Reason

Dec-01-2020 13:30:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Holly
Spain
(pfe.hspain)

Data Entry:
Sample ID: BGVV29

Initial Entry

5.e Sample ID

Date Location User Value Reason

Dec-01-2020 13:30:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Holly
Spain
(pfe.hspain)

Data Entry:
BGVV29

Initial Entry
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Back to Form

Date Location User Value Reason

Nov-02-2020 09:46:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Linda
Welch
(pfe.lwelch)

Form Created
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Back to Form

Date Location User Value Reason

Nov-02-2020 09:54:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Linda
Welch
(pfe.lwelch)

Form Created
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Back to Form

Date Location User Value Reason

Dec-01-2020 15:23:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Linda
Welch
(pfe.lwelch)

Form Created

09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Nov-02-2020 09:46:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Nov-02-2020 09:46:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Nov-02-2020 09:46:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Tingling around the mouth

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Nov-02-2020 09:46:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Oct/8/2020 15:15

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Nov-02-2020 09:46:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

End Date Time:

Oct/8/2020 16:14

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason09
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Nov-02-2020 09:46:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Nov-02-2020 09:46:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Nov-02-2020 09:46:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Nov-02-2020 09:46:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Nov-11-2020 10:12:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Pamela Benne
prod
(pfe.bennep07)

Query 2: Closed Response satisfies
query

Nov-11-2020 08:30:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rachel Pierce
(pfe.spierce)

Query 2: Answered This AE will stay,
will update the other
AE once unlocked.

Nov-10-2020 22:04:47 ACV0PFEINFP6000  Ute Frantz Query 2: Opened Only one primary
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.frantu) Adverse Event
should be chosen to
have question
'LATEST ACTION
TAKEN WITH
STUDY DRUG' that
would indicate
DRUG
WITHDRAWN.
Multiple are selected
at this time, please
select ONLY
Primary Adverse
Event.

Nov-10-2020 22:04:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ute Frantz
(pfe.frantu)

Query 1: Closed issued in error

Nov-10-2020 21:12:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ute Frantz
(pfe.frantu)

Query 1: Opened Only one primary
Adverse Event
should be chosen to
have question 'Did
the adverse event
cause the subject to
be discontinued
from the study?
answered as YES if
applicable. Please
chose Primary
Adverse Event.

Nov-02-2020 09:46:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda Welch
(pfe.lwelch)

Data Entry:
DRUG WITHDRAWN

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Nov-02-2020 09:46:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov-02-2020 09:46:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Nov-02-2020 09:46:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Nov-02-2020 09:46:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Nov-02-2020 09:54:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Nov-02-2020 09:54:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Nov-02-2020 09:54:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Tingling at finger tips

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Nov-02-2020 09:54:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Oct/8/2020 15:15

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Nov-02-2020 09:54:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

End Date Time:

Oct/8/2020 16:15

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason
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Nov-02-2020 09:54:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Nov-02-2020 09:54:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Nov-02-2020 09:54:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Nov-02-2020 09:54:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Nov-12-2020 00:21:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gajanan
Deshmukh
(pfe.deshmg08)

Query 2: Closed Response satisfies
query

Nov-11-2020 15:49:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered changed information
due to Sponsor
instructions

Nov-11-2020 15:49:58 ACV0PFEINFP6000  Rachel Pierce Data Entry: changed information
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(UTC-05:00) Eastern
Time (US & Canada)

(pfe.spierce) NOT APPLICABLE due to Sponsor
instructions

Nov-11-2020 10:13:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Pamela Benne
prod
(pfe.bennep07)

Query 2: Reissued:Opened DM Q: Page is
unlocked and
unfrozen. Please
update.

Nov-11-2020 08:29:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rachel Pierce
(pfe.spierce)

Query 2: Answered page is locked,
unable to change

Nov-10-2020 22:06:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ute Frantz
(pfe frantu)

Query 2: Opened Only one primary
Adverse Event
should be chosen to
have question
'LATEST ACTION
TAKEN WITH
STUDY DRUG' that
would indicate
DRUG
WITHDRAWN.
Multiple are selected
at this time, please
select ONLY
Primary Adverse
Event.

Nov-10-2020 22:05:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ute Frantz
(pfe frantu)

Query 1: Closed issued in error

Nov-10-2020 21:12:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ute Frantz
(pfe frantu)

Query 1: Opened Only one primary
Adverse Event
should be chosen to
have question 'Did
the adverse event
cause the subject to
be discontinued
from the study?
answered as YES if
applicable. Please
chose Primary
Adverse Event.

Nov-02-2020 09:54:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda Welch
(pfe.lwelch)

Data Entry:
DRUG WITHDRAWN

Initial Entry
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11. Was a Concomitant Medication given?

Date Location User Value Reason

Nov-02-2020 09:54:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Nov-02-2020 09:54:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Nov-02-2020 09:54:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Nov-02-2020 09:54:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Dec-01-2020 15:23:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Dec-01-2020 15:23:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Dec-01-2020 15:23:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Toothache

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Dec-01-2020 15:23:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Oct/30/2020 09:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Dec-01-2020 15:23:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

End Date Time:

Nov/17/2020 09:00

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Dec-01-2020 15:23:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Dec-01-2020 15:23:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Dec-01-2020 15:23:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Dec-04-2020 01:52:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Daria Madar
Jacobson
(pfe madard)

Query 1: Closed Response satisfies
query

Dec-03-2020 08:08:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Dec-03-2020 08:08:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda Welch
(pfe.lwelch)

Data Entry:
NOT RELATED

If Not Related to study treatme
nt(s), this event is due to:

OTHER

If Other, specify:

Transcription Error
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tooth ache

Dec-02-2020 11:41:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Daria Madar
Jacobson
(pfe madard)

Query 1: Opened GPDCLIN: Tooth
ache is listed as
related to study
Vaccine. Please
confirm causality
assessment and
clarify what
concomitant
treatment was
given.

Dec-01-2020 15:23:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda Welch
(pfe.lwelch)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Dec-01-2020 15:23:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Dec-01-2020 15:23:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Dec-01-2020 15:23:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Dec-01-2020 15:23:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
RECOVERED/RESOLVED

Initial Entry
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14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Dec-01-2020 15:23:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Nov-12-2020 01:31:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Pratiksha
Mahadik
(pfe mahadp07)

Query 1: Closed Closed as data
updated.

Nov-11-2020 15:49:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered date undated due to
Sponsor
instructions.

Nov-11-2020 15:49:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rachel Pierce
(pfe.spierce)

Data Entry:
Oct/8/2020

date undated due to
Sponsor
instructions.

Nov-10-2020 21:18:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ute Frantz
(pfe frantu)

Query 1: Opened The discontinuation
date of 29OCT2020
should be relative to
the AE causing the
the withdrawal of
the study vaccine,
AE start
08OCT2020 and
end 08OCT2020.
Please adjust
Discontinuation
date.

Oct-29-2020 17:54:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rachel Pierce
(pfe.spierce)

Data Entry:
Oct/29/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-29-2020 17:54:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason
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Nov-02-2020 12:26:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jennifer
Mathias
(pfe mathij15)

Query 3: Closed Response satisfies
query

Nov-02-2020 10:02:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda Welch
(pfe.lwelch)

Query 3: Answered Changed data per
query

Oct-30-2020 13:43:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jennifer
Mathias
(pfe mathij15)

Query 3: Reissued:Opened Please confirm as
no AE is entered.

Oct-30-2020 13:01:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Keri Clarke
(pfe.clarkek2)

Query 2: Closed Response satisfies
query

Oct-30-2020 08:44:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rachel Pierce
(pfe.spierce)

Query 3: Answered entering now

Oct-30-2020 08:43:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Opened Status is reported as
Adverse Event, but
there is no Adverse
Event with 'Did the
adverse event cause
the subject to be
discontinued from
the study' reported
as YES. Please
check and correct
the data.

Oct-30-2020 08:43:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered changed
information due to
instructions in
query

Oct-30-2020 08:43:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rachel Pierce
(pfe.spierce)

Data Entry:
ADVERSE EVENT

changed
information due to
instructions in
query

Oct-30-2020 08:38:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Keri Clarke
(pfe.clarkek2)

Query 2: Opened ClinQuery: the
deleted text in the
specify box stated
that subject was
withdrawn due to an
AE. Please add09
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details of the AE to
the AE log CRF and
consider if the
reason for
withdrawal subject
be updated to
Adverse Event.

Oct-29-2020 17:54:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Oct-29-2020 17:54:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Response to
"Status" is
PHYSICIAN
DECISION but
"Specify Status" is
Provided.

Oct-29-2020 17:54:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rachel Pierce
(pfe.spierce)

Data Entry:
PHYSICIAN DECISION

Initial Entry

4. Specify Status:

Date Location User Value Reason

Oct-29-2020 17:54:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pierce
(pfe.spierce)

Data Entry: Transcription Error

Oct-29-2020 17:54:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rachel
Pierce
(pfe.spierce)

Data Entry:
Subject experienced AE after VA
X #1.PI decided to not allow subj
ect to receive VAX#2

Initial Entry
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Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-04-2021 16:46:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Feb/2/2021

Initial Entry

09
01

77
e1

96
ae

30
a3

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
04

:1
1 

(G
M

T
)

FDA-CBER-2021-5683-0135170



Page 146 of 149

***Confidential***

 

Header Text: c4591001

Visit: Potential ReVax Initial Contact -
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Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit
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Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC
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Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Feb-04-2021 16:47:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Feb-04-2021 16:47:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate The response
indicates participant
was unblinded,
however the
TREATMENT
UNBLINDED date
is missing in the
DISP visit. Please
complete this date.

Feb-04-2021 16:47:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Participant is willing to return for
Vaccination 3

Participant is:

eligible and NOT confirmed t
o have received only placebo
at Vaccination 1/2

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Feb-04-2021 16:47:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
Feb/2/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Feb-04-2021 16:47:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Linda
Welch
(pfe.lwelch)

Data Entry:
ASSESS ELIGIBILITY FOR AD
DITIONAL VACCINATION

Initial Entry
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Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject Status

Date Location User Value Reason

Oct-30-2020 08:43:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DISCONTINUED

changed information
due to instructions
in query

Oct-29-2020 17:54:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DISCONTINUED

Initial Entry

Oct-08-2020 23:41:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Oct-08-2020 16:13:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Nov-11-2020 15:49:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/8/2020

date undated due to
Sponsor
instructions.

Oct-30-2020 08:43:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/29/2020

changed information
due to instructions
in query

Oct-29-2020 17:54:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/29/2020

Initial Entry

Oct-08-2020 23:41:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/8/2020

Initial Entry

Oct-08-2020 16:13:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/8/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1011 Site Name: (1011) Clinical Research Consulting, LLC

Subject No: 10111181 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Casebook Signature

Date Location User Value Reason

Nov-10-2020 12:04:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Susann
Varano
(pfe.svarano)

Data Entry:
Click Here to Enable

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5,
STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response -
Protocol version

24 JUL 2020

2. Select appropriate response - What
cohort does the subject belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Aug/31/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Demography

1. Subject ID [10121097]

2. Birth Date: 1948

3. Sex: FEMALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): WHITE

6. Racial Designation:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/31/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation/Death

Aug/31/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Basal Cell Carcinoma Nose]

Start Date: UNK/UNK/2018

Ongoing: NO

End Date:
UNK/UNK/2018

1.b Line/MH Number: [2]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Osteoporosis]

Start Date: UNK/UNK/2016

Ongoing: YES

1.c Line/MH Number: [3]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Left Knee Arthroplasty]

Start Date: UNK/UNK/2017

Ongoing: NO

End Date:
UNK/UNK/2017

1.d Line/MH Number: [4]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Osteoarthritis Left Knee]

Start Date: UNK/UNK/2014

Ongoing: NO

End Date:
UNK/UNK/201709
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.e Line/MH Number: [5]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Insomnia]

Start Date: UNK/UNK/2010

Ongoing: YES

1.f Line/MH Number: [6]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Sleep Apnea]

Start Date: UNK/UNK/2010

Ongoing: YES
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Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Aug/31/2020

2. Weight: [135.0]

3. Unit: LB

4. Height: [64.0]

5. Unit: in

6. Body Mass Index: [23.2]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [97.2]

Unit: F

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and Address
(Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition

1. Randomization Date : Aug/31/2020

2. Randomization Number: [245283]

3. Randomization Group: [ ]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Aug/31/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP43RH]

5.b Sample ID [BPL1P4]

5.c Sample ID [BPL1P5]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/31/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP43RG]
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Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/31/2020 14:16

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS
SUBJECT
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Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/21/2020

2. Erroneous Visit
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Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Sep/21/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [97.6]

Unit: F

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and Address
(Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments

09
01

77
e1

96
ae

40
1d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135192



Page 19 of 286

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/21/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP4414]
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/21/2020 13:15

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/20/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/20/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPL25D]

5.b Sample ID [BPL25F]

5.c Sample ID [BP9JCJ]
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/11/2020

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: Nov/11/2020

2. Date of First Symptom Started: Nov/8/2020

3. Symptoms Ongoing? NO

Date of Last Symptom Resolved:
Nov/12/2020

Symptoms

4.a Symptoms: FEVER

Was symptom present? NO

4.b Symptoms: NEW OR INCREASED COUGH

Was symptom present? NO

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH

Was symptom present? NO

4.d Symptoms: CHILLS

Was symptom present? NO

4.e Symptoms: NEW OR INCREASED MUSCLE PAIN

Was symptom present? NO

4.f Symptoms: NEW LOSS OF TASTE OR SMELL

Was symptom present? NO

4.g Symptoms: NEW OR INCREASED SORE THROAT

Was symptom present? YES

4.h Symptoms: DIARRHEA

Was symptom present? NO
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.i Symptoms: VOMITING

Was symptom present? NO

Symptoms - Other

5.a Symptoms - Other Text: [BODY ACHES]

5.b Symptoms - Other Text: [FATIGUE]

5.c Symptoms - Other Text: [NASAL CONGESTION]
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Visit: POT_COVID_ILL 1 Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Date of C
ollection

Specimen Ty
pe

Specimen Collec
tion Location

Assay Code and Description Device Type
Form Instan

ce

 1. Nov/11/20
20 

SWABBED
MATERIAL 

NASOPHARYN
X 

SEVERE ACUTE RESP SYND
ROME CORONAVIRUS 2 

SARS-COV-2 DIA
GNOSTIC TEST 

Repeating
Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. Actual Date of Collection: Nov/11/2020

2. Specimen Type: SWABBED MATERIAL

3. Specimen Collection Location: NASOPHARYNX

4. Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2

5. Device Type: SARS-COV-2 DIAGNOSTIC TEST

6. Trade Name: OTHER

7. Test Result: NEGATIVE

8. Comments/Findings/Details: [Methodology: Real-Time RT-PCR; Quest lab]

9. Trade Name Other, Specify: [NALT Unknown]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB_SELF

3. Sample Collected? YES

Date of Collection:
Nov/11/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [RW87460]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? NO

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[Telehealth visit]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID Not Done

[ ]

Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: HEALTH CARE UTILIZATION

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Health Care Utilization

1.a Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or Contacts: NO

1.b Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts: NO

1.c Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or Contacts: YES

Number of Visits or Contacts:
[1]

1.d Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or Contacts: NO

1.e Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts: NO

1.f Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or Contacts: NO

Health Care Utilization Other

2. Other Type of Practitioner Specify: [ ]

Health Care Utilization

3. Has the subject been hospitalized
due to potential COVID-19 illness?

NO
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Treatment Identifi

er
Con Non-Drug Treatments Pre-specifi

ed
Treatmen

t
Treatmen

t
Start Dat

e
Form Instance

 1.           Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Respiratory Treatment

1. What is the treatment Identifier? [ ]

2. Concomitant Non-drug Treatment
Pre-specified:

3. Treatment:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: POTENTIAL COVID-19 ILLNESS

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

NO

3. Toxicity Grade: 1
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Category of Clinical Even

t:
Subcategory of Clinical Eve

nt
Diagnosis Obtaine

d
Toxicity Grad

e
Form Instance

 1.         Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Illness Details

1. Category of Clinical Event:

2. Subcategory of Clinical Event:

3. Was a diagnosis obtained?

4. Toxicity Grade:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 21-Aug-2020 02:49

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Category for La

b Test
Vendor Na

me
Collection D

ate:
Specimen T

ype
Lab Result

Form Instanc
e

 1.         Sponsor-Defined Id
entifier

Tes
t:

Resul
t:

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 21-Aug-2020 02:49 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Lab Chemistry Details

1. Lab Panel:

2. Laboratory Name and Address [ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

Not Done:

LNMT Low
[ ]
High
[ ]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 21-Aug-2020 02:51

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Category for L

ab Test
Vendor Name (DE

RIVED)
Collection

Date:
Specimen

Type
Lab Result

Form Instanc
e

 1.         Sponsor-Defined I
dentifier

Tes
t:

Resu
lt:

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 21-Aug-2020 02:51 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Laboratory Data Hematology

1. Lab Panel:

2. Laboratory Name and Address [ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

Not Done:

LNMT Low
[ ]
High
[ ]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: VITAL SIGNS - COVID

Form Version: 21-Aug-2020 02:50

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date: Vital Signs Details Form Instance

 1.   Record Identifier: Systolic: Diastolic: Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: VITAL SIGNS - COVID

Form Version: 21-Aug-2020 02:50 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Systolic: [ ]

Diastolic: [ ]

Respiratory Rate in
respirations/minute:

[ ]

Heart Rate in beats/minute: [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 21-Aug-2020 02:51

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date: Vital Signs Details Form Instance

 1.   Record Identifier: Oxygen Saturation Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 21-Aug-2020 02:51 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

SPO2 Pulse Oximetry % [ ]

09
01

77
e1

96
ae

40
1d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135217



Page 44 of 286

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date Time of Assessment Arterial Blood Gases PaO2 FiO2 (Fraction of Inhaled Oxygen) Form Instance

 1.       Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Oxygenation Parameters

1. Date Time of Assessment: //

2. Arterial Blood Gases PaO2
(mmHg):

[ ]

3. FiO2 (Fraction of Inhaled Oxygen): [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defined I

dentifier
Category for Med

ication
Concomitant Medications P

re-specified
Name of Medi

cation
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

[ ]

5. Start Date: //

6. Ongoing?
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date of Assessment Location of Assessment Imaging Method Overall Assessment Form Instance

 1.         Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: IMAGING

Form Version: 06-Jul-2020 21:53 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Imaging

1. Date of Assessment: //

2. Location of Assessment:

3. Type of Imaging Exam:

4. Assessment:
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Dec/09/2020

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/9/2020

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A1
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Dec/09/2020

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Dec/9/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRYKHX]

5.b Sample ID [BRYKHY]
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Unplanned Assessments

1. Assessments
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation/Death
:

Oct/20/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Disposition - Follow-Up

1. Date of
Completion/Discontinuation/Death
:

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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# Category
AE Ident

ifier
Adverse Event Start Date

Is the Adverse Event St
ill Ongoing

Form Instanc
e

 1. ADVERSE E
VENT 

1  Left arm localized soreness
at injection site 

Sep/2/2020 UN
K:UNK 

NO
End Date Time:

Sep/3/2020 UNK:UN
K

 

Repeating
Pages

 2. ADVERSE E
VENT 

2  Vertigo  Feb/3/2021 00:0
0 

NO
End Date Time:

Feb/5/2021 13:55
 

Repeating
Pages

 3. ADVERSE E
VENT 

3  Chills  Feb/2/2021 21:3
0 

NO
End Date Time:

Feb/3/2021 UNK:UN
K

 

Repeating
Pages

 4. ADVERSE E
VENT 

4  Laceration on Head  Feb/3/2021 00:0
2 

NO
End Date Time:

Feb/11/2021 UNK:U
NK

 

Repeating
Pages

 5. ADVERSE E
VENT 

5  Dizziness  Jan/24/2021 UN
K:UNK 

NO
End Date Time:

Jan/24/2021 UNK:U
NK

 

Repeating
Pages

 6. ADVERSE E
VENT 

6  Fever  Feb/3/2021 UN
K:UNK 

NO
End Date Time:

Feb/3/2021 UNK:UN
K

 

Repeating
Pages
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Left arm localized soreness at injection site]

4. Start Date Time: Sep/2/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Sep/3/2020 UNK:UNK

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Vertigo]

4. Start Date Time: Feb/3/2021 00:00

5. Is the adverse event still ongoing? NO

End Date Time:
Feb/5/2021 13:55

6. Toxicity Grade: 3

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

YES

Is this serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO
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9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[Unknown]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment given? YES

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[2021112566]
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [3]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Chills]

4. Start Date Time: Feb/2/2021 21:30

5. Is the adverse event still ongoing? NO

End Date Time:
Feb/3/2021 UNK:UNK

6. Toxicity Grade: 3

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE
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11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [4]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Laceration on Head]

4. Start Date Time: Feb/3/2021 00:02

5. Is the adverse event still ongoing? NO

End Date Time:
Feb/11/2021 UNK:UNK

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[Vertigo]09
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10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment given? YES

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [5]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Dizziness]

4. Start Date Time: Jan/24/2021 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Jan/24/2021 UNK:UNK

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[Unknown]09
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10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [6]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Fever]

4. Start Date Time: Feb/3/2021 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Feb/3/2021 UNK:UNK

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE
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11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Catego

ry
Medication Er

ror
Start Da

te
Is the medication error Still O

ngoing
Study Medication Errors

Action
Form Instance

 1.           Repeating
Pages
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Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment given?

8. Did the Medication Error cause the
subject to be discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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#
Sponsor-Defined I

dentifier
Category for Me

dication
Concomitant Medications

Pre-specified
Name of Medicati

on
Start Da

te
Form Instanc

e

 1. 1  VACCINATIONS
 

NO  Seasonal Influenza
Vaccine 

Oct/16/2
020 

Repeating
Pages
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Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Concomitant Medications

1. What is the medication identifier? [1]

2. Category: VACCINATIONS

3. Concomitant Medications
Pre-specified:

NO

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

[Seasonal Influenza Vaccine]

5. Date: Oct/16/2020
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Visit: Logs Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defined I

dentifier
Category for Me

dication
Concomitant Medications

Pre-specified
Name of Medi

cation
Dose Descri

ption
Form Instanc

e

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Header Text: c4591001

Visit: Logs Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Categor

y
Treatment Identifie

r
Con Non-Drug Treatments Pre-specifi

ed
Treatmen

t
Start Dat

e
Form Instance

 1.           Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Header Text: c4591001

Visit: Logs Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Transfusion Type Date of Transfusion Form Instance

 1.     Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and Address
(Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/13/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible per other protocol allowance(s) and confirmed to have received only
placebo at Vaccination 1/2
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Jan/13/2021

2. Primary Reason for Unblinding: ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Death Details

1. Date of Collection / Notification of
Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]

09
01

77
e1

96
ae

40
1d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135265



Page 92 of 286

***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/13/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. Consent Was: OBTAINED

Date Written Consent Obtained
Jan/13/2021
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Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. Date of
Completion/Discontinuation/Death
:

Jan/13/2021

2. Phase of Disposition: REPEAT SCREENING 1

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and Address
(Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Jan/13/2021

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9JJF]

5.b Sample ID [BRYKKN]

5.c Sample ID [BRYKKM]
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Jan/13/2021

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9JJD]

09
01

77
e1

96
ae

40
1d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135272



Page 99 of 286

***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Jan/13/2021 15:48

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was Observed 30 MINUTES

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/2/2021

2. Erroneous Visit
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Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and Address
(Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Feb/2/2021

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR8XCL]
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Visit: V102_VAX4 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Feb/2/2021 11:50

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was Observed 30 MINUTES

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Header Text: c4591001

Visit: V103_MONTH1 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Mar/2/2021

2. Erroneous Visit
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Visit: V103_MONTH1 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Contact Outcome

1. Contact Type: TELEPHONE VISIT

2. Was contact made? YES

Date of Contact:
Mar/2/2021

3. Comments: [ ]
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Visit: V104_MONTH6 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V104_MONTH6 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: V105_MONTH18 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V105_MONTH18 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation/Death
:

Mar/2/2021

2. Phase of Disposition: OPEN LABEL TREATMENT

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Oct/20/2020
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign
CRF_Sign_1

Name Signature
Meaning

Date Type Action
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - Comments

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Sep-01-2020 13:29:25 (UTC-07:00) Mountain
Time (US & Canada)

Selma Leudtke
(pfe.sleudtke)

Not Applicable

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Sep-01-2020 13:31:26 (UTC-07:00) Mountain
Time (US & Canada)

Selma Leudtke
(pfe.sleudtke)

Subject is not of childbearing potential

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

1 Sep-01-2020 13:31:26 (UTC-07:00) Mountain
Time (US & Canada)

Selma Leudtke
(pfe.sleudtke)

Subject is not of childbearing potential

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

2 Sep-01-2020 13:31:26 (UTC-07:00) Mountain
Time (US & Canada)

Selma Leudtke
(pfe.sleudtke)

Subject is not of childbearing potential

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

3 Sep-01-2020 13:31:26 (UTC-07:00) Mountain
Time (US & Canada)

Selma Leudtke
(pfe.sleudtke)

Subject is not of childbearing potential

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

4 Sep-01-2020 13:31:26 (UTC-07:00) Mountain
Time (US & Canada)

Selma Leudtke
(pfe.sleudtke)

Subject is not of childbearing potential

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

5 Sep-01-2020 13:31:26 (UTC-07:00) Mountain
Time (US & Canada)

Selma Leudtke
(pfe.sleudtke)

Subject is not of childbearing potential

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

6.a Sep-01-2020 13:31:26 (UTC-07:00) Mountain
Time (US & Canada)

Selma Leudtke
(pfe.sleudtke)

Subject is not of childbearing potential

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

6.a Sep-01-2020 13:31:26 (UTC-07:00) Mountain
Time (US & Canada)

Selma Leudtke
(pfe.sleudtke)

Subject is not of childbearing potential

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

6.a Sep-01-2020 13:31:26 (UTC-07:00) Mountain
Time (US & Canada)

Selma Leudtke
(pfe.sleudtke)

Subject is not of childbearing potential

Not Applicable
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Sep-21-2020 15:57:33 (UTC-07:00) Mountain
Time (US & Canada)

Selma Leudtke
(pfe.sleudtke)

Subject is not of childbearing potential

Not Applicable

09
01

77
e1

96
ae

40
1d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135298



Page 125 of 286

***Confidential***

Header Text: c4591001
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Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

1 Sep-21-2020 15:57:33 (UTC-07:00) Mountain
Time (US & Canada)

Selma Leudtke
(pfe.sleudtke)

Subject is not of childbearing potential

Not Applicable
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Back to Form

Item Date User Comment
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Time (US & Canada)
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Subject is not of childbearing potential
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Back to Form

Item Date User Comment

3 Sep-21-2020 15:57:33 (UTC-07:00) Mountain
Time (US & Canada)

Selma Leudtke
(pfe.sleudtke)

Subject is not of childbearing potential

Not Applicable
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Name Signature
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Sahara Vega  N/A Jan-25-2021 16:36:36 (UTC-07:00) Mountain
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Matthew Doust  Approved Jan-22-2021 08:46:51 (UTC-07:00) Mountain
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MatthewDoust, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Edit - All
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N/A
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By my dated signature below, I, MatthewDoust, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.09
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sahara Vega  N/A Dec-09-2020 14:59:27 (UTC-07:00) Mountain
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Matthew Doust  Approved Nov-16-2020 17:44:38 (UTC-07:00) Mountain
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MatthewDoust, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Sahara Vega  N/A Nov-16-2020 13:33:13 (UTC-07:00) Mountain
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Matthew Doust  Approved Nov-16-2020 09:05:46 (UTC-07:00) Mountain
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MatthewDoust, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Sahara Vega  N/A Nov-12-2020 16:40:23 (UTC-07:00) Mountain
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Matthew Doust  Approved Nov-12-2020 13:38:12 (UTC-07:00) Mountain
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MatthewDoust, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Sahara Vega  N/A Nov-12-2020 09:09:10 (UTC-07:00) Mountain
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Matthew Doust  Approved Oct-26-2020 16:10:40 (UTC-07:00) Mountain
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MatthewDoust, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Sep-01-2020 13:28:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Sep-01-2020 13:28:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Sep-01-2020 13:28:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
OBTAINED

Date Written Consent Obtained

Aug/31/2020

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject ID

Date Location User Value Reason

Sep-01-2020 13:28:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10121097

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Sep-01-2020 13:28:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1948

Enrollment Entry

3. Sex:

Date Location User Value Reason

Sep-01-2020 13:28:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Sep-01-2020 13:28:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
NOT HISPANIC OR LATINO(A
) OR OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Sep-01-2020 13:28:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
WHITE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-01-2020 13:29:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Aug/31/2020

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Sep-01-2020 13:30:12
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Aug/31/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Sep-01-2020 13:30:12
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Sep-14-2020 23:05:27
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Ricardo
DAbreau
(pfe.dabrer02)

Query 1: Closed Response satisfies
query

Sep-06-2020 10:58:12
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 1: Answered Will confirm start
date of insomnia at
next visit.

Sep-04-2020 10:45:26
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Ricardo
DAbreau
(pfe.dabrer02)

Query 1: Opened Concomitant
medication log list
Ambien with a start
date of 2010 for
insomnia. Please
confirm medical
history.

Sep-01-2020 13:30:12
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
COMPLETED

Initial Entry

4. Specify Status:

Date Location User Value Reason

Sep-04-2020 10:46:12
(UTC-07:00) Mountain

ACV0PFEINFP6000  Ricardo
DAbreau

Query 1: Closed Response satisfies
query
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe.dabrer02)

Sep-04-2020 10:43:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Ricardo
DAbreau
(pfe.dabrer02)

Query 1: Opened Source list
documented
hysterectomy 1990.
Please verify.
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Sep-03-2020 17:32:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

1

Medical Histo
ry Term:

Basal Cell Carcin
oma Nose

Start Date: UNK/UNK/2018

Ongoing: NO
End Date:

UNK/UNK/20
18

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Sep-03-2020 17:32:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-03-2020 17:32:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Basal Cell Carcinoma Nose

Initial Entry

1.a Start Date:

Date Location User Value Reason

Sep-03-2020 17:32:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
UNK/UNK/2018

Initial Entry

1.a Ongoing:

Date Location User Value Reason
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-03-2020 17:32:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
NO

End Date:

UNK/UNK/2018

Initial Entry

1.b

Date Location User Value Reason

Sep-03-2020 17:32:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

2

Medical History T
erm:

Osteoporosis

Start Date: UNK/UNK/2
016

Ongoing: YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.b Line/MH Number:

Date Location User Value Reason

Sep-03-2020 17:32:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-03-2020 17:32:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Osteoporosis

Initial Entry

1.b Start Date:

Date Location User Value Reason

Sep-03-2020 17:32:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
UNK/UNK/2016

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Sep-03-2020 17:32:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
YES

Initial Entry

1.c

Date Location User Value Reason

Sep-03-2020 17:34:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

3

Medical Histor
y Term:

Left Knee Arthr
oplasty

Start Date: UNK/UNK/201
7

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Ongoing: NO
End Date:

UNK/UNK/2
017

1.c Line/MH Number:

Date Location User Value Reason

Sep-03-2020 17:34:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-03-2020 17:34:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Left Knee Arthroplasty

Initial Entry

1.c Start Date:

Date Location User Value Reason

Sep-03-2020 17:34:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
UNK/UNK/2017

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Sep-03-2020 17:34:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
NO

End Date:

UNK/UNK/2017

Initial Entry

1.d

Date Location User Value Reason

Sep-03-2020 17:35:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

4

Initial Entry

09
01

77
e1

96
ae

40
1d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135339



Page 166 of 286

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Medical Histor
y Term:

Osteoarthritis Le
ft Knee

Start Date: UNK/UNK/2014

Ongoing: NO
End Date:

UNK/UNK/2
017
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.d Line/MH Number:

Date Location User Value Reason

Sep-03-2020 17:35:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-01-2020 06:50:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Charlene
Kimmel
(pfe.kimmec)

Query 1: Closed Response satisfies
query

Sep-28-2020 12:19:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Query 1: Answered Insomnia and sleep
apnea have been
added to medical
history

Sep-28-2020 06:41:40
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Charlene
Kimmel
(pfe.kimmec)

Query 1: Opened confirm if insomnia
and sleep apnea
should be added

Sep-03-2020 17:35:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Osteoarthritis Left Knee

Initial Entry

1.d Start Date:

Date Location User Value Reason

Sep-03-2020 17:35:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
UNK/UNK/2014

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Sep-03-2020 17:35:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
NO

End Date:

UNK/UNK/2017

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Sep-28-2020 12:18:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

5

Medical History T
erm:

Insomnia

Start Date: UNK/UNK/2
010

Ongoing: YES

Initial Entry

1.e Line/MH Number:

Date Location User Value Reason

Sep-28-2020 12:18:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-28-2020 12:18:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Insomnia

Initial Entry

1.e Start Date:

Date Location User Value Reason

Sep-28-2020 12:18:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
UNK/UNK/2010

Initial Entry

1.e Ongoing:

Date Location User Value Reason

Sep-28-2020 12:18:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
YES

Initial Entry

1.f

Date Location User Value Reason09
01
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-28-2020 12:18:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

6

Medical History T
erm:

Sleep Apnea

Start Date: UNK/UNK/2
010

Ongoing: YES

Initial Entry

1.f Line/MH Number:

Date Location User Value Reason

Sep-28-2020 12:18:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-28-2020 12:18:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Sleep Apnea

Initial Entry

1.f Start Date:

Date Location User Value Reason

Sep-28-2020 12:18:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
UNK/UNK/2010

Initial Entry

1.f Ongoing:

Date Location User Value Reason

Sep-28-2020 12:18:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
YES

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Sep-01-2020 13:30:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Aug/31/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Sep-01-2020 13:30:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
135.0

Initial Entry

3. Unit:

Date Location User Value Reason

Sep-01-2020 13:30:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
LB

Initial Entry

4. Height:

Date Location User Value Reason

Sep-01-2020 13:30:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
64.0

Initial Entry

5. Unit:

Date Location User Value Reason

Sep-01-2020 13:30:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
in

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Sep-01-2020 13:30:58
(UTC-07:00) Mountain

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
23.2

Initial Entry09
01

77
e1
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada)

7.a

Date Location User Value Reason

Sep-01-2020 13:30:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Record Identifier:
:

1

Temperature: 97.2

Temperature Unit
:

F

Temperature Loc
ation::

ORAL CAV
ITY

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Sep-01-2020 13:30:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Sep-01-2020 13:30:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
97.2

Initial Entry

7.a Unit:

Date Location User Value Reason

Sep-01-2020 13:30:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
F

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Sep-01-2020 13:30:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
ORAL CAVITY

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Sep-01-2020 13:31:26
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Sep-01-2020 13:31:26
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Sep-01-2020 13:31:26
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Sep-01-2020 13:31:26
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Sep-01-2020 13:31:26
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-01-2020 13:31:26
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Sponsor-Defined Id
entifier:

Not Applic
able

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Sep-01-2020 13:31:26
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Sep-01-2020 13:31:26
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Sep-01-2020 13:31:26
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Not Applicable

Initial Entry

6.a Not Done:

Date Location User Value Reason

Sep-01-2020 13:31:26
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Randomization Date :

Date Location User Value Reason

Sep-01-2020 13:33:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Aug/31/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Sep-01-2020 13:33:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
245283

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-01-2020 13:33:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-01-2020 13:33:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-02-2020 14:12:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Sep-02-2020 00:53:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-01-2020 13:33:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-01-2020 13:33:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
YES

Date of Collection:

Aug/31/2020

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a

Date Location User Value Reason

Sep-02-2020 14:12:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
Sample ID: BP43RH

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-02-2020 14:12:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
BP43RH

Initial Entry

5.b

Date Location User Value Reason

Sep-02-2020 14:13:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
Sample ID: BPL1P4

Initial Entry

5.b Sample ID

Date Location User Value Reason

Sep-02-2020 14:13:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
BPL1P4

Initial Entry

5.c

Date Location User Value Reason

Sep-02-2020 14:13:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
Sample ID: BPL1P5

Initial Entry

5.c Sample ID

Date Location User Value Reason

Sep-02-2020 14:13:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
BPL1P5

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-01-2020 13:34:02
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-01-2020 13:34:02
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-02-2020 14:12:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Sep-02-2020 00:58:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-01-2020 13:34:02
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-01-2020 13:34:02
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
YES

Date of Collection:

Aug/31/2020

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a

Date Location User Value Reason

Sep-02-2020 14:12:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
Sample ID: BP43RG

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-02-2020 14:12:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
BP43RG

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-01-2020 13:34:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-01-2020 13:34:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-01-2020 13:34:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Sep-01-2020 13:34:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Aug/31/2020 14:16

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-01-2020 13:34:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-01-2020 13:34:35
(UTC-07:00) Mountain

ACV0PFEINFP6000  Selma
Leudtke

Data Entry:
LEFT

Initial Entry09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe.sleudtke)

7. Route:

Date Location User Value Reason

Sep-01-2020 13:34:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-01-2020 13:34:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED O
BSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Sep-01-2020 13:34:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Sep-01-2020 13:34:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
NO - REACTOGENICITY E-DI
ARY NOT COLLECTED FOR T
HIS SUBJECT

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-21-2020 15:56:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Sep/21/2020

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Sep-21-2020 15:57:10
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Sep/21/2020

Initial Entry

2.a

Date Location User Value Reason

Sep-21-2020 15:57:10
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Record Identifier:
:

1

Temperature: 97.6

Temperature Unit
:

F

Temperature Loc
ation::

ORAL CAV
ITY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Sep-21-2020 15:57:10
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Sep-21-2020 15:57:10
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
97.6

Initial Entry

2.a Unit:

Date Location User Value Reason

Sep-21-2020 15:57:10
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
F

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.a Temperature Location:

Date Location User Value Reason

Sep-21-2020 15:57:10
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
ORAL CAVITY

Initial Entry

09
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***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Sep-21-2020 15:57:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Sep-21-2020 15:57:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Sep-21-2020 15:57:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Sep-21-2020 15:57:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Sep-21-2020 15:57:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-21-2020 15:57:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Sponsor-Defined Id
entifier:

Not Applic
able

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Sep-21-2020 15:57:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Sep-21-2020 15:57:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Sep-21-2020 15:57:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Not Applicable

Initial Entry

6.a Not Done:

Date Location User Value Reason

Sep-21-2020 15:57:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Not Applicable

Initial Entry

09
01

77
e1

96
ae

40
1d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135360



Page 187 of 286

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-21-2020 15:58:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-21-2020 15:58:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-29-2020 16:01:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Sep-22-2020 01:49:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe nairr29)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-21-2020 15:58:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-21-2020 15:58:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
YES

Date of Collection:

Sep/21/2020

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a

Date Location User Value Reason

Sep-29-2020 16:01:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Shana
Harshell
(pfe.sharshell)

Data Entry:
Sample ID: BP4414

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-29-2020 16:01:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Shana
Harshell
(pfe.sharshell)

Data Entry:
BP4414

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-21-2020 15:58:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-21-2020 15:58:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-21-2020 15:58:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Sep-21-2020 15:58:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Sep/21/2020 13:15

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-21-2020 15:58:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-21-2020 15:58:49
(UTC-07:00) Mountain

ACV0PFEINFP6000  Selma
Leudtke

Data Entry:
LEFT

Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe.sleudtke)

7. Route:

Date Location User Value Reason

Sep-21-2020 15:58:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-21-2020 15:58:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED O
BSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Sep-21-2020 15:58:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
YES

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-20-2020 15:10:16
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Oct/20/2020

Initial Entry

09
01

77
e1

96
ae

40
1d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135365



Page 192 of 286

***Confidential***

 

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-20-2020 15:10:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-20-2020 15:10:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-21-2020 11:33:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Oct-21-2020 04:34:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe nairr29)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-20-2020 15:10:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-20-2020 15:10:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
YES

Date of Collection:

Oct/20/2020

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a

Date Location User Value Reason

Oct-21-2020 11:33:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sample ID: BPL25D

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-21-2020 11:33:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
BPL25D

Initial Entry

5.b

Date Location User Value Reason

Oct-21-2020 11:34:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sample ID: BPL25F

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-21-2020 11:34:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
BPL25F

Initial Entry

5.c

Date Location User Value Reason

Oct-21-2020 11:35:10
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sample ID: BP9JCJ

Initial Entry

5.c Sample ID

Date Location User Value Reason

Oct-21-2020 11:35:10
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
BP9JCJ

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-16-2020 14:09:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Erik Sundgaard
(pfe.sundgaardea)

Query 3: Closed Response satisfies
query

Nov-16-2020 13:33:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 3: Answered Changed data per
query

Nov-13-2020 12:17:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Mary Campbell
(pfe.campbm25)

Query 3: Opened Per CCGs the
COVID Test is a
required form
within this visit.
Please complete
the data as required
in CCG section
8.31. If the test was
not done please
add a FORM
LEVEL comment
of NOT DONE
else clarify.

Nov-12-2020 09:11:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Nov-12-2020 09:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto Query

Nov-12-2020 09:09:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate Date of Visit is
completed but Date
of Assessment in
the Signs and
Symptoms form is
missing. Please
review and update
as appropriate.

Nov-12-2020 09:09:09
(UTC-07:00) Mountain

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate Date of Visit is
completed but Date
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) of Collection in
both Nasal Swab
Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Nov-12-2020 09:09:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
Nov/11/2020

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Nov-12-2020 09:09:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
COVID_A

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Nov-12-2020 09:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Nov/11/2020

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Nov-12-2020 09:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Nov/8/2020

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

Jan-21-2021 10:39:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Aloma
Ratnasoma
(pfe.ratnaa05)

Query 1: Closed Response satisfies
query

Jan-20-2021 12:58:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Jan-20-2021 12:58:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

Date of Last Symptom Resol
ved:

Nov/12/2020

Transcription Error

Dec-29-2020 11:56:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Aloma
Ratnasoma
(pfe.ratnaa05)

Query 1: Opened per the
Convalescent visit
source symptoms
resolved on 12 Nov
2020. Please revisit
and update.

Dec-09-2020 14:59:27
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
NO

Date of Last Symptom Resol

New Information
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

ved:

Nov/11/2020

Nov-12-2020 09:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
YES

Initial Entry

4.a

Date Location User Value Reason

Nov-12-2020 09:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Symptoms: FEVER

Symptom Present: NO

Initial Entry

4.a Symptoms:

Date Location User Value Reason

Nov-12-2020 09:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
FEVER

Initial Entry

4.a Was symptom present?

Date Location User Value Reason

Nov-12-2020 09:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

4.b

Date Location User Value Reason

Nov-12-2020 09:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Symptoms: NEW OR INCREA

SED COUGH

Symptom P
resent:

NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.b Symptoms:

Date Location User Value Reason

Nov-12-2020 09:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NEW OR INCREASED COUGH

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Nov-12-2020 09:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

4.c

Date Location User Value Reason

Nov-12-2020 09:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sympto
ms:

NEW OR INCREASE
D SHORTNESS OF B
REATH

Sympto
m Prese
nt:

NO

Initial Entry

4.c Symptoms:

Date Location User Value Reason

Nov-12-2020 09:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NEW OR INCREASED SHORTN
ESS OF BREATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Nov-12-2020 09:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

4.d

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov-13-2020 15:47:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Symptoms: CHILLS

Symptom Present: NO

Transcription Error

Nov-12-2020 09:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
Symptoms: CHILLS

Symptom Present: YES

Initial Entry

4.d Symptoms:

Date Location User Value Reason

Nov-12-2020 09:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Nov-14-2020 09:31:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Kimberly
Forbus
(pfe.forbuk)

Query 1: Closed Response satisfies
query

Nov-13-2020 15:47:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Nov-13-2020 15:47:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
NO

Transcription Error

Nov-13-2020 13:55:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Aloma
Ratnasoma
(pfe.ratnaa05)

Query 1: Opened per source denies
chills, please revisit
and update.

Nov-12-2020 09:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
YES

Initial Entry

4.e

Date Location User Value Reason

Nov-12-2020 09:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Symptom NEW OR INCREAS

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

s: ED MUSCLE PAIN

Symptom
Present:

NO

4.e Symptoms:

Date Location User Value Reason

Nov-12-2020 09:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NEW OR INCREASED MUSCL
E PAIN

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Nov-12-2020 09:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

4.f

Date Location User Value Reason

Nov-12-2020 09:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Symptoms
:

NEW LOSS OF TAS
TE OR SMELL

Symptom
Present:

NO

Initial Entry

4.f Symptoms:

Date Location User Value Reason

Nov-12-2020 09:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NEW LOSS OF TASTE OR SME
LL

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Nov-12-2020 09:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.g

Date Location User Value Reason

Nov-12-2020 09:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Symptom
s:

NEW OR INCREAS
ED SORE THROAT

Symptom
Present:

YES

Initial Entry

4.g Symptoms:

Date Location User Value Reason

Nov-12-2020 09:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NEW OR INCREASED SORE T
HROAT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Nov-12-2020 09:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
YES

Initial Entry

4.h

Date Location User Value Reason

Nov-12-2020 09:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Symptoms: DIARRHEA

Symptom Present: NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.h Symptoms:

Date Location User Value Reason

Nov-12-2020 09:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Nov-12-2020 09:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

4.i

Date Location User Value Reason

Nov-12-2020 09:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Symptoms: VOMITING

Symptom Present: NO

Initial Entry

4.i Symptoms:

Date Location User Value Reason

Nov-12-2020 09:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Nov-12-2020 09:10:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

5.a

Date Location User Value Reason

Nov-12-2020 09:10:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Symptoms - Othe
r:

BODY ACHE
S

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Symptoms - Other Text:

Date Location User Value Reason

Nov-12-2020 09:10:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
BODY ACHES

Initial Entry

5.b

Date Location User Value Reason

Nov-12-2020 09:10:54
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Symptoms - Other: FATIGUE

Initial Entry

5.b Symptoms - Other Text:

Date Location User Value Reason

Nov-12-2020 09:10:54
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
FATIGUE

Initial Entry

5.c

Date Location User Value Reason

Nov-12-2020 16:40:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Symptoms -
Other:

NASAL CONGE
STION

Changed
Information

Nov-12-2020 09:11:02
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Symptoms - Othe
r:

CONGESTIO
N

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Symptoms - Other Text:

Date Location User Value Reason

Nov-13-2020
00:43:39
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query 1: Clo
sed

Discrepancy has
been closed.

Nov-12-2020
16:40:23
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Ans
wered

Changed
Information

Nov-12-2020
16:40:23
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
NASAL CO
NGESTION

Changed
Information

Nov-12-2020
11:43:13
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query 1: Op
ened

Clarify
CONGESTION
as follows...The
term appears
incomplete. Are
you reporting
NASAL
CONGESTION?
SINUS
CONGESTION?
HEPATIC
CONGESTION?
Other? If so, edit
as such. If there is
no further
information,
update the current
term to
CONGESTION
NFI. Otherwise
please note the
term remains
uncoded in the
database. Thank
you.
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov-12-2020
09:11:02
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
CONGESTI
ON

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: MICROBIOLOGY SPECIMEN - Audit Trail

Form Version: 06-Jul-2020 21:54 Form Status:

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Nov-16-2020 13:33:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Sahara
Vega
(pfe.svega)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Nov-16-2020 13:33:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Nov/11/2020

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Nov-16-2020 13:33:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
SWABBED MATERIAL

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Nov-16-2020 13:33:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NASOPHARYNX

Initial Entry

4. Assay Code and Description:

Date Location User Value Reason

Nov-16-2020 13:33:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SEVERE ACUTE RESP SYNDR
OME CORONAVIRUS 2

Initial Entry

5. Device Type:

Date Location User Value Reason

Nov-16-2020 13:33:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SARS-COV-2 DIAGNOSTIC TES
T

Initial Entry

6. Trade Name:

Date Location User Value Reason

Nov-16-2020 13:33:13
(UTC-07:00) Mountain

ACV0PFEINFP6000  Sahara
Vega

Data Entry:
OTHER

Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe.svega)

7. Test Result:

Date Location User Value Reason

Nov-16-2020 13:33:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NEGATIVE

Initial Entry

8. Comments/Findings/Details:

Date Location User Value Reason

Nov-16-2020 13:33:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Methodology: Real-Time RT-PCR;
Quest lab

Initial Entry

9. Trade Name Other, Specify:

Date Location User Value Reason

Nov-16-2020 13:33:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NALT Unknown

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-12-2020 09:11:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-12-2020 09:11:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-12-2020 09:12:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Nov-12-2020 09:11:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Nov-12-2020 09:11:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
YES

Date of Collection:

Nov/11/2020

Initial Entry

5.a

Date Location User Value Reason

Nov-12-2020 09:12:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sample ID: RW87460

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Nov-12-2020 09:12:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
RW87460

Initial Entry

09
01

77
e1
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ae

40
1d
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-12-2020 09:12:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-12-2020 09:12:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-12-2020 09:12:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Nov-12-2020 09:12:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Telehealth visit

Initial Entry

5.a

Date Location User Value Reason

Nov-12-2020 09:12:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sample ID: Not Done

Initial Entry

Nov-12-2020 09:11:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sample ID:

Transcription Error
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov-12-2020 09:11:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sample ID: RW87460

Initial Entry

5.a Sample ID

Date Location User Value Reason

Nov-12-2020 09:12:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Done

Initial Entry

Nov-12-2020 09:11:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Nov-12-2020 09:11:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry: Transcription Error

Nov-12-2020 09:11:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Barcode is not 6
characters in length.
Please review and
correct as
appropriate.

Nov-12-2020 09:11:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
RW87460

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Nov-12-2020 09:13:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Type of Practitioner: SPECIA

LIST

Occurrence of Visits o
r Contacts:

NO

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

Nov-12-2020 09:13:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
SPECIALIST

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

Nov-12-2020 09:13:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

1.b

Date Location User Value Reason

Nov-12-2020 09:13:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Type of Practition
er:

EMERGEN
CY ROOM

Occurrence of Visi
ts or Contacts:

NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Nov-12-2020 09:13:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
EMERGENCY ROOM

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Nov-12-2020 09:13:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

1.c

Date Location User Value Reason

Nov-12-2020 09:13:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Type of Practiti
oner:

PRIMARY CA
RE PHYSICIA
N

Occurrence of
Visits or Conta
cts:

YES
Number of Visi
ts or Contacts:

1

Initial Entry

1.c Physician or Healthcare Professional:

Date Location User Value Reason

Nov-12-2020 09:13:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
PRIMARY CARE PHYSICIAN

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Nov-12-2020 09:13:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
YES

Number of Visits or Contacts:

1

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.d

Date Location User Value Reason

Nov-12-2020 09:13:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Type of Practitioner
:

URGENT
CARE

Occurrence of Visits
or Contacts:

NO

Initial Entry

1.d Physician or Healthcare Professional:

Date Location User Value Reason

Nov-12-2020 09:13:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
URGENT CARE

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Nov-12-2020 09:13:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

1.e

Date Location User Value Reason

Nov-12-2020 09:13:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Type of Practiti
oner:

TELEPHONE
CONSULTATI
ON

Occurrence of
Visits or Contac
ts:

NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.e Physician or Healthcare Professional:

Date Location User Value Reason

Nov-12-2020 09:13:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
TELEPHONE CONSULTATION

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Nov-12-2020 09:13:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

1.f

Date Location User Value Reason

Nov-12-2020 09:13:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Type of Practitioner: OTH

ER

Occurrence of Visits or
Contacts:

NO

Initial Entry

1.f Physician or Healthcare Professional:

Date Location User Value Reason

Nov-12-2020 09:13:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
OTHER

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Nov-12-2020 09:13:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

3. Has the subject been hospitalized due to potential COVID-19 illness?

Date Location User Value Reason

Nov-12-2020 09:13:30 ACV0PFEINFP6000  Sahara Data Entry: Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-07:00) Mountain
Time (US & Canada)

Vega
(pfe.svega)

NO
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Nov/11/2020

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Nov-12-2020 09:13:51
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
POTENTIAL COVID-19 ILLNES
S

Initial Entry

2. Was a diagnosis obtained for Potential COVID-19 Illness?

Date Location User Value Reason

Nov-12-2020 09:13:51
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

3. Toxicity Grade:

Date Location User Value Reason

Nov-12-2020 09:13:51
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
1

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Dec/09/2020

Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-09-2020 14:59:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Dec/9/2020

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Dec-09-2020 14:59:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
COVID_A1

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Dec/09/2020

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Dec-09-2020 14:59:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Dec-09-2020 14:59:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-20-2021 13:05:54
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Dec-11-2020 10:41:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe nairr29)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Dec-09-2020 14:59:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Dec-09-2020 14:59:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
YES

Date of Collection:

Dec/9/2020

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Dec/09/2020

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a

Date Location User Value Reason

Jan-20-2021 13:05:54
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
Sample ID: BRYKHX

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jan-20-2021 13:05:54
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
BRYKHX

Initial Entry

5.b

Date Location User Value Reason

Jan-20-2021 13:06:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
Sample ID: BRYKHY

Initial Entry

5.b Sample ID

Date Location User Value Reason

Jan-20-2021 13:06:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
BRYKHY

Initial Entry
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-20-2020 15:10:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Oct/20/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-20-2020 15:10:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Oct-20-2020 15:10:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
COMPLETED

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Sep-23-2020 16:39:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Selma
Leudtke
(pfe.sleudtke)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-05-2021 14:08:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Stephanie
Catanzaro
(pfe.scatanzaro)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-05-2021 14:10:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Stephanie
Catanzaro
(pfe.scatanzaro)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-05-2021 14:14:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Stephanie
Catanzaro
(pfe.scatanzaro)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-11-2021 11:49:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Stephanie
Catanzaro
(pfe.scatanzaro)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-11-2021 11:50:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Stephanie
Catanzaro
(pfe.scatanzaro)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Sep-23-2020 16:39:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Sep-23-2020 16:39:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-25-2021 13:17:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Closed Response satisfies
query

Feb-25-2021 13:16:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Closed Response satisfies
query

Feb-05-2021 14:15:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Query 2: Answered Added

Feb-05-2021 14:14:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Query 1: Answered Added

Feb-05-2021 09:28:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Opened CLINICAL On
review of the SAE
report for
VERTIGO, an event
of Laceration (7
stitches) has been
mentioned, yet it
does not appear in
the CRF. Please
review for safety
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

and update AE log
CRF accordingly.

Feb-05-2021 09:27:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Opened Clinical SAE of
Vertigo reported
(#2021112566);
please enter event
on the AE CRF

Sep-23-2020 16:39:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma Leudtke
(pfe.sleudtke)

Data Entry:
Left arm localized soreness at i
njection site

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Sep-23-2020 16:39:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Sep/2/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Sep-23-2020 16:39:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
NO

End Date Time:

Sep/3/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Sep-23-2020 16:39:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-23-2020 16:39:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Sep-23-2020 16:39:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Sep-23-2020 16:39:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Sep-23-2020 16:39:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Sep-23-2020 16:39:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Sep-23-2020 16:39:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-23-2020 16:39:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Sep-23-2020 16:39:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Feb-05-2021 14:08:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Feb-05-2021 14:08:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-05-2021 14:08:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
Vertigo

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Mar-05-2021 17:47:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Closed Response satisfies
query

Mar-02-2021 09:16:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Query 1: Answered These dates have
been changed on
the SAE; corrected
report was sent in
last week.

Mar-02-2021 06:14:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sathenapalli
Suguna Srujan
(pfe.srujas)

Query 1: Opened Clinical In the
recent SAE update,
the date for the
CXR and Head CT
entered in the Test
section is 02Feb21,
which is the day
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

BEFORE the SAE
event occurred.
Please update this
date as soon as
possible in a SAE
safety update.
Thank you.

Mar-01-2021 14:32:27
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Candidate Clinical In the
recent SAE update,
the date for the
CXR and Head CT
entered in the Test
section is 02Feb21,
which is the day
BEFORE the SAE
event occurred.
Please update this
date as soon as
possible in a SAE
safety update.
Thank you.

Feb-05-2021 14:08:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
Feb/3/2021 00:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-11-2021 16:20:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Closed Response satisfies
query

Mar-09-2021 13:39:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Query 1: Answered THERE IS
ABSOLUTELY AN
END DATE ON
PAGE 2 AT THE
BOTTOM
(SECTION 17)
AND IN THE
NARRATIVE. IS
THERE ANOTHER
THAT I NEED TO
ADD THE STOP
DATE?09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
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Mar-08-2021 23:36:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Reissued:Opened Clinical - most
recent SAE update
(04Mar21) does not
have an End date -
please submit to the
SAE event section at
STOP date

Mar-08-2021 09:18:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Query 1: Answered Updated SAE was
submitted last week
on 04Mar2021

Mar-05-2021 17:49:02
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Opened Clinical - End date
is 05Feb21;
however, SAE
report has no End
date. Please submit
a SAE update
reporting End date
and resolved status

Mar-04-2021 13:49:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

End Date Time:

Feb/5/2021 13:55

New Information

Mar-02-2021 09:37:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madison
Mikulak
(pfe.mmikulak)

Data Entry:
NO

End Date Time:

Feb/3/2021 13:55

New Information

Feb-05-2021 14:08:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Feb-05-2021 14:08:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
3

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.
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Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Feb-25-2021 13:23:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Closed Query closed; will
follow for requested
COVID test
information.

Feb-24-2021 10:21:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Query 2: Answered This was submitted
today.

Feb-22-2021 09:12:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Reissued:Opened Clinical – Thank
you. If NO hospital
COVID test was
performed is
known, please
submit this
information on a
follow-up SAE
form, as pertinent
information for this
trial.

Feb-17-2021 10:53:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
YES

Is this serious event associate
d with congenital anomaly or
birth defect?

NO

Did this serious event result i
n death?

NO

Did this serious event require
or prolong hospitalization?

YES

Did this serious event result i
n persistent or significant dis

Changed
Information
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ability/incapacity?

NO

Is this serious event life threa
tening?

NO

Other medically important se
rious event

NO

Feb-17-2021 10:53:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Query 2: Answered No COVID testing
was performed

Feb-08-2021 16:55:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Opened Clinical COVID test
status (yes/no)
during Hosp was
not reported in the
SAE. Please submit
a follow-up SAE
form [#2021112566]
to document if
COVID testing was
performed
(YES/NO or info
not available) and if
yes, the date and
results.

Feb-08-2021 07:49:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Feb-05-2021 14:08:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE Vertigo:
Response to "Is the
adverse event
serious?" is 'Yes' but
"Serious Adverse
Event Number" is
blank.

Feb-05-2021 14:08:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
YES

Is this serious event associate

Initial Entry
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d with congenital anomaly or
birth defect?

NO

Did this serious event result i
n death?

NO

Did this serious event require
or prolong hospitalization?

YES

Did this serious event result i
n persistent or significant dis
ability/incapacity?

NO

Is this serious event life threa
tening?

NO

Other medically important se
rious event

YES

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Feb-05-2021 14:08:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Feb-17-2021 10:46:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NOT RELATED

If Not Related to study treatm

New Information
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ent(s), this event is due to:

OTHER

If Other, specify:

Unknown

Feb-05-2021 14:08:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Feb-05-2021 14:08:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Feb-05-2021 14:08:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Feb-05-2021 14:08:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
YES

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Mar-12-2021
05:17:22
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 3: Closed Response satisfies query

Mar-08-2021
00:09:27

ACV0PFEINFP6000  Ricell Ann
Piojo

Query 3: Reissued:
Candidate

Pending SDB update09
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(UTC-07:00)
Mountain Time
(US & Canada)

(pfe.quitor)

Mar-04-2021
13:58:41
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Query 3: Answered Updated SAE report submitted.

Mar-03-2021
23:56:57
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 3: Opened SAE RECON:AER#2021112566
,outcome was updated to
RECOVERED/RESOLVED on AE
CRF while reported as
Recovering/Resolving in Safety
database. Please confirm correct
outcome. If safety update is
required, please submit a follow-up
form.

Mar-02-2021
09:37:55
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Closed Close Auto Query

Mar-02-2021
09:37:55
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  Madison
Mikulak
(pfe.mmikulak)

Data Entry:
RECOVERED/RE
SOLVED

New Information

Mar-02-2021
09:37:28
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened For AE Vertigo: Response to "What
was the outcome of this adverse
event?" is 'Recovering/Resolving'
but AE End Date/Time is present.

Feb-19-2021
01:53:09
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Closed Response satisfies query

Feb-18-2021
01:41:08
(UTC-07:00)
Mountain Time

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Reissued:
Candidate

Pending SDB update
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(US & Canada)

Feb-17-2021
10:46:17
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Query 1: Answered SAE report has been updated.

Feb-09-2021
20:49:16
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Opened SAE
RECON:AER#2021112566,outcome
was reported as NOT
RECOVERED/NOT RESOLVED to
Safety DB however, recorded as
RECOVERING/RESOLVING on
AE CRF. Please confirm correct
outcome. If safety update is
required, please submit a follow-up
form.

Feb-05-2021
14:08:29
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
RECOVERING/RE
SOLVING

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Feb-05-2021 14:08:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Feb-08-2021 07:49:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Pamela Benne
prod
(pfe.bennep07)

Data Entry:
2021112566

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Feb-05-2021 14:10:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Feb-05-2021 14:10:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-05-2021 14:10:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
Chills

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Feb-05-2021 14:10:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
Feb/2/2021 21:30

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-05-2021 14:10:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

End Date Time:

Feb/3/2021 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason
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Feb-05-2021 14:10:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
3

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Feb-05-2021 14:10:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Feb-05-2021 14:10:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Feb-05-2021 14:10:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Feb-05-2021 14:10:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

09
01

77
e1

96
ae

40
1d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135417



Page 244 of 286

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-05-2021 14:10:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Feb-05-2021 14:10:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Feb-05-2021 14:10:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Feb-05-2021 14:10:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Feb-05-2021 14:14:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Feb-05-2021 14:14:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-05-2021 14:14:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
Laceration on Head

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Feb-05-2021 14:14:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
Feb/3/2021 00:02

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-11-2021 11:48:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

End Date Time:

Feb/11/2021 UNK:UNK

New Information

Feb-05-2021 14:14:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
YES

Initial Entry
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6. Toxicity Grade:

Date Location User Value Reason

Feb-05-2021 14:14:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
2

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Feb-05-2021 14:14:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Feb-05-2021 14:14:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Feb-09-2021 23:56:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sathenapalli
Suguna Srujan
(pfe.srujas)

Query 1: Closed Query closed data
has been updated

Feb-09-2021 15:39:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Feb-09-2021 15:39:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NOT RELATED

If Not Related to study treatm
ent(s), this event is due to:

New Information
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

OTHER

If Other, specify:

Vertigo

Feb-08-2021 04:12:52
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rajashekhar
Reddy
(pfe reddyr51)

Query 1: Opened DM: The response
for "Is this event
related to study
treatment" is
missing. Kindly
review and update.

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Feb-05-2021 14:14:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Feb-05-2021 14:14:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Feb-05-2021 14:14:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
YES

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Feb-11-2021 11:48:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Feb-11-2021 11:48:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
RECOVERED/RESOLVED

New Information
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-11-2021 11:48:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened For AE Laceration on
Head: Response to
"What was the
outcome of this
adverse event?" is
'Recovering/Resolving'
but AE End Date/Time
is present.

Feb-05-2021 14:14:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
RECOVERING/RESOLVIN
G

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Feb-05-2021 14:14:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

40
1d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135422



Page 249 of 286

***Confidential***

 

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Feb-11-2021 11:49:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Feb-11-2021 11:49:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-24-2021 23:07:27
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Aloma
Ratnasoma
(pfe ratnaa05)

Query 1: Closed verified

Feb-24-2021 17:57:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Tonye Sylvanus
(pfe.tsylvanus)

Query 1: Answered Source uploaded

Feb-24-2021 13:15:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Aloma
Ratnasoma
(pfe ratnaa05)

Query 1: Opened unable to verify,
source unavailable

Feb-11-2021 11:49:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
Dizziness

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Feb-11-2021 11:49:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
Jan/24/2021 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Feb-11-2021 11:49:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

End Date Time:

Jan/24/2021 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Feb-11-2021 11:49:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Feb-11-2021 11:49:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Feb-11-2021 12:54:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Feb-11-2021 12:54:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NOT RELATED

If Not Related to study treatme
nt(s), this event is due to:

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

OTHER

If Other, specify:

Unknown

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Feb-11-2021 11:49:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Feb-11-2021 11:49:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Feb-11-2021 11:49:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Feb-11-2021 11:49:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Feb-11-2021 11:49:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Feb-11-2021 11:50:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Feb-11-2021 11:50:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-24-2021 23:10:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Aloma
Ratnasoma
(pfe ratnaa05)

Query 2: Closed verified

Feb-24-2021 17:58:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Tonye Sylvanus
(pfe.tsylvanus)

Query 2: Answered Source uploaded

Feb-24-2021 13:17:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Aloma
Ratnasoma
(pfe ratnaa05)

Query 2: Opened unable to verify,
source unavailable

Feb-18-2021 12:23:37
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Closed Response satisfies
query

Feb-17-2021 10:51:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Query 1: Answered Due to vaccine
reactogenicity

Feb-14-2021 18:06:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Opened Clin: Per Prot Sect
8.1., please review
if FEVER a
COVID-19 listed
symptoms, start09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

date 2d post Vax 4,
is due to vaccine
reactogenicity or is
more related to
COVID-19 (should
have triggered a
potential COVID
Illness Visit)

Feb-11-2021 11:50:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
Fever

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Feb-17-2021 10:48:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
Feb/3/2021 UNK:UNK

Changed
Information

Feb-11-2021 11:50:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
Feb/4/2021 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-17-2021 21:44:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Amol Shinde
(pfe.shinda18)

Query 1: Closed Response satisfies
query

Feb-17-2021 10:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Feb-17-2021 10:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

End Date Time:

Feb/3/2021 UNK:UNK

New Information

Feb-16-2021 23:21:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Balaji Prabu R
(pfe rb01)

Query 1: Opened This event is not
ongoing, hence
please update end
date.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-11-2021 11:50:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Feb-11-2021 11:50:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Feb-11-2021 11:50:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Feb-17-2021 10:50:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Feb-17-2021 10:50:45
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
RELATED

Changed
Information

Feb-11-2021 12:54:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NOT RELATED

If Not Related to study treatm
ent(s), this event is due to:

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
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Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

OTHER

If Other, specify:

Unknown

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Feb-11-2021 11:50:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Feb-17-2021 10:50:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Feb-17-2021 10:50:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Feb-11-2021 11:50:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Feb-11-2021 11:50:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - Audit Trail

Form Version: 22-Apr-2020 21:03 Form Status:

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Oct-20-2020 15:11:19
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Selma
Leudtke
(pfe.sleudtke)

Form Created
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Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
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Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Oct-20-2020 15:11:19
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

2. Category:

Date Location User Value Reason

Oct-20-2020 15:11:19
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATIONS

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Oct-20-2020 15:11:19
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NO

Initial Entry

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown,
enter the full trade or proprietary name. Include clarifying information in the Medication text (e.g., Ingredient(s), route,
use, formulation).

Date Location User Value Reason

Oct-20-2020 15:11:19
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Seasonal Influenza Vaccine

Initial Entry

5. Date:

Date Location User Value Reason

Oct-20-2020 15:11:19
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Oct/16/2020

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-14-2021 17:35:20
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Jan/13/2021

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Jan-20-2021 12:58:51
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Jan-14-2021 22:05:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madhan Babu
(pfe.babum05)

Query 1: Opened The response
indicates participant
was unblinded,
however the
TREATMENT
UNBLINDED date
is missing in the
DISP visit. Please
complete this date.

Jan-14-2021 17:35:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate The response
indicates participant
was unblinded,
however the
TREATMENT
UNBLINDED date
is missing in the
DISP visit. Please
complete this date.

Jan-14-2021 17:35:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
Participant is willing to return f
or Vaccination 3

Participant is:

eligible per other protocol al
lowance(s) and confirmed to
have received only placebo a
t Vaccination 1/2

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Jan-20-2021 12:58:51
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
Jan/13/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Jan-20-2021 12:58:51
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
ASSESS ELIGIBILITY FOR A
DDITIONAL VACCINATION

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-14-2021 17:35:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Jan/13/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Jan-14-2021 17:36:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
OBTAINED

Date Written Consent Obtained

Jan/13/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION
- eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Jan-14-2021 17:36:38
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Jan/13/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Jan-14-2021 17:36:38
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
REPEAT SCREENING 1

Initial Entry

3. Status:

Date Location User Value Reason

Jan-14-2021 17:36:38
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Jan-14-2021 17:37:16
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Jan-14-2021 17:37:16
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Jan-14-2021 17:37:16
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Jan-14-2021 17:37:16
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Jan-14-2021 17:37:16
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Jan-14-2021 17:37:16
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sponsor-Defined Ide
ntifier:

Not Applic
able

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Jan-14-2021 17:37:16
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Jan-14-2021 17:37:16
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Jan-14-2021 17:37:16
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Applicable

Initial Entry

6.a Not Done:

Date Location User Value Reason

Jan-14-2021 17:37:16
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-14-2021 17:37:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-14-2021 17:37:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-26-2021 03:14:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Malerato Moloi
(pfe.moloim)

Query 1: Closed Response satisfies
query

Jan-25-2021 16:37:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Answer Auto
Query

Jan-20-2021 22:53:51
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Amol Shinde
(pfe.shinda18)

Query 1: Reissued:Opened DM: If sample
collected yes then
barcode details
needs to be
reported. Kindly
consider updating
data as appropriate
or else clarify.
Thank you.

Jan-20-2021 13:00:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Query 1: Answered UNABLE TO ADD
BARCODES

Jan-14-2021 21:18:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madhan Babu
(pfe.babum05)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

entered. Please
review and correct
as appropriate.

Jan-14-2021 17:37:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Jan-14-2021 17:37:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
YES

Date of Collection:

Jan/13/2021

Initial Entry

5.a

Date Location User Value Reason

Jan-25-2021 16:37:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sample ID: BP9JJF

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jan-25-2021 16:37:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
BP9JJF

Initial Entry

5.b

Date Location User Value Reason

Jan-25-2021 16:37:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sample ID: BRYKKN

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b Sample ID

Date Location User Value Reason

Jan-25-2021 16:37:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
BRYKKN

Initial Entry

5.c

Date Location User Value Reason

Jan-25-2021 16:37:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sample ID: BRYKKM

Initial Entry

5.c Sample ID

Date Location User Value Reason

Jan-25-2021 16:37:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
BRYKKM

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-14-2021 17:37:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-14-2021 17:37:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-26-2021 02:57:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Closed Response satisfies
query

Jan-25-2021 16:36:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Answer Auto
Query

Jan-20-2021 21:27:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Gajanan
Deshmukh
(pfe.deshmg08)

Query 1: Reissued:Opened DM : Form is
unfrozen now.
'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Jan-20-2021 13:00:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Query 1: Answered UNABLE TO
ADD BARCODE

Jan-14-2021 21:18:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madhan Babu
(pfe.babum05)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

review and correct
as appropriate.

Jan-14-2021 17:37:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Jan-14-2021 17:37:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
YES

Date of Collection:

Jan/13/2021

Initial Entry

5.a

Date Location User Value Reason

Jan-25-2021 16:36:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sample ID: BP9JJD

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jan-25-2021 16:36:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
BP9JJD

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Jan-14-2021 17:38:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Jan-14-2021 17:38:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Jan-14-2021 17:38:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Jan-14-2021 17:38:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Jan/13/2021 15:48

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Jan-14-2021 17:38:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Jan-14-2021 17:38:08
(UTC-07:00) Mountain

ACV0PFEINFP6000  Sahara
Vega

Data Entry:
LEFT

Initial Entry09
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe.svega)

7. Route:

Date Location User Value Reason

Jan-14-2021 17:38:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Jan-14-2021 17:38:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Jan-14-2021 17:38:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Jan-14-2021 17:38:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Jan-14-2021 17:38:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-03-2021 09:43:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Feb/2/2021

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Feb-03-2021 09:44:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Feb-03-2021 09:44:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Feb-03-2021 09:44:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Feb-03-2021 09:44:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Feb-03-2021 09:44:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-03-2021 09:44:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sponsor-Defined Ide
ntifier:

Not Applic
able

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Feb-03-2021 09:44:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Feb-03-2021 09:44:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Feb-03-2021 09:44:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Applicable

Initial Entry

6.a Not Done:

Date Location User Value Reason

Feb-03-2021 09:44:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-03-2021 09:44:26
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-03-2021 09:44:26
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-03-2021 12:10:45
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Aloma
Ratnasoma
(pfe ratnaa05)

Query 2: Closed issued in error

Mar-03-2021 12:05:45
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Aloma
Ratnasoma
(pfe ratnaa05)

Query 2: Opened unable to verify,
please upload the
source supporting
the data

Feb-08-2021 17:48:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Feb-04-2021 02:27:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madhan Babu
(pfe.babum05)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Feb-03-2021 09:44:26
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

as appropriate.

Feb-03-2021 09:44:26
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
YES

Date of Collection:

Feb/2/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-08-2021 17:48:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sample ID: BR8XCL

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-08-2021 17:48:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
BR8XCL

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Feb-03-2021 09:44:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Feb-03-2021 09:44:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Feb-03-2021 09:44:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Mar-03-2021 12:11:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Aloma
Ratnasoma
(pfe.ratnaa05)

Query 1: Closed issued in error

Mar-03-2021 12:04:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Aloma
Ratnasoma
(pfe.ratnaa05)

Query 1: Opened unable to verify
data entered,
please revisit and
upload

Feb-03-2021 09:44:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
Feb/2/2021 11:50

Initial Entry

5. Anatomical Location:

Date Location User Value Reason
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-03-2021 09:44:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Feb-03-2021 09:44:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Feb-03-2021 09:44:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Feb-03-2021 09:44:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Feb-03-2021 09:44:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Feb-03-2021 09:44:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-03-2021 09:44:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V103_MONTH1 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-02-2021 09:48:40
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madison
Mikulak
(pfe mmikulak)

Data Entry:
Mar/2/2021

Initial Entry
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Header Text: c4591001

Visit: V103_MONTH1 Form: CONTACT OUTCOME - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Contact Type:

Date Location User Value Reason

Mar-02-2021 09:48:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
TELEPHONE VISIT

Initial Entry

2. Was contact made?

Date Location User Value Reason

Mar-02-2021 09:48:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madison
Mikulak
(pfe mmikulak)

Data Entry:
YES

Date of Contact:

Mar/2/2021

Initial Entry
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Mar-03-2021
04:32:04
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Ashwini Devi
Subhash (pfe.subhaa)

Query
1: Clo
sed

incorrect

Mar-03-2021
00:44:34
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW7580661;Status
on the Disposition -
Treatment form is
COMPLETED, but
Date is different than
Visit 3 Date. Please
review and update as
appropriate.

Mar-02-2021
09:48:27
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Madison Mikulak
(pfe.mmikulak)

Data
Entry
:
Mar/2
/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Mar-02-2021 09:48:27
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
OPEN LABEL TREATMENT

Initial Entry

3. Status:

Date Location User Value Reason

Mar-02-2021 09:48:27
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madison
Mikulak
(pfe mmikulak)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject Status

Date Location User Value Reason

Oct-20-2020 15:10:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Sep-01-2020 13:33:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Sep-01-2020 13:30:12
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Feb-08-2021 07:49:36
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Pamela Benne
prod
(pfe.bennep07)

Query 1: Closed Response satisfies query

Feb-05-2021 13:21:26
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  Gladys Noi
(pfe.noig)

Query 1: Opened SAE
RECON:AER#2021112566
vertigo (onset date
03-FEB-2021) was
reported as serious in
Safety database but
missing in AE CRF. Please
confirm and update CRF. If
safety update is required,
submit a follow-up SAE
Form.

Oct-20-2020 15:10:44
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/20/2020

Initial Entry

Sep-01-2020 13:33:23
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/31/2020

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-01-2020 13:30:12
(UTC-07:00)
Mountain Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/31/2020

Initial Entry
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121097 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Casebook Signature

Date Location User Value Reason

Oct-26-2020 15:58:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
Click Here to Enable

Initial Entry
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Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5,
STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response -
Protocol version

24 JUL 2020

2. Select appropriate response - What
cohort does the subject belong to?

STAGE 3 COHORTS
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Sep/2/2020
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Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Demography

1. Subject ID [10121112]

2. Birth Date: /1940

3. Sex: MALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): WHITE

6. Racial Designation:
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Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/2/2020

2. Erroneous Visit
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation/Death

Sep/2/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[PROSTATE CANCER]

Start Date: Dec/UNK/1987

Ongoing: NO

End Date:
Dec/UNK/1987

1.b Line/MH Number: [2]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[PROSTATECTOMY]

Start Date: Dec/UNK/1987

Ongoing: NO

End Date:
UNK/UNK/1987

1.c Line/MH Number: [3]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[SQUAMOUS CELL CARCINOMA ON FACE]

Start Date: UNK/UNK/2018

Ongoing: NO

End Date:
UNK/UNK/2018

1.d Line/MH Number: [4]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[HYPERLIPIDEMIA]

Start Date: UNK/UNK/2017

Ongoing: YES09
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.e Line/MH Number: [5]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[VASECTOMY]

Start Date: UNK/UNK/1977

Ongoing: NO

End Date:
UNK/UNK/1977

1.f Line/MH Number: [6]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[SEASONAL ALLERGIES]

Start Date: UNK/UNK/2010

Ongoing: YES

1.g Line/MH Number: [7]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[LEFT KNEE REPLACEMENT]

Start Date: UNK/UNK/2014

Ongoing: NO

End Date:
UNK/UNK/2014

1.h Line/MH Number: [8]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[GENERALIZED OSTEOARTHRITIS]

Start Date: UNK/UNK/2005

Ongoing: YES
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.i Line/MH Number: [9]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Heart Arrhythmia]

Start Date: UNK/UNK/2019

Ongoing: YES

1.j Line/MH Number: [10]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Loop Recorder Implant]

Start Date: Oct/UNK/2019

Ongoing: NO

End Date:
Oct/UNK/2019

1.k Line/MH Number: [11]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Mitral Valve Prolapse]

Start Date: UNK/UNK/2017

Ongoing: YES

1.l Line/MH Number: [12]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Bilateral hearing loss]

Start Date: UNK/UNK/1964

Ongoing: YES
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Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Sep/2/2020

2. Weight: [170.0]

3. Unit: LB

4. Height: [69.0]

5. Unit: in

6. Body Mass Index: [25.1]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [97.7]

Unit: F

Temperature Location: ORAL CAVITY
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Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition

1. Randomization Date : Sep/2/2020

2. Randomization Number: [249283]

3. Randomization Group: [ ]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Sep/2/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP43SP]

5.b Sample ID [BPL1R4]

5.c Sample ID [BPL1R5]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/2/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP43SN]
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Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/2/2020 11:01

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES

09
01

77
e1

96
ae

40
1e

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135474



Page 15 of 246

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS
SUBJECT
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Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/21/2020

2. Erroneous Visit
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Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Sep/21/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [96.7]

Unit: F

Temperature Location: ORAL CAVITY
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Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/21/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP4413]
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Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/21/2020 13:13

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/20/2020

2. Erroneous Visit
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/20/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPL25G]

5.b Sample ID [BPL25H]

5.c Sample ID [BP9JCK]
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/03/2020

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/3/2020

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/03/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: Dec/3/2020

2. Date of First Symptom Started: Dec/2/2020

3. Symptoms Ongoing? NO

Date of Last Symptom Resolved:
Dec/2/2020

Symptoms

4.a Symptoms: FEVER

Was symptom present? NO

4.b Symptoms: NEW OR INCREASED COUGH

Was symptom present? YES

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH

Was symptom present? NO

4.d Symptoms: CHILLS

Was symptom present? YES

4.e Symptoms: NEW OR INCREASED MUSCLE PAIN

Was symptom present? YES

4.f Symptoms: NEW LOSS OF TASTE OR SMELL

Was symptom present? NO

4.g Symptoms: NEW OR INCREASED SORE THROAT

Was symptom present? NO

4.h Symptoms: DIARRHEA

Was symptom present? YES
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Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.i Symptoms: VOMITING

Was symptom present? NO

Symptoms - Other

5. Symptoms - Other Text: [ ]

09
01

77
e1

96
ae

40
1e

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135484



Page 25 of 246

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Date of C
ollection

Specimen Ty
pe

Specimen Collec
tion Location

Assay Code and Description Device Type
Form Instan

ce

 1. Dec/2/202
0 

SWABBED
MATERIAL 

NASOPHARYN
X 

SEVERE ACUTE RESP SYND
ROME CORONAVIRUS 2 

SARS-COV-2 DIA
GNOSTIC TEST 

Repeating
Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/03/2020

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. Actual Date of Collection: Dec/2/2020

2. Specimen Type: SWABBED MATERIAL

3. Specimen Collection Location: NASOPHARYNX

4. Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2

5. Device Type: SARS-COV-2 DIAGNOSTIC TEST

6. Trade Name: OTHER

7. Test Result: NEGATIVE

8. Comments/Findings/Details: [COVID-19 Swab/Non-Swab (SQ); Sonora Quest Laboratories]

9. Trade Name Other, Specify: [NALT Unknown]
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Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB_SELF

3. Sample Collected? YES

Date of Collection:
Dec/2/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [CV20598]
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/03/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? NO

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[Telehealth]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/03/2020

Form: HEALTH CARE UTILIZATION

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Health Care Utilization

1.a Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or Contacts: NO

1.b Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts: NO

1.c Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or Contacts: NO

1.d Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or Contacts: NO

1.e Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts: NO

1.f Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or Contacts: YES

Number of Visits or Contacts:
[1]

Health Care Utilization Other

2. Other Type of Practitioner Specify: [Testing facility]

Health Care Utilization

3. Has the subject been hospitalized
due to potential COVID-19 illness?

NO
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Visit: POT_COVID_ILL 1 Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Treatment Identifi

er
Con Non-Drug Treatments Pre-specifi

ed
Treatmen

t
Treatmen

t
Start Dat

e
Form Instance

 1.           Repeating Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/03/2020

Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Respiratory Treatment

1. What is the treatment Identifier? [ ]

2. Concomitant Non-drug Treatment
Pre-specified:

3. Treatment:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/03/2020

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: POTENTIAL COVID-19 ILLNESS

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

NO

3. Toxicity Grade: 1
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Visit: POT_COVID_ILL 1 Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Category of Clinical Even

t:
Subcategory of Clinical Eve

nt
Diagnosis Obtaine

d
Toxicity Grad

e
Form Instance

 1.         Repeating Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/03/2020

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Illness Details

1. Category of Clinical Event:

2. Subcategory of Clinical Event:

3. Was a diagnosis obtained?

4. Toxicity Grade:
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Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 21-Aug-2020 02:49

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Category for La

b Test
Vendor Na

me
Collection D

ate:
Specimen T

ype
Lab Result

Form Instanc
e

 1.         Sponsor-Defined Id
entifier

Tes
t:

Resul
t:

Repeating
Pages

09
01

77
e1

96
ae

40
1e

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135495



Page 36 of 246

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
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Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 21-Aug-2020 02:49 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Lab Chemistry Details

1. Lab Panel:

2. Laboratory Name and Address [ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

Not Done:

LNMT Low
[ ]
High
[ ]
Unit
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Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 21-Aug-2020 02:51

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Category for L

ab Test
Vendor Name (DE

RIVED)
Collection

Date:
Specimen

Type
Lab Result

Form Instanc
e

 1.         Sponsor-Defined I
dentifier

Tes
t:

Resu
lt:

Repeating
Pages
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Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 21-Aug-2020 02:51 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Laboratory Data Hematology

1. Lab Panel:

2. Laboratory Name and Address [ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

Not Done:

LNMT Low
[ ]
High
[ ]
Unit
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Form Version: 21-Aug-2020 02:50

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date: Vital Signs Details Form Instance

 1.   Record Identifier: Systolic: Diastolic: Repeating Pages
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Form: VITAL SIGNS - COVID

Form Version: 21-Aug-2020 02:50 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Systolic: [ ]

Diastolic: [ ]

Respiratory Rate in
respirations/minute:

[ ]

Heart Rate in beats/minute: [ ]
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Form Version: 21-Aug-2020 02:51

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date: Vital Signs Details Form Instance

 1.   Record Identifier: Oxygen Saturation Repeating Pages
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Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 21-Aug-2020 02:51 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

SPO2 Pulse Oximetry % [ ]
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Form Version: 06-Jul-2020 21:52

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date Time of Assessment Arterial Blood Gases PaO2 FiO2 (Fraction of Inhaled Oxygen) Form Instance

 1.       Repeating Pages
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Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Oxygenation Parameters

1. Date Time of Assessment: //

2. Arterial Blood Gases PaO2
(mmHg):

[ ]

3. FiO2 (Fraction of Inhaled Oxygen): [ ]
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Visit: POT_COVID_ILL 1 Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defined I

dentifier
Category for Med

ication
Concomitant Medications P

re-specified
Name of Medi

cation
Start D

ate
Form Instanc

e

 1.           Repeating
Pages

09
01

77
e1

96
ae

40
1e

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135505



Page 46 of 246

***Confidential***

Header Text: c4591001
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Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

[ ]

5. Start Date: //

6. Ongoing?
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Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date of Assessment Location of Assessment Imaging Method Overall Assessment Form Instance

 1.         Repeating Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/03/2020

Form: IMAGING

Form Version: 06-Jul-2020 21:53 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Imaging

1. Date of Assessment: //

2. Location of Assessment:

3. Type of Imaging Exam:

4. Assessment:
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Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Dec/30/2020

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/30/2020

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A1

09
01

77
e1

96
ae

40
1e

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135509



Page 50 of 246

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Dec/30/2020

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Dec/30/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9JHJ]

5.b Sample ID [BRYKJX]

5.c Sample ID [BRYKJY]
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Visit: Unplanned - New Unscheduled Visit Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: Unplanned - New Unscheduled Visit Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Unplanned Assessments

1. Assessments
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Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation/Death
:

Oct/20/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Disposition - Follow-Up

1. Date of
Completion/Discontinuation/Death
:

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Form Version: 22-Apr-2020 21:02

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Category
AE Ide
ntifier

Adverse Event Start Date
Is the Adverse Event

Still Ongoing
Form Instan

ce

 1. ADVERSE
EVENT 

1  PAROXYSMAL ATRIA
L FIBRILLATION 

Dec/9/2020 U
NK:UNK 

NO
End Date Time:

Dec/11/2020 UNK
:UNK

 

Repeating
Pages

 2. DELETED ADVERSE
EVENT 

2  DIZZINESS  Dec/9/2020 U
NK:UNK 

NO
End Date Time:

Dec/11/2020 UNK
:UNK

 

Repeating
Pages

 3. DELETED ADVERSE
EVENT 

3  HEART PALPITATION
S 

Dec/9/2020 U
NK:UNK 

NO
End Date Time:

Dec/11/2020 UNK
:UNK

 

Repeating
Pages

 4. DELETED ADVERSE
EVENT 

4  TACHYCARDIA  Dec/9/2020 U
NK:UNK 

NO
End Date Time:

Dec/11/2020 UNK
:UNK

 

Repeating
Pages

 5. ADVERSE
EVENT 

5  BODY CHILLS  Feb/3/2021 U
NK:UNK 

NO
End Date Time:

Feb/6/2021 UNK:
UNK

 

Repeating
Pages

 6. ADVERSE
EVENT 

6  BODY SWEATS  Feb/3/2021 U
NK:UNK 

NO
End Date Time:

Feb/6/2021 UNK:
UNK

 

Repeating
Pages

 7. ADVERSE
EVENT 

7  BACK PAIN  Feb/3/2021 U
NK:UNK 

YES  Repeating
Pages09
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[PAROXYSMAL ATRIAL FIBRILLATION]

4. Start Date Time: Dec/9/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Dec/11/2020 UNK:UNK

6. Toxicity Grade: 3

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

YES

Is this serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[New diagnosis]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[2020492668]
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[DIZZINESS]

4. Start Date Time: Dec/9/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Dec/11/2020 UNK:UNK

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[unknown]
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [3]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[HEART PALPITATIONS]

4. Start Date Time: Dec/9/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Dec/11/2020 UNK:UNK

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[unknown]
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [4]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[TACHYCARDIA]

4. Start Date Time: Dec/9/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Dec/11/2020 UNK:UNK

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[unknown]
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? YES

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [5]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[BODY CHILLS]

4. Start Date Time: Feb/3/2021 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Feb/6/2021 UNK:UNK

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [6]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[BODY SWEATS]

4. Start Date Time: Feb/3/2021 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Feb/6/2021 UNK:UNK

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

09
01

77
e1

96
ae

40
1e

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135528



Page 69 of 246

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---
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11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Subject No: 10121112 Subject Initials: ---
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [7]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[BACK PAIN]

4. Start Date Time: Feb/3/2021 UNK:UNK

5. Is the adverse event still ongoing? YES

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[Unknown]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE
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11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERING/RESOLVING

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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#
Catego

ry
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Start Da
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Is the medication error Still O
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Study Medication Errors

Action
Form Instance

 1.           Repeating
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Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment given?

8. Did the Medication Error cause the
subject to be discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Category for Me
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Concomitant Medications
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 1. 1  VACCINATIONS
 

NO  Seasonal Influenza
Vaccine 

Oct/16/2
020 

Repeating
Pages
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Concomitant Medications

1. What is the medication identifier? [1]

2. Category: VACCINATIONS

3. Concomitant Medications
Pre-specified:

NO

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

[Seasonal Influenza Vaccine]

5. Date: Oct/16/2020
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#
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Category for Me

dication
Concomitant Medications
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Name of Medi
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e
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Pages
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Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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#
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t
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e
Form Instance
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Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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# Transfusion Type Date of Transfusion Form Instance

 1.     Repeating Pages
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Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/11/2021

2. Erroneous Visit
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eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible per other protocol allowance(s) and confirmed to have received only
placebo at Vaccination 1/2
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eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Jan/11/2021

2. Primary Reason for Unblinding: ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Death Details

1. Date of Collection / Notification of
Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/13/2021

2. Erroneous Visit
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eCRF Audit Trail History

Informed Consent - Further Vaccination

1. Consent Was: OBTAINED

Date Written Consent Obtained
Jan/13/2021

09
01

77
e1

96
ae

40
1e

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135553



Page 94 of 246

***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. Date of
Completion/Discontinuation/Death
:

Jan/13/2021

2. Phase of Disposition: REPEAT SCREENING 1

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Jan/13/2021

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRYKKK]

5.b Sample ID [BRYKKL]

5.c Sample ID [BP9JJC]
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Jan/13/2021

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9JJB]
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Jan/13/2021 16:01

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was Observed 30 MINUTES

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/2/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Feb/2/2021

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR8XCM]
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Visit: V102_VAX4 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Feb/2/2021 11:51

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was Observed 30 MINUTES

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Header Text: c4591001

Visit: V103_MONTH1 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Mar/2/2021

2. Erroneous Visit
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Visit: V103_MONTH1 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Contact Outcome

1. Contact Type: TELEPHONE VISIT

2. Was contact made? YES

Date of Contact:
Mar/2/2021

3. Comments: [ ]
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Visit: V104_MONTH6 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V104_MONTH6 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: V105_MONTH18 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V105_MONTH18 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation/Death
:

Mar/2/2021

2. Phase of Disposition: OPEN LABEL TREATMENT

3. Status: COMPLETED

4. Specify Status: [ ]
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Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Oct/20/2020
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign
CRF_Sign_1

Name Signature
Meaning

Date Type Action
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - Comments

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Sep-03-2020 19:14:37 (UTC-07:00) Mountain
Time (US & Canada)

Selma Leudtke
(pfe.sleudtke)

Subject met all inclusion/exclusion criteria

Not Applicable
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Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION - Comments

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Jan-14-2021 15:46:37 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

Met criteria to continue

Not Applicable
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign
CRF_Sign_1

Name Signature
Meaning

Date Type Action

Sahara Vega  N/A Feb-03-2021 09:36:54 (UTC-07:00) Mountain
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Matthew Doust  Approved Jan-25-2021 12:28:07 (UTC-07:00) Mountain
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MatthewDoust, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Sahara Vega  N/A Jan-25-2021 09:46:33 (UTC-07:00) Mountain
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Matthew Doust  Approved Jan-22-2021 09:04:50 (UTC-07:00) Mountain
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MatthewDoust, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.09
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sahara Vega  N/A Dec-18-2020 18:11:25 (UTC-07:00) Mountain
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Matthew Doust  Approved Dec-10-2020 13:53:07 (UTC-07:00) Mountain
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MatthewDoust, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Sahara Vega  N/A Dec-09-2020 15:19:39 (UTC-07:00) Mountain
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Matthew Doust  Approved Dec-09-2020 12:54:02 (UTC-07:00) Mountain
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MatthewDoust, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Sahara Vega  N/A Dec-03-2020 11:04:36 (UTC-07:00) Mountain
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Matthew Doust  Approved Oct-26-2020 16:24:00 (UTC-07:00) Mountain
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MatthewDoust, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Sep-03-2020 18:46:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Sep-03-2020 18:46:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Sep-03-2020 19:13:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
OBTAINED

Date Written Consent Obtained

Sep/2/2020

Initial Entry

09
01

77
e1
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1e
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***Confidential***

 

Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject ID

Date Location User Value Reason

Sep-03-2020 18:46:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10121112

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Sep-03-2020 18:45:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1940

Enrollment Entry

3. Sex:

Date Location User Value Reason

Sep-03-2020 19:14:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
MALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Sep-03-2020 19:14:02
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
NOT HISPANIC OR LATINO(A
) OR OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Sep-03-2020 19:14:02
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
WHITE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-03-2020 19:14:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Sep/2/2020

Initial Entry

09
01

77
e1

96
ae
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1e
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Sep-03-2020 19:15:02
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Sep/2/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Sep-03-2020 19:15:02
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Sep-03-2020 19:15:02
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
COMPLETED

Initial Entry

09
01

77
e1

96
ae

40
1e

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135581



Page 122 of 246
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Sep-16-2020 13:41:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

1

Medical Histor
y Term:

PROSTATE CA
NCER

Start Date: Dec/UNK/1987

Ongoing: NO
End Date:

Dec/UNK/19
87

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Feb-22-2021 13:11:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Aloma
Ratnasoma
(pfe ratnaa05)

Query 2: Closed Response satisfies
query

Feb-22-2021 11:39:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madison
Mikulak
(pfe mmikulak)

Query 2: Answered Changed data per
query

Feb-05-2021 17:19:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Aloma
Ratnasoma
(pfe ratnaa05)

Query 2: Opened Per hospital
discharge summary
dated 12/11/20
subject had PMH
significant for
Arrhythmia s/p
implantable loop
recorder 10/2019,
mitral valve
prolapse with
regurgitation, sleep
apnea and
tachycardia, please
revisit and update
the medical history09

01
77
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ae
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1e
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Jan-27-2021 11:03:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Aloma
Ratnasoma
(pfe ratnaa05)

Query 1: Closed DQ added to the
MH page

Jan-27-2021 10:48:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Aloma
Ratnasoma
(pfe ratnaa05)

Query 1: Opened Per Discharge
summary from
Honor Health for
the SAE this pt had
a history of
Arrhythmia and
loop recorder
implant since
October 2019,
Mitral Valve
prolapse since
2017. Please revisit
and update the
medical history
eCRF page as
needed.

Sep-16-2020 13:41:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-16-2020 13:41:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
PROSTATE CANCER

Initial Entry

1.a Start Date:

Date Location User Value Reason

Sep-16-2020 13:41:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
Dec/UNK/1987

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Sep-16-2020 13:41:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

End Date:

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Dec/UNK/1987

1.b

Date Location User Value Reason

Sep-16-2020 13:42:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

2

Medical History
Term:

PROSTATECT
OMY

Start Date: Dec/UNK/1987

Ongoing: NO
End Date:

UNK/UNK/
1987

Initial Entry

09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.b Line/MH Number:

Date Location User Value Reason

Sep-16-2020 13:42:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-16-2020 13:42:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
PROSTATECTOMY

Initial Entry

1.b Start Date:

Date Location User Value Reason

Sep-16-2020 13:42:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
Dec/UNK/1987

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Sep-16-2020 13:42:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

End Date:

UNK/UNK/1987

Initial Entry

1.c

Date Location User Value Reason

Sep-16-2020 13:42:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

3

Medical H
istory Ter
m:

SQUAMOUS CELL
CARCINOMA ON F
ACE

Start Date
:

UNK/UNK/2018

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Ongoing: NO
End Date:

UNK/UNK/2018

1.c Line/MH Number:

Date Location User Value Reason

Sep-16-2020 13:42:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-16-2020 13:42:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
SQUAMOUS CELL CARCIN
OMA ON FACE

Initial Entry

1.c Start Date:

Date Location User Value Reason

Sep-16-2020 13:42:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
UNK/UNK/2018

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Sep-16-2020 13:42:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

End Date:

UNK/UNK/2018

Initial Entry

1.d

Date Location User Value Reason

Sep-16-2020 13:43:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

4

Initial Entry

09
01

77
e1

96
ae

40
1e
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Medical History
Term:

HYPERLIPID
EMIA

Start Date: UNK/UNK/20
17

Ongoing: YES

1.d Line/MH Number:

Date Location User Value Reason

Sep-16-2020 13:43:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-16-2020 13:43:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
HYPERLIPIDEMIA

Initial Entry

1.d Start Date:

Date Location User Value Reason

Sep-16-2020 13:43:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
UNK/UNK/2017

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Sep-16-2020 13:43:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
YES

Initial Entry

1.e

Date Location User Value Reason

Sep-16-2020 13:43:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

5

Medical History
Term:

VASECTOMY

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Start Date: UNK/UNK/197
7

Ongoing: NO
End Date:

UNK/UNK/
1977

1.e Line/MH Number:

Date Location User Value Reason

Sep-16-2020 13:43:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-16-2020 13:43:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
VASECTOMY

Initial Entry

1.e Start Date:

Date Location User Value Reason

Sep-16-2020 13:43:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
UNK/UNK/1977

Initial Entry

1.e Ongoing:

Date Location User Value Reason

Sep-16-2020 13:43:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

End Date:

UNK/UNK/1977

Initial Entry

1.f

Date Location User Value Reason

Sep-16-2020 13:43:48 ACV0PFEINFP6000  auto calc Data Entry: Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-07:00) Mountain
Time (US & Canada)

(autocalc) Line/MH Num
ber:

6

Medical Histor
y Term:

SEASONAL AL
LERGIES

Start Date: UNK/UNK/2010

Ongoing: YES

1.f Line/MH Number:

Date Location User Value Reason

Sep-16-2020 13:43:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-16-2020 13:43:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
SEASONAL ALLERGIES

Initial Entry

1.f Start Date:

Date Location User Value Reason

Sep-16-2020 13:43:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
UNK/UNK/2010

Initial Entry

1.f Ongoing:

Date Location User Value Reason

Sep-16-2020 13:43:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
YES

Initial Entry

1.g

Date Location User Value Reason

Sep-16-2020 13:44:20
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

7

Initial Entry

09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Medical Hist
ory Term:

LEFT KNEE REP
LACEMENT

Start Date: UNK/UNK/2014

Ongoing: NO
End Date:

UNK/UNK/201
4

1.g Line/MH Number:

Date Location User Value Reason

Sep-16-2020 13:44:20
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-16-2020 13:44:20
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
LEFT KNEE REPLACEMENT

Initial Entry

1.g Start Date:

Date Location User Value Reason

Sep-16-2020 13:44:20
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
UNK/UNK/2014

Initial Entry

1.g Ongoing:

Date Location User Value Reason

Sep-16-2020 13:44:20
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

End Date:

UNK/UNK/2014

Initial Entry

1.h

Date Location User Value Reason09
01

77
e1

96
ae

40
1e

\F
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al
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-16-2020 13:48:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

8

Medical His
tory Term:

GENERALIZED O
STEOARTHRITIS

Start Date: UNK/UNK/2005

Ongoing: YES

Initial Entry

1.h Line/MH Number:

Date Location User Value Reason

Sep-16-2020 13:48:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
8

Initial Entry

1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-16-2020 13:48:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
GENERALIZED OSTEOART
HRITIS

Initial Entry

1.h Start Date:

Date Location User Value Reason

Sep-16-2020 13:48:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
UNK/UNK/2005

Initial Entry

1.h Ongoing:

Date Location User Value Reason

Sep-16-2020 13:48:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
YES

Initial Entry

1.i

Date Location User Value Reason

Feb-22-2021 11:37:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madison
Mikulak
(pfe mmikulak)

Data Entry:
Line/MH Numb
er:

9

Changed
Information09

01
77

e1
96

ae
40

1e
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Medical History
Term:

Heart Arrhyt
hmia

Start Date: UNK/UNK/
2019

Ongoing: YES

Feb-22-2021 11:35:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

9

Medical History
Term:

Arrhythmia

Start Date: UNK/UNK/
2019

Ongoing: YES

Initial Entry

1.i Line/MH Number:

Date Location User Value Reason

Feb-22-2021 11:35:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
9

Initial Entry

1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Feb-22-2021 11:37:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madison
Mikulak
(pfe mmikulak)

Data Entry:
Heart Arrhythmia

Changed
Information

Feb-22-2021 11:35:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madison
Mikulak
(pfe mmikulak)

Data Entry:
Arrhythmia

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.i Start Date:

Date Location User Value Reason

Feb-22-2021 11:35:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madison
Mikulak
(pfe mmikulak)

Data Entry:
UNK/UNK/2019

Initial Entry

1.i Ongoing:

Date Location User Value Reason

Feb-22-2021 11:35:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madison
Mikulak
(pfe mmikulak)

Data Entry:
YES

Initial Entry

1.j

Date Location User Value Reason

Feb-22-2021 11:36:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

10

Medical Histor
y Term:

Loop Recorder I
mplant

Start Date: Oct/UNK/2019

Ongoing: NO
End Date:

Oct/UNK/20
19

Initial Entry

09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.j Line/MH Number:

Date Location User Value Reason

Feb-22-2021 11:36:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10

Initial Entry

1.j Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Feb-22-2021 11:36:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madison
Mikulak
(pfe mmikulak)

Data Entry:
Loop Recorder Implant

Initial Entry

1.j Start Date:

Date Location User Value Reason

Feb-22-2021 11:36:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madison
Mikulak
(pfe mmikulak)

Data Entry:
Oct/UNK/2019

Initial Entry

1.j Ongoing:

Date Location User Value Reason

Feb-22-2021 11:36:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madison
Mikulak
(pfe mmikulak)

Data Entry:
NO

End Date:

Oct/UNK/2019

Initial Entry

1.k

Date Location User Value Reason

Feb-22-2021 11:36:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

11

Medical History
Term:

Mitral Valve Pr
olapse

Start Date: UNK/UNK/201
7

Ongoing: YES

Initial Entry

09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.k Line/MH Number:

Date Location User Value Reason

Feb-22-2021 11:36:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
11

Initial Entry

1.k Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Feb-22-2021 11:36:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madison
Mikulak
(pfe mmikulak)

Data Entry:
Mitral Valve Prolapse

Initial Entry

1.k Start Date:

Date Location User Value Reason

Feb-22-2021 11:36:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madison
Mikulak
(pfe mmikulak)

Data Entry:
UNK/UNK/2017

Initial Entry

1.k Ongoing:

Date Location User Value Reason

Feb-22-2021 11:36:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madison
Mikulak
(pfe mmikulak)

Data Entry:
YES

Initial Entry

1.l

Date Location User Value Reason

Feb-22-2021 11:37:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

12

Medical History
Term:

Bilateral hearin
g loss

Start Date: UNK/UNK/19
64

Ongoing: YES

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.l Line/MH Number:

Date Location User Value Reason

Feb-22-2021 11:37:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
12

Initial Entry

1.l Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Feb-22-2021 11:37:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madison
Mikulak
(pfe mmikulak)

Data Entry:
Bilateral hearing loss

Initial Entry

1.l Start Date:

Date Location User Value Reason

Feb-22-2021 11:37:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madison
Mikulak
(pfe mmikulak)

Data Entry:
UNK/UNK/1964

Initial Entry

1.l Ongoing:

Date Location User Value Reason

Feb-22-2021 11:37:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madison
Mikulak
(pfe mmikulak)

Data Entry:
YES

Initial Entry

09
01

77
e1

96
ae

40
1e

\F
in

al
\F

in
al
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Sep-03-2020 19:15:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Sep/2/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Sep-03-2020 19:15:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
170.0

Initial Entry

3. Unit:

Date Location User Value Reason

Sep-03-2020 19:15:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
LB

Initial Entry

4. Height:

Date Location User Value Reason

Sep-03-2020 19:15:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
69.0

Initial Entry

5. Unit:

Date Location User Value Reason

Sep-03-2020 19:15:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
in

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Sep-03-2020 19:15:46
(UTC-07:00) Mountain

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
25.1

Initial Entry09
01

77
e1

96
ae

40
1e

\F
in

al
\F
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al
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada)

7.a

Date Location User Value Reason

Sep-03-2020 19:15:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Record Identifier:
:

1

Temperature: 97.7

Temperature Unit
:

F

Temperature Loc
ation::

ORAL CAV
ITY

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Sep-03-2020 19:15:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Sep-03-2020 19:15:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
97.7

Initial Entry

7.a Unit:

Date Location User Value Reason

Sep-03-2020 19:15:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
F

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Sep-03-2020 19:15:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
ORAL CAVITY

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Randomization Date :

Date Location User Value Reason

Sep-03-2020 19:16:02
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Sep/2/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Sep-03-2020 19:16:02
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
249283

Initial Entry

09
01

77
e1

96
ae

40
1e

\F
in

al
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-03-2020 19:16:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-03-2020 19:16:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-06-2020 10:17:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Sep-04-2020 01:17:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-03-2020 19:16:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-03-2020 19:16:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
YES

Date of Collection:

Sep/2/2020

Initial Entry

09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a

Date Location User Value Reason

Sep-06-2020 10:17:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sample ID: BP43SP

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-06-2020 10:17:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
BP43SP

Initial Entry

5.b

Date Location User Value Reason

Sep-06-2020 10:17:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sample ID: BPL1R4

Initial Entry

5.b Sample ID

Date Location User Value Reason

Sep-06-2020 10:17:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
BPL1R4

Initial Entry

5.c

Date Location User Value Reason

Sep-06-2020 10:17:45
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sample ID: BPL1R5

Initial Entry

5.c Sample ID

Date Location User Value Reason

Sep-06-2020 10:17:45
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
BPL1R5

Initial Entry

09
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-03-2020 19:16:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-03-2020 19:16:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-06-2020 10:18:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Sep-04-2020 01:18:16
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-03-2020 19:16:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-03-2020 19:16:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
YES

Date of Collection:

Sep/2/2020

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a

Date Location User Value Reason

Sep-06-2020 10:18:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sample ID: BP43SN

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-06-2020 10:18:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
BP43SN

Initial Entry

09
01

77
e1

96
ae

40
1e
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-03-2020 19:16:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-03-2020 19:16:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-03-2020 19:16:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Sep-03-2020 19:16:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Sep/2/2020 11:01

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-03-2020 19:16:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-03-2020 19:16:43
(UTC-07:00) Mountain

ACV0PFEINFP6000  Selma
Leudtke

Data Entry:
LEFT

Initial Entry09
01

77
e1
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe.sleudtke)

7. Route:

Date Location User Value Reason

Sep-03-2020 19:16:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-03-2020 19:16:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED O
BSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Sep-03-2020 19:16:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Sep-03-2020 19:16:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
NO - REACTOGENICITY E-DI
ARY NOT COLLECTED FOR T
HIS SUBJECT

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-21-2020 16:02:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Sep/21/2020

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Sep-21-2020 16:02:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Sep/21/2020

Initial Entry

2.a

Date Location User Value Reason

Sep-21-2020 16:02:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Record Identifier:
:

1

Temperature: 96.7

Temperature Unit
:

F

Temperature Loc
ation::

ORAL CAV
ITY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Sep-21-2020 16:02:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Sep-30-2020 01:18:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Closed Response satisfies
query

Sep-29-2020 16:57:02
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Shana
Harshell
(pfe.sharshell)

Query 1: Answered CONFIRM TEMP
IS CORRECT

Sep-21-2020 16:02:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Temperature 96.7 F
is outside of
Normal Range 97 -
99.5 F.
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-21-2020 16:02:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
96.7

Initial Entry

2.a Unit:

Date Location User Value Reason

Sep-21-2020 16:02:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
F

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Sep-21-2020 16:02:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
ORAL CAVITY

Initial Entry

09
01

77
e1

96
ae

40
1e

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135609



Page 150 of 246

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-21-2020 16:02:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-21-2020 16:02:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-29-2020 16:16:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Sep-22-2020 01:49:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe nairr29)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-21-2020 16:02:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-21-2020 16:02:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
YES

Date of Collection:

Sep/21/2020

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a

Date Location User Value Reason

Sep-29-2020 16:16:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Shana
Harshell
(pfe.sharshell)

Data Entry:
Sample ID: BP4413

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-29-2020 16:16:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Shana
Harshell
(pfe.sharshell)

Data Entry:
BP4413

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-21-2020 16:04:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-21-2020 16:04:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-21-2020 16:04:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Sep-21-2020 16:04:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Sep/21/2020 13:13

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-21-2020 16:04:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-21-2020 16:04:04
(UTC-07:00) Mountain

ACV0PFEINFP6000  Selma
Leudtke

Data Entry:
LEFT

Initial Entry09
01

77
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96
ae

40
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe.sleudtke)

7. Route:

Date Location User Value Reason

Sep-21-2020 16:04:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-21-2020 16:04:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED O
BSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Sep-21-2020 16:04:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-20-2020 15:13:16
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Oct/20/2020

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-20-2020 15:13:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-20-2020 15:13:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-21-2020 11:36:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Oct-21-2020 04:34:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe nairr29)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-20-2020 15:13:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-20-2020 15:13:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
YES

Date of Collection:

Oct/20/2020

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a

Date Location User Value Reason

Oct-21-2020 11:36:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sample ID: BPL25G

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-21-2020 11:36:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
BPL25G

Initial Entry

5.b

Date Location User Value Reason

Oct-21-2020 11:36:10
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sample ID: BPL25H

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-21-2020 11:36:10
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
BPL25H

Initial Entry

5.c

Date Location User Value Reason

Oct-21-2020 11:36:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sample ID: BP9JCK

Initial Entry

5.c Sample ID

Date Location User Value Reason

Oct-21-2020 11:36:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
BP9JCK

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/03/2020

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-29-2021 14:18:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Erik Sundgaard
(pfe.sundgaardea)

Query 5: Closed Response satisfies
query

Jan-29-2021 08:17:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 5: Answered Changed data per
query

Jan-25-2021 15:25:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Ute Frantz
(pfe frantu)

Query 5: Reissued:Opened HOLDS: For
Convalescent A1
visit, the lab has
received serum
sample barcode
BP9JHJ; however,
the BARCODE nor
visit data have been
recorded. Please
review and update
as appropriate.
Otherwise please
clarify update?

Jan-25-2021 09:47:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 5: Answered Changed data per
query

Jan-13-2021 13:01:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Jennifer Riddle
(pfe riddlj)

Query 5: Opened HOLDS: For
Convalescent A1
visit, the lab has
received serum
sample barcode
BP9JHJ; however,
the barcode nor
visit data have been
recorded. Please
review and update
as appropriate.
Otherwise please
clarify.09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/03/2020

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Dec-19-2020 08:42:12
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Aloma
Ratnasoma
(pfe ratnaa05)

Query 4: Closed SAE noted to be
entered in AE log

Dec-18-2020 15:13:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Aloma
Ratnasoma
(pfe ratnaa05)

Query 4: Opened Subject is noted to
have a reported an
episode of Atrial
Fibrillation (12/20
/20?), please revisit
and update the EDC
as soon possible
and upload the
source in Florence.

Dec-11-2020 00:55:40
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Astrud van der
Merwe
(pfe.vandea62)

Query 3: Closed Response satisfies
query

Dec-10-2020 12:19:40
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 3: Answered Changed data per
query

Dec-08-2020 04:19:51
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rajashekhar
Reddy
(pfe reddyr51)

Query 3: Opened DM: Kindly review
and complete
‘Microbiology
Specimen form' at
this visit. Thank
you.

Dec-03-2020 11:08:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Dec-03-2020 11:05:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto Query

Dec-03-2020 11:04:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate Date of Visit is
completed but Date
of Assessment in
the Signs and
Symptoms form is
missing. Please
review and update
as appropriate.

Dec-03-2020 11:04:35 ACV0PFEINFP6000  auto query Query 1: Candidate Date of Visit is09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/03/2020

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-07:00) Mountain
Time (US & Canada)

(autoquery) completed but Date
of Collection in
both Nasal Swab
Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Dec-03-2020 11:04:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
Dec/3/2020

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Dec-03-2020 11:04:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
COVID_A

Initial Entry
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Page 160 of 246

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/03/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Dec-03-2020 11:05:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Dec/3/2020

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Dec-03-2020 11:05:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Dec/2/2020

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

Dec-03-2020 11:05:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Date of Last Symptom Resolved:

Dec/2/2020

Initial Entry

4.a

Date Location User Value Reason

Dec-03-2020 11:05:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Symptoms: FEVER

Symptom Present: NO

Initial Entry

4.a Symptoms:

Date Location User Value Reason

Dec-03-2020 11:05:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
FEVER

Initial Entry

4.a Was symptom present?09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/03/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Dec-03-2020 11:05:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

4.b

Date Location User Value Reason

Dec-03-2020 11:05:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Symptoms: NEW OR INCREA

SED COUGH

Symptom P
resent:

YES

Initial Entry

4.b Symptoms:

Date Location User Value Reason

Dec-03-2020 11:05:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NEW OR INCREASED COUGH

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Dec-03-2020 11:05:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
YES

Initial Entry

4.c

Date Location User Value Reason

Dec-03-2020 11:05:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sympto
ms:

NEW OR INCREASE
D SHORTNESS OF B
REATH

Sympto
m Prese
nt:

NO

Initial Entry
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Page 162 of 246

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/03/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.c Symptoms:

Date Location User Value Reason

Dec-03-2020 11:05:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NEW OR INCREASED SHORTN
ESS OF BREATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Dec-03-2020 11:05:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

4.d

Date Location User Value Reason

Dec-03-2020 11:05:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Symptoms: CHILLS

Symptom Present: YES

Initial Entry

4.d Symptoms:

Date Location User Value Reason

Dec-03-2020 11:05:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Dec-03-2020 11:05:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
YES

Initial Entry

4.e

Date Location User Value Reason

Jan-14-2021 09:28:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Symptom
s:

NEW OR INCREAS
ED MUSCLE PAIN

Transcription Error
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/03/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Symptom
Present:

YES

Dec-03-2020 11:05:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Symptom
s:

NEW OR INCREAS
ED MUSCLE PAIN

Symptom
Present:

NO

Initial Entry

4.e Symptoms:

Date Location User Value Reason

Dec-03-2020 11:05:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NEW OR INCREASED MUSCL
E PAIN

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Jan-19-2021 11:17:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Aloma
Ratnasoma
(pfe ratnaa05)

Query 1: Closed Response satisfies
query

Jan-14-2021 09:28:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Jan-14-2021 09:28:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
YES

Transcription Error

Dec-19-2020 08:33:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Aloma
Ratnasoma
(pfe ratnaa05)

Query 1: Opened per source dated
12/3/20 Muscle
aches is noted.
Please revisit and
update as needed.

Dec-03-2020 11:05:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

4.f

Date Location User Value Reason09
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Page 164 of 246

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/03/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Dec-03-2020 11:05:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Symptoms
:

NEW LOSS OF TAS
TE OR SMELL

Symptom
Present:

NO

Initial Entry

4.f Symptoms:

Date Location User Value Reason

Dec-03-2020 11:05:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NEW LOSS OF TASTE OR SME
LL

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Dec-03-2020 11:05:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

4.g

Date Location User Value Reason

Dec-03-2020 11:05:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Symptom
s:

NEW OR INCREAS
ED SORE THROAT

Symptom
Present:

NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/03/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.g Symptoms:

Date Location User Value Reason

Dec-03-2020 11:05:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NEW OR INCREASED SORE T
HROAT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Dec-03-2020 11:05:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

4.h

Date Location User Value Reason

Dec-03-2020 11:05:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Symptoms: DIARRHEA

Symptom Present: YES

Initial Entry

4.h Symptoms:

Date Location User Value Reason

Dec-03-2020 11:05:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Dec-03-2020 11:05:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
YES

Initial Entry

4.i

Date Location User Value Reason

Dec-03-2020 11:05:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Symptoms: VOMITING

Symptom Present: NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/03/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.i Symptoms:

Date Location User Value Reason

Dec-03-2020 11:05:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Dec-03-2020 11:05:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/03/2020

Form: MICROBIOLOGY SPECIMEN - Audit Trail

Form Version: 06-Jul-2020 21:54 Form Status:

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Dec-09-2020 15:19:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Sahara
Vega
(pfe.svega)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/03/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Dec-09-2020 15:19:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Dec/2/2020

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Dec-09-2020 15:19:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
SWABBED MATERIAL

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Dec-09-2020 15:19:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NASOPHARYNX

Initial Entry

4. Assay Code and Description:

Date Location User Value Reason

Dec-09-2020 15:19:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SEVERE ACUTE RESP SYNDR
OME CORONAVIRUS 2

Initial Entry

5. Device Type:

Date Location User Value Reason

Dec-09-2020 15:19:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SARS-COV-2 DIAGNOSTIC TES
T

Initial Entry

6. Trade Name:

Date Location User Value Reason

Dec-09-2020 15:19:39
(UTC-07:00) Mountain

ACV0PFEINFP6000  Sahara
Vega

Data Entry:
OTHER

Initial Entry09
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Page 169 of 246

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/03/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe.svega)

7. Test Result:

Date Location User Value Reason

Jan-19-2021 11:16:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Aloma
Ratnasoma
(pfe.ratnaa05)

Query 1: Closed source uploaded
noted and
confirmed the
results.

Jan-14-2021 10:47:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 1: Answered Changed data per
query

Dec-19-2020 08:39:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Aloma
Ratnasoma
(pfe.ratnaa05)

Query 1: Opened Covid test results
are unable for
verification, please
upload in Florence.

Dec-09-2020 15:19:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
NEGATIVE

Initial Entry

8. Comments/Findings/Details:

Date Location User Value Reason

Dec-09-2020 15:19:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
COVID-19 Swab/Non-Swab (SQ);
Sonora Quest Laboratories

Initial Entry

9. Trade Name Other, Specify:

Date Location User Value Reason

Dec-09-2020 15:19:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NALT Unknown

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/03/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Dec-03-2020 11:08:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Dec-03-2020 11:08:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Dec-07-2020 08:41:37
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Dec-04-2020 00:28:20
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe nairr29)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Dec-03-2020 11:08:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Dec-03-2020 11:08:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
YES

Date of Collection:

Dec/2/2020

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/03/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a

Date Location User Value Reason

Dec-07-2020 08:41:37
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sample ID: CV20598

Initial Entry

5.a Sample ID

Date Location User Value Reason

Dec-07-2020 08:41:37
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
CV20598

Initial Entry

09
01

77
e1

96
ae

40
1e

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135631



Page 172 of 246

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/03/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Dec-03-2020 11:09:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Dec-03-2020 11:09:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Dec-03-2020 11:09:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Dec-03-2020 11:09:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Telehealth

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/03/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Dec-03-2020 11:23:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Type of Practitioner: SPECIA

LIST

Occurrence of Visits o
r Contacts:

NO

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

Dec-03-2020 11:23:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
SPECIALIST

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

Dec-03-2020 11:23:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

1.b

Date Location User Value Reason

Dec-03-2020 11:23:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Type of Practition
er:

EMERGEN
CY ROOM

Occurrence of Visi
ts or Contacts:

NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/03/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Dec-03-2020 11:23:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
EMERGENCY ROOM

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Dec-03-2020 11:23:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

1.c

Date Location User Value Reason

Dec-03-2020 11:23:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Type of Practiti
oner:

PRIMARY CA
RE PHYSICIA
N

Occurrence of
Visits or Contac
ts:

NO

Initial Entry

1.c Physician or Healthcare Professional:

Date Location User Value Reason

Dec-03-2020 11:23:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
PRIMARY CARE PHYSICIAN

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Dec-03-2020 11:23:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

1.d

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/03/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Dec-03-2020 11:23:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Type of Practitioner: URGENT

CARE

Occurrence of Visits
or Contacts:

NO

Initial Entry

1.d Physician or Healthcare Professional:

Date Location User Value Reason

Dec-03-2020 11:23:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
URGENT CARE

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Dec-03-2020 11:23:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

1.e

Date Location User Value Reason

Dec-03-2020 11:23:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Type of Practiti
oner:

TELEPHONE
CONSULTATI
ON

Occurrence of
Visits or Contac
ts:

NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/03/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.e Physician or Healthcare Professional:

Date Location User Value Reason

Dec-03-2020 11:23:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
TELEPHONE CONSULTATION

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Dec-03-2020 11:23:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

1.f

Date Location User Value Reason

Dec-03-2020 11:23:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Type of Practiti
oner:

OTHER

Occurrence of
Visits or Contac
ts:

YES
Number of Visi
ts or Contacts:

1

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/03/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.f Physician or Healthcare Professional:

Date Location User Value Reason

Dec-03-2020 11:23:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
OTHER

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Dec-03-2020 11:24:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Dec-03-2020 11:23:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened “Other” is selected ,
however other
specific item is
blank. Please review
and update as
appropriate.

Dec-03-2020 11:23:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
YES

Number of Visits or Contacts:

1

Initial Entry

2. Other Type of Practitioner Specify:

Date Location User Value Reason

Dec-03-2020 11:24:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Testing facility

Initial Entry

3. Has the subject been hospitalized due to potential COVID-19 illness?

Date Location User Value Reason

Dec-03-2020 11:23:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/03/2020

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Dec-03-2020 11:23:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
POTENTIAL COVID-19 ILLNES
S

Initial Entry

2. Was a diagnosis obtained for Potential COVID-19 Illness?

Date Location User Value Reason

Dec-03-2020 11:23:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

3. Toxicity Grade:

Date Location User Value Reason

Dec-03-2020 11:23:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
1

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Dec/30/2020

Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-14-2021 10:48:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Dec/30/2020

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Jan-14-2021 10:48:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
COVID_A1

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Dec/30/2020

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-14-2021 10:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-14-2021 10:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-25-2021 09:46:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Jan-14-2021 21:18:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madhan Babu
(pfe.babum05)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Jan-14-2021 10:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Jan-14-2021 10:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
YES

Date of Collection:

Dec/30/2020

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Dec/30/2020

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a

Date Location User Value Reason

Jan-25-2021 09:46:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sample ID: BP9JHJ

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jan-25-2021 09:46:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
BP9JHJ

Initial Entry

5.b

Date Location User Value Reason

Jan-25-2021 09:47:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sample ID: BRYKJX

Initial Entry

5.b Sample ID

Date Location User Value Reason

Jan-25-2021 09:47:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
BRYKJX

Initial Entry

5.c

Date Location User Value Reason

Jan-25-2021 09:47:12
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sample ID: BRYKJY

Initial Entry

5.c Sample ID

Date Location User Value Reason

Jan-25-2021 09:47:12
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
BRYKJY

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-20-2020 15:13:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Oct/20/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-20-2020 15:13:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Oct-20-2020 15:13:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
COMPLETED

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Dec-18-2020 18:11:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Sahara
Vega
(pfe.svega)

Form Created

09
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Jan-25-2021 10:17:19
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Sahara
Vega
(pfe.svega)

Form Deleted Secondary to ae
#1

Dec-18-2020 18:12:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Sahara
Vega
(pfe.svega)

Form Created

09
01

77
e1

96
ae

40
1e

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135644



Page 185 of 246

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Jan-25-2021 10:16:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Sahara
Vega
(pfe.svega)

Form Deleted Secondary to ae
#1

Dec-18-2020 18:13:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Sahara
Vega
(pfe.svega)

Form Created

09
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Jan-25-2021 10:18:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Sahara
Vega
(pfe.svega)

Form Deleted Secondary to ae
#1

Jan-25-2021 10:17:45
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Sahara
Vega
(pfe.svega)

Form Undeleted Transcription
Error

Jan-25-2021 10:13:45
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Sahara
Vega
(pfe.svega)

Form Deleted Secondary to ae
#1

Dec-18-2020 18:14:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Sahara
Vega
(pfe.svega)

Form Created
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-08-2021 13:38:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Sahara
Vega
(pfe.svega)

Form Created
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-08-2021 13:38:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Sahara
Vega
(pfe.svega)

Form Created
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-08-2021 13:39:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Sahara
Vega
(pfe.svega)

Form Created
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Dec-18-2020 18:11:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Dec-23-2020 15:56:10
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Aloma
Ratnasoma
(pfe ratnaa05)

Query 1: Closed Response satisfies
query

Dec-22-2020 16:19:51
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Query 1: Answered Relevant medical
records have been
uploaded to
Florence.

Dec-19-2020 08:44:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Aloma
Ratnasoma
(pfe ratnaa05)

Query 1: Opened unable to verify
SAE details as no
source note to be
e-Source in
Florence. Please
upload all relevant
source asap.

Dec-18-2020 18:11:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-16-2021 16:01:38
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response satisfies
query

Jan-29-2021 08:20:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 1: Answered Subject confirmed
not hispanic. SAE
follow-up has been
sent.09

01
77

e1
96

ae
40

1e
\F

in
al

\F
in

al
 O

n:
 0

1-
A

pr
-2

02
1 

05
:3

0 
(G

M
T

)

FDA-CBER-2021-5683-0135650



Page 191 of 246

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Jan-27-2021 17:37:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Reissued:Opened Clinical Ethnicity
was reported as 'Not
Hispanic' on
Demography CRF,
recorded at the
consent visit.

Jan-25-2021 09:49:26
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 1: Answered Ethnicity will be
addressed at next
visit, 102

Dec-22-2020 10:05:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened Clinical Please
submit a SAE
safety update to
report the subject's
ethnicity

Dec-18-2020 18:11:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
PAROXYSMAL ATRIAL FIB
RILLATION

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Feb-16-2021 16:01:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response satisfies
query

Jan-29-2021 08:20:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 1: Answered SAE follow-up
report with new
start date has been
faxed as of 1/26/21

Jan-27-2021 17:38:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Reissued:Opened Clinical Thank you.
Please submit a
SAE safety FAX to
update the SAE
start date to
09Dec20 in the
SAE as well.

Jan-25-2021 09:52:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed
Information

Jan-25-2021 09:52:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
Dec/9/2020 UNK:UNK

Changed
Information09

01
77

e1
96

ae
40

1e
\F

in
al

\F
in

al
 O

n:
 0

1-
A

pr
-2

02
1 

05
:3

0 
(G

M
T

)

FDA-CBER-2021-5683-0135651



Page 192 of 246

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Dec-22-2020 09:57:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened Clinical In Vaccine
study, SAE start
date is day event
starts; not day it
meets serious
criteria (item 11 in
vaccine SAE
instruct). If SAE
event began as
non-serious, record
the onset date as the
date the non-serious
event/event
symptoms began.

Dec-18-2020 18:11:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
Dec/10/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-05-2021 17:21:12
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Aloma
Ratnasoma
(pfe.ratnaa05)

Query 1: Closed new query posted in
MH page &
unlocked

Jan-27-2021 17:42:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Reissued:Opened Clinical The Med
Hx CRF is currently
unfrozen.

Jan-25-2021 09:59:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 1: Answered Please unfreeze page
to add new med
history.

Dec-23-2020 16:09:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Aloma
Ratnasoma
(pfe.ratnaa05)

Query 1: Opened per Hospital
discharge summary
dated
12/11/20,subject has
a PMH significant
for arrhythmia s/p
implantable loop
recorder 10/2019,
mitral valve
0prolapse with
regurgitation, sleep
apnea and
tachycardia, please
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

revisit and update
medical history
eCRF

Dec-18-2020 18:11:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
NO

End Date Time:

Dec/11/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Dec-18-2020 18:11:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
3

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Feb-16-2021 16:02:20
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Closed SAE update has
results of Dec 20,
2020 COVID test

Jan-29-2021 08:23:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 2: Answered SAE update 26jan21
does have this
information. see
page 7 of 8. Listed
under laboratory
tests (RELEVANT
TESTS).

Jan-27-2021 17:41:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Reissued:Opened Clinical Thank you;
however, SAE
update (26Jan21) did
not include a COVID
test, with date and
result. Please submit
to SAE.09
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Jan-25-2021 10:44:26
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 2: Answered Negative. Is being
provided on sae
follow-up sent today

Dec-22-2020 10:04:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Opened Clinical COVID test
status (yes/no)
during Hosp was not
reported in the SAE.
Please submit a
follow-up SAE form
[#2020492668] to
document if COVID
testing was
performed in
hospital (YES/NO or
info not available)
and if yes, the date
and results.

Dec-22-2020 04:28:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Dec-18-2020 18:11:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE
PAROXYSMAL
ATRIAL
FIBRILLATION:
Response to "Is the
adverse event
serious?" is 'Yes' but
"Serious Adverse
Event Number" is
blank.

Dec-18-2020 18:11:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
YES

Is this serious event associate
d with congenital anomaly or
birth defect?

NO

Did this serious event result i
n death?

NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Did this serious event require
or prolong hospitalization?

YES

Did this serious event result i
n persistent or significant disa
bility/incapacity?

NO

Is this serious event life threat
ening?

NO

Other medically important ser
ious event

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Dec-18-2020 18:11:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Dec-23-2020 00:25:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Lina Gaikwad
(pfe.gaikwl)

Query 1: Closed Response satisfies
query

Dec-22-2020 21:09:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Closed Response satisfies
query

Dec-22-2020 16:21:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered Initial Entry

Dec-22-2020 16:21:24
(UTC-07:00) Mountain

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada)

Dec-22-2020 16:21:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
NOT RELATED

If Not Related to study treatme
nt(s), this event is due to:

OTHER

If Other, specify:

New diagnosis

Initial Entry

Dec-22-2020 10:03:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Opened CLINICAL Event
Relationship to
study treatment is
missing; however,
SAE report states
that there was not a
reasonable
possibility that
event A fib was
related to study
treatment. Please
review, harmonize
reporting, and
update where
required

Dec-20-2020 22:42:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rajashekhar
Reddy
(pfe reddyr51)

Query 1: Opened DM: The response
for "Is this event
related to study
treatment" is
missing. Kindly
review and update.

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Dec-18-2020 18:11:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason09
01
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Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Dec-18-2020 18:11:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Dec-18-2020 18:11:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Dec-18-2020 18:11:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Dec-18-2020 18:11:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Dec-22-2020 04:28:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020492668

Initial Entry
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Category:

Date Location User Value Reason

Dec-18-2020 18:12:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Dec-18-2020 18:12:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Dec-18-2020 18:12:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
DIZZINESS

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Dec-18-2020 18:12:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Dec/9/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Dec-18-2020 18:12:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

End Date Time:

Dec/11/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Date Location User Value Reason

Dec-18-2020 18:12:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
2

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Dec-18-2020 18:12:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Dec-18-2020 18:12:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Jan-25-2021 15:10:19
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Ute Frantz
(pfe frantu)

Query 1: Closed Response satisfies
query

Jan-25-2021 10:16:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Initial Entry

Jan-25-2021 10:16:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
NOT RELATED

If Not Related to study treatme
nt(s), this event is due to:

OTHER

Initial Entry
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*** THIS REPEATING FORM HAS BEEN DELETED ***

If Other, specify:

unknown

Dec-20-2020 22:43:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rajashekhar
Reddy
(pfe reddyr51)

Query 1: Opened DM: The response
for "Is this event
related to study
treatment" is
missing. Kindly
review and update.

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Dec-18-2020 18:12:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Dec-18-2020 18:12:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Dec-18-2020 18:12:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Dec-18-2020 18:12:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Date Location User Value Reason

Dec-18-2020 18:12:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Category:

Date Location User Value Reason

Dec-18-2020 18:13:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Dec-18-2020 18:13:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Dec-18-2020 18:13:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
HEART PALPITATIONS

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Dec-18-2020 18:13:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Dec/9/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Dec-18-2020 18:13:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

End Date Time:

Dec/11/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:
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Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Date Location User Value Reason

Dec-18-2020 18:13:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
2

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Dec-18-2020 18:13:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Dec-18-2020 18:13:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Jan-25-2021 15:12:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Ute Frantz
(pfe frantu)

Query 1: Closed Response satisfies
query

Jan-25-2021 10:16:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Initial Entry

Jan-25-2021 10:16:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
NOT RELATED

If Not Related to study treatme
nt(s), this event is due to:

OTHER

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

If Other, specify:

unknown

Dec-20-2020 22:45:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rajashekhar
Reddy
(pfe reddyr51)

Query 1: Opened DM: The response
for "Is this event
related to study
treatment" is
missing. Kindly
review and update.

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Dec-18-2020 18:13:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Dec-18-2020 18:13:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Dec-18-2020 18:13:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Dec-18-2020 18:13:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?09
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*** THIS REPEATING FORM HAS BEEN DELETED ***

Date Location User Value Reason

Dec-18-2020 18:13:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry
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Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Category:

Date Location User Value Reason

Dec-18-2020 18:14:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Dec-18-2020 18:14:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Jan-25-2021 10:42:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sian Jones
(pfe.jones111)

Query 3: Closed Response satisfies
query

Jan-25-2021 10:13:45
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Answered Secondary to ae #1

Jan-20-2021 11:39:02
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sian Jones
(pfe.jones111)

Query 2: Closed clinical: reissued.

Jan-20-2021 11:38:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sian Jones
(pfe.jones111)

Query 3: Opened clinical: pls
confirm this is a
separate AE from
AE #1-atrial
fibrillation Thanks

Jan-06-2021 11:01:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sian Jones
(pfe.jones111)

Query 2: Opened clinical: pls
confirm this is a
separate AE from
AE #1-atrial
fibrillation Thanks09
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*** THIS REPEATING FORM HAS BEEN DELETED ***

Jan-06-2021 11:00:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sian Jones
(pfe.jones111)

Query 1: Closed clinical: reissued.

Dec-21-2020 09:19:16
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sian Jones
(pfe.jones111)

Query 1: Opened clinical: pls
confirm this is a
separate AE from
AE #1-atrial
fibrillation Thanks

Dec-18-2020 18:14:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
TACHYCARDIA

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Dec-18-2020 18:14:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Dec/9/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Dec-18-2020 18:14:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

End Date Time:

Dec/11/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Dec-18-2020 18:14:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
2

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
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*** THIS REPEATING FORM HAS BEEN DELETED ***

require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Dec-18-2020 18:14:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Dec-18-2020 18:14:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Jan-25-2021 15:12:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Ute Frantz
(pfe frantu)

Query 1: Closed Response satisfies
query

Jan-25-2021 10:18:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Initial Entry

Jan-25-2021 10:18:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
NOT RELATED

If Not Related to study treatme
nt(s), this event is due to:

OTHER

If Other, specify:

unknown

Initial Entry

Dec-20-2020 22:45:27
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rajashekhar
Reddy
(pfe reddyr51)

Query 1: Opened DM: The response
for "Is this event
related to study
treatment" is
missing. Kindly
review and update.09
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10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Dec-18-2020 18:14:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Dec-18-2020 18:14:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Dec-18-2020 18:14:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
YES

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Dec-18-2020 18:14:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Dec-18-2020 18:14:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Feb-08-2021 13:38:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Feb-08-2021 13:38:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Mar-01-2021 13:58:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Closed Response satisfies
query

Feb-22-2021 15:00:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Query 1: Answered Related to vaccine
reactogenicity

Feb-09-2021 10:42:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Opened Clin: Per Prot Sect
8.1., please review
if CHILLS a
COVID-19 listed
symptoms, start
date 1d post Vax 4,
is due to vaccine
reactogenicity or is
more related to
Covid-19 (should
trigger a COVID
Visit and a Nasal
Swab collected
ASAP)

Feb-08-2021 13:38:13
(UTC-07:00) Mountain

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
BODY CHILLS

Initial Entry09
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Time (US & Canada)

4. Start Date Time:

Date Location User Value Reason

Feb-08-2021 13:38:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Feb/3/2021 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-08-2021 13:38:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

End Date Time:

Feb/6/2021 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Feb-08-2021 13:38:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
2

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Feb-08-2021 13:38:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason
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Feb-08-2021 13:38:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Feb-22-2021 23:45:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Gajanan
Deshmukh
(pfe.deshmg08)

Query 1: Closed Response satisfies
query

Feb-22-2021 15:00:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
RELATED

Changed
Information

Feb-22-2021 11:41:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Feb-22-2021 11:41:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madison
Mikulak
(pfe mmikulak)

Data Entry:
NOT RELATED

If Not Related to study treatm
ent(s), this event is due to:

OTHER

If Other, specify:

Unknown

New Information

Feb-09-2021 23:37:54
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rajashekhar
Reddy
(pfe reddyr51)

Query 1: Opened DM: The response
for "Is this event
related to study
treatment" is
missing. Kindly
review and update.

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Feb-08-2021 13:38:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?09
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Date Location User Value Reason

Feb-08-2021 13:38:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Feb-08-2021 13:38:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Feb-08-2021 13:38:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Feb-08-2021 13:38:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Feb-08-2021 13:38:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Feb-08-2021 13:38:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-08-2021 13:38:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
BODY SWEATS

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Feb-08-2021 13:38:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Feb/3/2021 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-08-2021 13:38:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

End Date Time:

Feb/6/2021 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason
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Feb-08-2021 13:38:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
2

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Feb-08-2021 13:38:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Feb-08-2021 13:38:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Feb-25-2021 00:29:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Shubhada
Ghisad
(pfe.ghisas)

Query 1: Closed Response satisfies
query

Feb-24-2021 10:29:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Initial Entry

Feb-24-2021 10:29:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
RELATED

Initial Entry

Feb-09-2021 23:38:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rajashekhar
Reddy
(pfe reddyr51)

Query 1: Opened DM: The response
for "Is this event
related to study
treatment" is
missing. Kindly
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review and update.

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Feb-08-2021 13:38:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Feb-08-2021 13:38:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Feb-08-2021 13:38:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Feb-08-2021 13:38:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Feb-08-2021 13:38:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Feb-08-2021 13:39:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Feb-08-2021 13:39:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-22-2021 12:17:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Patricia
Banchero
(pfe.banchp)

Query 1: Closed Response satisfies
query

Feb-22-2021 11:51:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed
Information

Feb-22-2021 11:51:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madison
Mikulak
(pfe mmikulak)

Data Entry:
BACK PAIN

Changed
Information

Feb-09-2021 12:00:19
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Patricia
Banchero
(pfe.banchp)

Query 1: Opened GPDCLIN: subject
does not have a
record of back pain
in MH CRF. Please
consider updating
MH CRF,
otherwise, please
clarify. Thank you.

Feb-08-2021 13:39:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
WORSENING OF BACK PAI
N

Initial Entry
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4. Start Date Time:

Date Location User Value Reason

Feb-08-2021 13:39:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Feb/3/2021 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-08-2021 13:39:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Feb-08-2021 13:39:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
2

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Feb-08-2021 13:39:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Feb-08-2021 13:39:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:
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Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Feb-23-2021 04:57:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Amol
Deshmukh
(pfe.deshma24)

Query 1: Closed closed per data
updated.

Feb-22-2021 11:47:10
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed
Information

Feb-22-2021 11:47:10
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madison
Mikulak
(pfe.mmikulak)

Data Entry:
NOT RELATED

If Not Related to study treatm
ent(s), this event is due to:

OTHER

If Other, specify:

Unknown

Changed
Information

Feb-09-2021 23:38:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rajashekhar
Reddy
(pfe.reddyr51)

Query 1: Opened DM: The response
for "Is this event
related to study
treatment" is
missing. Kindly
review and update.

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Feb-08-2021 13:39:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Feb-08-2021 13:39:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-08-2021 13:39:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Feb-08-2021 13:39:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
RECOVERING/RESOLVING

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Feb-08-2021 13:39:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - Audit Trail

Form Version: 22-Apr-2020 21:03 Form Status:

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Oct-20-2020 15:14:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Selma
Leudtke
(pfe.sleudtke)

Form Created
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Oct-20-2020 15:14:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

2. Category:

Date Location User Value Reason

Oct-20-2020 15:14:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATIONS

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Oct-20-2020 15:14:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NO

Initial Entry

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown,
enter the full trade or proprietary name. Include clarifying information in the Medication text (e.g., Ingredient(s), route,
use, formulation).

Date Location User Value Reason

Oct-20-2020 15:14:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Seasonal Influenza Vaccine

Initial Entry

5. Date:

Date Location User Value Reason

Oct-20-2020 15:14:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Oct/16/2020

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-14-2021 15:45:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Jan/11/2021

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Jan-20-2021 10:05:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Jan-14-2021 22:05:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madhan Babu
(pfe.babum05)

Query 1: Opened The response
indicates participant
was unblinded,
however the
TREATMENT
UNBLINDED date
is missing in the
DISP visit. Please
complete this date.

Jan-14-2021 15:45:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate The response
indicates participant
was unblinded,
however the
TREATMENT
UNBLINDED date
is missing in the
DISP visit. Please
complete this date.

Jan-14-2021 15:45:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
Participant is willing to return f
or Vaccination 3

Participant is:

eligible per other protocol al
lowance(s) and confirmed to
have received only placebo a
t Vaccination 1/2

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Jan-20-2021 10:05:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
Jan/11/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Jan-20-2021 10:05:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
ASSESS ELIGIBILITY FOR A
DDITIONAL VACCINATION

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-14-2021 15:46:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Jan/13/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Jan-14-2021 15:46:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
OBTAINED

Date Written Consent Obtained

Jan/13/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION
- eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Feb-23-2021 03:29:27
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sathenapalli
Suguna Srujan
(pfe.srujas)

Query 1: Closed Query closed data
has been updated

Feb-22-2021 15:05:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Feb-22-2021 15:05:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
Jan/13/2021

Transcription Error

Feb-18-2021 00:01:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Balaji Prabu R
(pfe.rb01)

Query 1: Opened Date is reported as
14Jan2021, but
subject received
vaccination on
13Jan2021. Please
confirm the date is
correct as entered
or update if
necessary.
Otherwise clarify.
Thank you.

Jan-14-2021 15:47:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
Jan/14/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Jan-14-2021 15:47:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
REPEAT SCREENING 1

Initial Entry

3. Status:

Date Location User Value Reason
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION
- eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Jan-14-2021 15:47:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-14-2021 15:47:10
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-14-2021 15:47:10
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-20-2021 10:04:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Jan-14-2021 21:18:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madhan Babu
(pfe.babum05)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Jan-14-2021 15:47:10
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Jan-14-2021 15:47:10
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
YES

Date of Collection:

Jan/13/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a

Date Location User Value Reason

Jan-20-2021 10:04:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
Sample ID: BRYKKK

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jan-20-2021 10:04:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
BRYKKK

Initial Entry

5.b

Date Location User Value Reason

Jan-20-2021 10:04:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
Sample ID: BRYKKL

Initial Entry

5.b Sample ID

Date Location User Value Reason

Jan-20-2021 10:04:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
BRYKKL

Initial Entry

5.c

Date Location User Value Reason

Feb-25-2021 11:14:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
Sample ID: BP9JJC

Initial Entry

5.c Sample ID

Date Location User Value Reason

Feb-25-2021 11:14:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
BP9JJC

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-14-2021 15:47:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-14-2021 15:47:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-20-2021 10:05:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Jan-14-2021 21:18:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madhan Babu
(pfe.babum05)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Jan-14-2021 15:47:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Jan-14-2021 15:47:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
YES

Date of Collection:

Jan/13/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a

Date Location User Value Reason

Jan-20-2021 10:05:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
Sample ID: BP9JJB

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jan-20-2021 10:05:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
BP9JJB

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Jan-14-2021 15:47:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Jan-14-2021 15:47:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Jan-14-2021 15:47:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Jan-14-2021 15:47:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Jan/13/2021 16:01

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Jan-14-2021 15:47:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Jan-14-2021 15:47:59
(UTC-07:00) Mountain

ACV0PFEINFP6000  Sahara
Vega

Data Entry:
LEFT

Initial Entry09
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77
e1
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al
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***Confidential***

Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe.svega)

7. Route:

Date Location User Value Reason

Jan-14-2021 15:47:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Jan-14-2021 15:47:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Jan-14-2021 15:47:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Jan-14-2021 15:47:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Jan-14-2021 15:47:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-03-2021 09:36:54
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Feb/2/2021

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-03-2021 09:37:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-03-2021 09:37:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-08-2021 17:50:02
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Feb-04-2021 02:27:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madhan Babu
(pfe.babum05)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Feb-03-2021 09:37:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Feb-03-2021 09:37:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
YES

Date of Collection:

Feb/2/2021

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a

Date Location User Value Reason

Feb-08-2021 17:50:02
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sample ID: BR8XCM

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-08-2021 17:50:02
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
BR8XCM

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Feb-03-2021 09:37:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Feb-03-2021 09:37:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Feb-03-2021 09:37:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Feb-03-2021 09:37:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Feb/2/2021 11:51

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Feb-03-2021 09:37:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Feb-03-2021 09:37:36
(UTC-07:00) Mountain

ACV0PFEINFP6000  Sahara
Vega

Data Entry:
LEFT

Initial Entry09
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe.svega)

7. Route:

Date Location User Value Reason

Feb-03-2021 09:37:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Feb-03-2021 09:37:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Feb-03-2021 09:37:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Feb-03-2021 09:37:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Feb-03-2021 09:37:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V103_MONTH1 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-03-2021 08:47:37
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madison
Mikulak
(pfe mmikulak)

Data Entry:
Mar/2/2021

Initial Entry
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Header Text: c4591001

Visit: V103_MONTH1 Form: CONTACT OUTCOME - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Contact Type:

Date Location User Value Reason

Mar-03-2021 08:47:51
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
TELEPHONE VISIT

Initial Entry

2. Was contact made?

Date Location User Value Reason

Mar-03-2021 08:47:51
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madison
Mikulak
(pfe mmikulak)

Data Entry:
YES

Date of Contact:

Mar/2/2021

Initial Entry
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Mar-04-2021
01:19:17
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Ashwini Devi
Subhash (pfe.subhaa)

Query
1: Clo
sed

Response satisfies
query

Mar-03-2021
17:17:43
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW7588222;Status
on the Disposition -
Treatment form is
COMPLETED, but
Date is different than
Visit 3 Date. Please
review and update as
appropriate.

Mar-03-2021
08:48:05
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Madison Mikulak
(pfe.mmikulak)

Data
Entry
:
Mar/2
/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Mar-03-2021 08:48:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
OPEN LABEL TREATMENT

Initial Entry

3. Status:

Date Location User Value Reason

Mar-03-2021 08:48:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Madison
Mikulak
(pfe mmikulak)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject Status

Date Location User Value Reason

Oct-20-2020 15:13:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Sep-03-2020 19:16:02
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Sep-03-2020 19:15:02
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Dec-22-2020 04:31:19
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Closed event entered

Dec-17-2020 06:40:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Opened SAE
RECON:AER#2020492668
atrial fibrillation
episode(onset
date:10Dec2020)was
reported as serious in
Safety database but missing
in AE CRF. Please confirm
and update CRF. If safety
update is required, submit a
follow-up SAE Form.

Oct-20-2020 15:13:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/20/2020

Initial Entry

Sep-03-2020 19:16:02
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sep/2/2020

Initial Entry

Sep-03-2020 19:15:02
(UTC-07:00) Mountain

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sep/2/2020

Initial Entry09
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada)

09
01

77
e1

96
ae

40
1e

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135705



Page 246 of 246

***Confidential***

 

Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121112 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Casebook Signature

Date Location User Value Reason

Oct-26-2020 16:02:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
Click Here to Enable

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5, STAGE
3 option is equivalent to PHASE 2/3.

1. Select appropriate response -
Protocol version

24 JUL 2020

2. Select appropriate response - What
cohort does the subject belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Sep/9/2020

09
01

77
e1

96
ae

40
1c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135708



Page 3 of 225

***Confidential***

 

Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Demography

1. Subject ID [10121163]

2. Birth Date: 1979

3. Sex: FEMALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): WHITE

6. Racial Designation:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/9/2020

2. Erroneous Visit
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion Criterion
Met

Not Applicable

09
01

77
e1

96
ae

40
1c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135711



Page 6 of 225

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening

1. Date of Completion/Discontinuation
/Death

Sep/9/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Allergic Atopic Dermatitis]

Start Date: UNK/UNK/2016

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Penicillin Allergy (Anaphylactic Shock)]

Start Date: UNK/UNK/1984

Ongoing: YES

1.c Line/MH Number: [3]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Codeine Allergy]

Start Date: UNK/UNK/1984

Ongoing: YES

1.d Line/MH Number: [4]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Iodine Allergy]

Start Date: UNK/UNK/2017

Ongoing: YES

1.e Line/MH Number: [5]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Cat Scratch Disease]

Start Date: UNK/UNK/1982

Ongoing: YES

09
01

77
e1

96
ae

40
1c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135713



Page 8 of 225

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Sep/9/2020

2. Weight: [139.0]

3. Unit: LB

4. Height: [69.0]

5. Unit: in

6. Body Mass Index: [20.5]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [97.7]

Unit: F

Temperature Location: ORAL CAVITY

09
01

77
e1

96
ae

40
1c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135714



Page 9 of 225

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Sep/9/2020

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition

1. Randomization Date : Sep/9/2020

2. Randomization Number: [85512]

3. Randomization Group: [ ]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Sep/9/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPL1VT]

5.b Sample ID [BPL1VV]

5.c Sample ID [BPL1VW]

5.d Sample ID [BP43XW]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/9/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP43XV]
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Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/9/2020 16:58

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES
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Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS SUBJECT
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Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:

09
01

77
e1

96
ae

40
1c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135722



Page 17 of 225

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 21-Aug-2020 02:49 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and Address
(Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: V2_VAX2_L Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?
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Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: V4_MONTH6_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: V5_MONTH12_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V5_MONTH12_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: V6_MONTH24_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V6_MONTH24_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/16/2020

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: Sep/16/2020

2. Date of First Symptom Started: Sep/11/2020

3. Symptoms Ongoing? YES

Symptoms

4.a Symptoms: FEVER

Was symptom present? NO

4.b Symptoms: NEW OR INCREASED COUGH

Was symptom present? NO

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH

Was symptom present? YES

4.d Symptoms: CHILLS

Was symptom present? NO

4.e Symptoms: NEW OR INCREASED MUSCLE PAIN

Was symptom present? NO

4 f Symptoms: NEW LOSS OF TASTE OR SMELL

Was symptom present? NO

4.g Symptoms: NEW OR INCREASED SORE THROAT

Was symptom present? NO

4.h Symptoms: DIARRHEA

Was symptom present? NO

4.i Symptoms: VOMITING

Was symptom present? NO

Symptoms - Other

5. Symptoms - Other Text: [ ]09
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Visit: POT_COVID_ILL 1 Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Date of Collecti

on
Specimen Ty

pe
Specimen Collection Locat

ion
Assay Code and Descript

ion
Device Typ

e
Form Instance

 1. Not Done  Not Done  Not Done  Not Done  Not Done  Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

1. Actual Date of Collection: Not Done

//

Comments

2. Specimen Type: Not Done Comments

3. Specimen Collection Location: Not Done Comments

4. Assay Code and Description: Not Done Comments

5. Device Type: Not Done Comments

6. Trade Name: Not Done Comments

7. Test Result: Not Done Comments

8. Comments/Findings/Details: Not Done

[ ]

Comments

9. Trade Name Other, Specify: Not Done

[ ]

Comments
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Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB_SELF

3. Sample Collected? NO

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[Visit not done per protocol. PD has been created]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? NO

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[Visit not done per protocol. PD created]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: HEALTH CARE UTILIZATION

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Health Care Utilization

1.a Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or Contacts: NO Comments

1.b Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts: NO Comments

1.c Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or Contacts: YES

Number of Visits or Contacts:
[1]

Comments

1.d Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or Contacts: NO Comments

1.e Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts: YES

Number of Visits or Contacts:
[1]

Comments

1 f Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or Contacts: NO Comments

Health Care Utilization Other

2. Other Type of Practitioner Specify: [ ] Comments

Health Care Utilization

3. Has the subject been hospitalized due
to potential COVID-19 illness?

NO Comments
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Visit: POT_COVID_ILL 1 Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Treatment Identifier Con Non-Drug Treatments Pre-specified Treatment Treatment Start Date Form Instance

 1.           Repeating Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Respiratory Treatment

1. What is the treatment Identifier? [ ]

2. Concomitant Non-drug Treatment
Pre-specified:

3. Treatment:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: POTENTIAL COVID-19 ILLNESS Comments

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

NO Comments

3. Toxicity Grade: 2 Comments
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Form Version: 17-Jul-2020 21:55

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Category of Clinical Event: Subcategory of Clinical Event Diagnosis Obtained Toxicity Grade Form Instance

 1.         Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Illness Details

1. Category of Clinical Event:

2. Subcategory of Clinical Event:

3. Was a diagnosis obtained?

4. Toxicity Grade:
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Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 21-Aug-2020 02:49

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Category for Lab

Test
Vendor Na

me
Collection Da

te:
Specimen T

ype
Lab Result Form Instance

 1.         Sponsor-Defined Iden
tifier

Test
:

Resul
t:

Repeating
Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 21-Aug-2020 02:49 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Lab Chemistry Details

1. Lab Panel:

2. Laboratory Name and Address [ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

Not Done:

LNMT Low
[ ]
High
[ ]
Unit
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Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 21-Aug-2020 02:51

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Category for La

b Test
Vendor Name (DE

RIVED)
Collection

Date:
Specimen

Type
Lab Result

Form Instanc
e

 1.         Sponsor-Defined Id
entifier

Tes
t:

Resul
t:

Repeating
Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 21-Aug-2020 02:51 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Laboratory Data Hematology

1. Lab Panel:

2. Laboratory Name and Address [ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

Not Done:

LNMT Low
[ ]
High
[ ]
Unit
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Visit: POT_COVID_ILL 1 Form: VITAL SIGNS - COVID

Form Version: 21-Aug-2020 02:50

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date: Vital Signs Details Form Instance

 1.   Record Identifier: Systolic: Diastolic: Repeating Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: VITAL SIGNS - COVID

Form Version: 21-Aug-2020 02:50 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Systolic: [ ]

Diastolic: [ ]

Respiratory Rate in
respirations/minute:

[ ]

Heart Rate in beats/minute: [ ]
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Visit: POT_COVID_ILL 1 Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 21-Aug-2020 02:51

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date: Vital Signs Details Form Instance

 1.   Record Identifier: Oxygen Saturation Repeating Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 21-Aug-2020 02:51 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

SPO2 Pulse Oximetry % [ ]
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Visit: POT_COVID_ILL 1 Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date Time of Assessment Arterial Blood Gases PaO2 FiO2 (Fraction of Inhaled Oxygen) Form Instance

 1.       Repeating Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Oxygenation Parameters

1. Date Time of Assessment: //

2. Arterial Blood Gases PaO2 (mmHg): [ ]

3. FiO2 (Fraction of Inhaled Oxygen): [ ]
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Visit: POT_COVID_ILL 1 Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defined Ide

ntifier
Category for Medi

cation
Concomitant Medications Pre

-specified
Name of Medic

ation
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[ ]

5. Start Date: //

6. Ongoing?
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Visit: POT_COVID_ILL 1 Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date of Assessment Location of Assessment Imaging Method Overall Assessment Form Instance

 1.         Repeating Pages
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Form: IMAGING

Form Version: 06-Jul-2020 21:53 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Imaging

1. Date of Assessment: //

2. Location of Assessment:

3. Type of Imaging Exam:

4. Assessment:
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Visit: POT_COVID_CONVA - New Unscheduled
Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Visit: POT_COVID_CONVA - New Unscheduled
Visit

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Unplanned Assessments

1. Assessments
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Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Treatment

1. Date of Completion/Discontinuation
/Death :

Sep/24/2020

2. Phase of Disposition: VACCINATION

3. Status: ADVERSE EVENT

4. Specify Status: [ ]
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Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Follow-Up

1. Date of Completion/Discontinuation
/Death :

Oct/17/2020

2. Phase of Disposition: FOLLOW-UP

3. Status: ADVERSE EVENT

4. Specify Status: [ ]
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Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit
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Form Version: 10-Oct-2020 15:57 Form Status: Not Started
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Category
AE Ide
ntifier

Adverse Event Start Date
Is the Adverse Even

t Still Ongoing
Form Instan

ce

 1. ADVERSE
EVENT 

1  LEFT UPPER ARM DERMATI
TIS AT INJECTION SITE 

Sep/11/2020
UNK:UNK 

YES  Repeating
Pages

 2. DELETED ADVERSE
EVENT 

2  SHORTNESS OF BREATHE  Sep/11/2020
UNK:UNK 

YES  Repeating
Pages

 3. ADVERSE
EVENT 

3  INSOMNIA  Sep/12/2020
UNK:UNK 

YES  Repeating
Pages

 4. ADVERSE
EVENT 

4  WEIGHT LOSS  Sep/14/2020
UNK:UNK 

NO
End Date Time:

Oct/4/2020 UNK:
UNK

 

Repeating
Pages
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[LEFT UPPER ARM DERMATITIS AT INJECTION SITE]

4. Start Date Time: Sep/11/2020 UNK:UNK

5. Is the adverse event still ongoing? YES

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with Study
Treatment:

DRUG WITHDRAWN

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERING/RESOLVING
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

14. Did the adverse event cause the
subject to be discontinued from the
study?

YES

15. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[SHORTNESS OF BREATHE]

4. Start Date Time: Sep/11/2020 UNK:UNK

5. Is the adverse event still ongoing? YES

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with Study
Treatment:

DRUG WITHDRAWN

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? NO
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

13. What was the outcome of this
adverse event?:

RECOVERING/RESOLVING

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number: For
Pfizer Use Only

[ ]

09
01

77
e1

96
ae

40
1c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135772



Page 67 of 225

***Confidential***

 

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [3]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[INSOMNIA]

4. Start Date Time: Sep/12/2020 UNK:UNK

5. Is the adverse event still ongoing? YES

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

NOT RECOVERED/NOT RESOLVED
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [4]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[WEIGHT LOSS]

4. Start Date Time: Sep/14/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Oct/4/2020 UNK:UNK

6. Toxicity Grade: 3

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? NO09
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Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Site No: 1012 Site Name: (1012) HOPE Research Institute
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Categor

y
Medication Err

or
Start Da

te
Is the medication error Still On

going
Study Medication Errors Ac

tion
Form Instance

 1.           Repeating
Pages
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Form Version: 17-Jul-2020 21:54 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment given?

8. Did the Medication Error cause the
subject to be discontinued from the
study?

9. Was this medication error associated
with any adverse events?

10. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Visit: Logs Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Version: 22-Apr-2020 21:03

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defined Ide

ntifier
Category for Medi

cation
Concomitant Medications Pre

-specified
Name of Medic

ation
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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Visit: Logs Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defined Id

entifier
Category for Med

ication
Concomitant Medications Pr

e-specified
Name of Medi

cation
Dose Descri

ption
Form Instanc

e

 1.           Repeating
Pages
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Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Visit: Logs Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Category Treatment Identifier Con Non-Drug Treatments Pre-specified Treatment Start Date Form Instance

 1.           Repeating Pages
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Visit: Logs - Unscheduled Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Header Text: c4591001

Visit: Logs Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Transfusion Type Date of Transfusion Form Instance

 1.     Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and Address
(Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT - Unscheduled Form: INFORMED CONSENT - ASYMPTOMATIC SURVEILLANCE

Form Version: 14-Jan-2021 02:29 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Informed Consent - Asymptomatic Surveillance

1. Consent Was:
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Not Started

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Not Applicable

//

Comments

2. Primary Reason for Unblinding: Not Applicable Comments
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Withdrawal Of Consent

1. Withdrawal of Consent Date : Sep/24/2020
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Death Details

1. Date of Collection / Notification of
Death:

Not Applicable

//

Comments

Cause of Death

2. Cause of Death Status: Not Applicable

Cause of Death: Not Applicable

[ ]
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Subject Status

1. Subject Status DISCONTINUED

2. Subject Status Date Oct/17/2020
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign
CRF_Sign_1

Name Signature
Meaning

Date Type Action
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - Comments

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Sep-10-2020 18:42:24 (UTC-07:00) Mountain
Time (US & Canada)

Selma Leudtke
(pfe.sleudtke)

Subject qualified for enrollment

Not Applicable
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Nov-03-2020 14:50:08 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

Visit entry being done to capture shortness of
breath reported during a phone call on 9/16/2020.
Not an actual possible covid illness visit.

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

1 Nov-03-2020 14:50:08 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

Visit entry being done to capture shortness of
breath reported during a phone call on 9/16/2020.
Not an actual possible covid illness visit.

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

2 Nov-03-2020 14:50:08 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

Visit entry being done to capture shortness of
breath reported during a phone call on 9/16/2020.
Not an actual possible covid illness visit.

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

3 Nov-03-2020 14:50:08 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

Visit entry being done to capture shortness of
breath reported during a phone call on 9/16/2020.
Not an actual possible covid illness visit.

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

4 Nov-03-2020 14:50:08 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

Visit entry being done to capture shortness of
breath reported during a phone call on 9/16/2020.
Not an actual possible covid illness visit.

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

5 Nov-03-2020 14:50:08 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

Visit entry being done to capture shortness of
breath reported during a phone call on 9/16/2020.
Not an actual possible covid illness visit.

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

6 Nov-03-2020 14:50:08 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

Visit entry being done to capture shortness of
breath reported during a phone call on 9/16/2020.
Not an actual possible covid illness visit.

Not Done
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

7 Nov-03-2020 14:50:08 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

Visit entry being done to capture shortness of
breath reported during a phone call on 9/16/2020.
Not an actual possible covid illness visit.

Not Done
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

8 Nov-03-2020 14:50:08 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

Visit entry being done to capture shortness of
breath reported during a phone call on 9/16/2020.
Not an actual possible covid illness visit.

Not Done
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

9 Nov-03-2020 14:50:08 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

Visit entry being done to capture shortness of
breath reported during a phone call on 9/16/2020.
Not an actual possible covid illness visit.

Not Done
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: HEALTH CARE UTILIZATION - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Nov-09-2020 09:24:46 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

Form Nov-04-2020 16:39:56 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

Visit missed

Not Done
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: HEALTH CARE UTILIZATION - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

1.a Nov-09-2020 09:24:46 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

1.a Nov-04-2020 16:39:56 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

Visit missed

Not Done
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: HEALTH CARE UTILIZATION - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

1.b Nov-09-2020 09:24:46 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

1.b Nov-04-2020 16:39:56 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

Visit missed

Not Done
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: HEALTH CARE UTILIZATION - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

1.c Nov-09-2020 09:24:46 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

1.c Nov-04-2020 16:39:56 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

Visit missed

Not Done
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: HEALTH CARE UTILIZATION - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

1.d Nov-09-2020 09:24:46 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

1.d Nov-04-2020 16:39:56 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

Visit missed

Not Done
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: HEALTH CARE UTILIZATION - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

1.e Nov-09-2020 09:24:46 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

1.e Nov-04-2020 16:39:56 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

Visit missed

Not Done
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: HEALTH CARE UTILIZATION - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

1.f Nov-09-2020 09:24:46 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

1.f Nov-04-2020 16:39:56 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

Visit missed

Not Done
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: HEALTH CARE UTILIZATION - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

2 Nov-09-2020 09:24:46 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

2 Nov-04-2020 16:39:56 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

Visit missed

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: HEALTH CARE UTILIZATION - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

3 Nov-09-2020 09:24:46 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

3 Nov-04-2020 16:39:56 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

Visit missed

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: ILLNESS DETAILS - Comments

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Nov-09-2020 09:28:53 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

Form Nov-05-2020 17:08:33 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

Visit not done. CRF completed to capture cough
which cannot be added to AE log.

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: ILLNESS DETAILS - Comments

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

1 Nov-09-2020 09:28:53 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

1 Nov-05-2020 17:08:33 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

Visit not done. CRF completed to capture cough
which cannot be added to AE log.

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: ILLNESS DETAILS - Comments

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

2 Nov-09-2020 09:28:53 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

2 Nov-05-2020 17:08:33 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

Visit not done. CRF completed to capture cough
which cannot be added to AE log.

Not Done
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: ILLNESS DETAILS - Comments

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

3 Nov-09-2020 09:28:53 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

3 Nov-05-2020 17:08:33 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

Visit not done. CRF completed to capture cough
which cannot be added to AE log.

Not Done
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - Comments

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Oct-06-2020 13:00:05 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

Not Applicable
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Header Text: c4591001

Visit: Disposition Form: TREATMENT UNBLINDED - Comments

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

1 Oct-06-2020 13:00:05 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

Not Applicable
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***Confidential***

Header Text: c4591001

Visit: Disposition Form: TREATMENT UNBLINDED - Comments

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

2 Oct-06-2020 13:00:05 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

Not Applicable
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED - Comments

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Oct-06-2020 13:00:17 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

Not Applicable
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Header Text: c4591001

Visit: Disposition Form: DEATH DETAILS CODED - Comments

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

1 Oct-06-2020 13:00:17 (UTC-07:00) Mountain
Time (US & Canada)

Sahara Vega
(pfe.svega)

Not Applicable
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign
CRF_Sign_1

Name Signature
Meaning

Date Type Action

Stephanie
Catanzaro 

N/A Feb-24-2021 12:13:36 (UTC-07:00) Mountain
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Matthew Doust  Approved Nov-12-2020 13:39:48 (UTC-07:00) Mountain
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MatthewDoust, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Selma Leudtke  N/A Nov-11-2020 16:43:00 (UTC-07:00) Mountain
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Matthew Doust  Approved Nov-11-2020 08:08:21 (UTC-07:00) Mountain
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MatthewDoust, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Sahara Vega  N/A Nov-03-2020 14:45:47 (UTC-07:00) Mountain
Time (US & Canada)

Edit - All
signatures
invalidated
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***Confidential***

Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Affidavit:
N/A

Matthew Doust  Approved Oct-30-2020 12:18:09 (UTC-07:00) Mountain
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MatthewDoust, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Sep-10-2020 12:32:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Sep-10-2020 12:32:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
STAGE 3 COHORTS

Initial Entry

09
01

77
e1

96
ae

40
1c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135836



Page 131 of 225

***Confidential***

 

Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Sep-10-2020 12:32:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
OBTAINED

Date Written Consent Obtained

Sep/9/2020

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject ID

Date Location User Value Reason

Sep-10-2020 12:32:26
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10121163

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Sep-10-2020 12:32:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1979

Enrollment Entry

3. Sex:

Date Location User Value Reason

Sep-10-2020 12:32:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Sep-10-2020 12:32:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
NOT HISPANIC OR LATINO(A) O
R OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Sep-10-2020 12:32:59
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
WHITE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-07-2020 06:12:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sonal K
(pfe.ks66)

Query 1: Closed As per site response

Oct-06-2020 11:18:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 1: Answered Subject withdrew
consent on
9/24/2020.

Oct-05-2020 22:51:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Amol Shinde
(pfe.shinda18)

Query 1: Opened DM: Details on visit
‘V2VX2L’ are
missing. Kindly
consider to update or
else clarify. Thank
you.

Sep-10-2020 18:42:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Sep/9/2020

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Sep-10-2020 18:42:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Sep/9/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Sep-10-2020 18:42:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Sep-10-2020 18:42:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Sep-16-2020 16:49:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

1

Medical History
Term:

Allergic Atopic D
ermatitis

Start Date: UNK/UNK/2016

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Sep-16-2020 16:49:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-30-2020 11:45:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Gary Steven
Friedman
(pfe.friedg01)

Query 2: Closed Response satisfies query

Sep-30-2020 11:42:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Gary Steven
Friedman
(pfe.friedg01)

Query 1: Closed Response satisfies query

Sep-29-2020 16:54:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Query 1: Answered Subject is using topical
medication only

Sep-29-2020 16:54:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Query 2: Answered Subject is using topical
medication only

Sep-29-2020 12:36:20
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Gary Steven
Friedman
(pfe.friedg01)

Query 2: Opened QUERY OUTSTANDING
X 7 days: please address.
Thank you.

Sep-22-2020 07:33:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Gary Steven
Friedman
(pfe.friedg01)

Query 1: Opened ATOPIC DERMATITIS
(ONGOING): please
confirm the participant IS
or IS NOT receiving
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

ORAL
CORTICOSTEROIDS or
ORAL OR PARENTERAL
IMMUNOMODULATORS
currently.

Sep-16-2020 16:49:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma Leudtke
(pfe.sleudtke)

Data Entry:
Allergic Atopic Dermatitis

Initial Entry

1.a Start Date:

Date Location User Value Reason

Sep-16-2020 16:49:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
UNK/UNK/2016

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Sep-16-2020 16:49:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
YES

Initial Entry

1.b

Date Location User Value Reason

Sep-16-2020 16:51:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

2

Medical Hist
ory Term:

Penicillin Allergy (An
aphylactic Shock)

Start Date: UNK/UNK/1984

Ongoing: YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.b Line/MH Number:

Date Location User Value Reason

Sep-16-2020 16:51:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-16-2020 16:51:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Penicillin Allergy (Anaphylactic Sh
ock)

Initial Entry

1.b Start Date:

Date Location User Value Reason

Sep-16-2020 16:51:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
UNK/UNK/1984

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Sep-16-2020 16:51:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
YES

Initial Entry

1.c

Date Location User Value Reason

Sep-21-2020 15:10:27
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Line/MH Number: 3

Medical History T
erm:

Codeine Aller
gy

Start Date: UNK/UNK/1
984

Ongoing: YES

Transcription Error

Sep-17-2020 09:17:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Line/MH Number: 3

Medical History T
erm:

Codeine Aller
gy

Start Date: UNK/UNK/1
984

Changed Information
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Ongoing: YES

Sep-16-2020 16:52:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

3

Medical Hist
ory Term:

Codeine Allergy (
Hallucinations)

Start Date: UNK/UNK/1984

Ongoing: YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.c Line/MH Number:

Date Location User Value Reason

Sep-16-2020 16:52:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-22-2020
03:17:19
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 2: Clos
ed

Response satisfies
query

Sep-21-2020
15:10:27
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Ans
wered

Transcription Error

Sep-21-2020
15:10:27
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  Selma Leudtke
(pfe.sleudtke)

Data Entry:
Codeine Aller
gy

Transcription Error

Sep-21-2020
11:30:51
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  Swaranjali
Subhash
Pawar
(pfe.pawars01)

Query 2: Ope
ned

DM: A trailing space is
identified. To avoid
processing errors,
please remove the
identified character by
deleting the entry and
re-entering the data
(without using copy
and paste).

Sep-17-2020
11:27:10
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query 1: Clos
ed

Discrepancy has been
closed.

Sep-17-2020
09:17:43
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Ans
wered

Changed Information
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-17-2020
09:17:43
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  Selma Leudtke
(pfe.sleudtke)

Data Entry:
Codeine Aller
gy

Changed Information

Sep-17-2020
03:32:22
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query 1: Ope
ned

Multiple concepts in
the term CODEINE
ALLERGY
(HALLUCINATIONS).
Split the term into
CODEINE ALLERGY
and DRUG INDUCED
HALLUCINATIONS
and submit separately.
Thank you.

Sep-16-2020
16:52:24
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  Selma Leudtke
(pfe.sleudtke)

Data Entry:
Codeine Aller
gy (Hallucina
tions)

Initial Entry

1.c Start Date:

Date Location User Value Reason

Sep-16-2020 16:52:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
UNK/UNK/1984

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Sep-16-2020 16:52:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
YES

Initial Entry

1.d

Date Location User Value Reason

Sep-17-2020 09:18:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Line/MH Number: 4

Medical History T
erm:

Iodine Allerg
y

Start Date: UNK/UNK/2
017

Ongoing: YES

Changed Information
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-16-2020 16:53:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

4

Medical Hist
ory Term:

Iodine Allergy (Res
piratory, Sneezing)

Start Date: UNK/UNK/2017

Ongoing: YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.d Line/MH Number:

Date Location User Value Reason

Sep-16-2020 16:53:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-17-2020
11:27:20
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query 1: Closed Discrepancy has
been closed.

Sep-17-2020
09:18:11
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answe
red

Changed
Information

Sep-17-2020
09:18:11
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Iodine Allergy

Changed
Information

Sep-17-2020
03:32:37
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query 1: Opene
d

Multiple concepts
in the term
IODINE
ALLERGY
(RESPIRATORY,
SNEEZING). Split
the term into
IODINE
ALLERGY and
RESPIRATORY,
SNEEZING and
submit separately.
Thank you.

Sep-16-2020
16:53:21
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Iodine Allergy (
Respiratory, Sne
ezing)

Initial Entry

1.d Start Date:

09
01
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e1
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ae

40
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Sep-16-2020 16:53:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
UNK/UNK/2017

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Sep-16-2020 16:53:21
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
YES

Initial Entry

1.e

Date Location User Value Reason

Sep-16-2020 16:54:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 5

Medical History T
erm:

Cat Scratch Dis
ease

Start Date: UNK/UNK/198
2

Ongoing: YES

Initial Entry

09
01

77
e1
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ae

40
1c
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.e Line/MH Number:

Date Location User Value Reason

Sep-16-2020 16:54:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-16-2020 16:54:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Cat Scratch Disease

Initial Entry

1.e Start Date:

Date Location User Value Reason

Sep-16-2020 16:54:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
UNK/UNK/1982

Initial Entry

1.e Ongoing:

Date Location User Value Reason

Sep-16-2020 16:54:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
YES

Initial Entry

09
01
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e1
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ae

40
1c
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al
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Sep-10-2020 18:45:19
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Sep/9/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Sep-10-2020 18:45:19
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
139.0

Initial Entry

3. Unit:

Date Location User Value Reason

Sep-10-2020 18:45:19
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
LB

Initial Entry

4. Height:

Date Location User Value Reason

Sep-10-2020 18:45:19
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
69.0

Initial Entry

5. Unit:

Date Location User Value Reason

Sep-10-2020 18:45:19
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
in

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Sep-10-2020 18:45:19
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
20.5

Initial Entry
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Page 146 of 225

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

7.a

Date Location User Value Reason

Sep-10-2020 18:45:19
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Record Identifier:: 1

Temperature: 97.7

Temperature Unit: F

Temperature Locati
on::

ORAL CAVI
TY

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Sep-10-2020 18:45:19
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Sep-10-2020 18:45:19
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
97.7

Initial Entry

7.a Unit:

Date Location User Value Reason

Sep-10-2020 18:45:19
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
F

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Sep-10-2020 18:45:19
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
ORAL CAVITY

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Sep-10-2020 18:45:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Sep-10-2020 18:45:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Sep-10-2020 18:45:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Sep/9/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Sep-10-2020 18:45:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Sep-10-2020 18:45:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Sep-10-2020 18:45:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

113

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Test:: Choriogonadotropi
n Beta_PX113

Result:: NEGATIVE

Not Done::

6.a Sponsor ID:

Date Location User Value Reason

Sep-10-2020 18:45:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Sep-10-2020 18:45:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Choriogonadotropin Beta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Sep-10-2020 18:45:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
NEGATIVE

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Randomization Date :

Date Location User Value Reason

Sep-10-2020 18:45:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Sep/9/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Sep-10-2020 18:45:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
85512

Initial Entry
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e1

96
ae

40
1c
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-10-2020 18:45:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-10-2020 18:45:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-13-2020 14:46:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Sep-11-2020 02:14:27
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Sep-10-2020 18:45:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Sep-10-2020 18:45:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
YES

Date of Collection:

Sep/9/2020

Initial Entry

5.a

Date Location User Value Reason09
01

77
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ae

40
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\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135856



Page 151 of 225

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-13-2020 14:46:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sample ID: BPL1VT

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-13-2020 14:46:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
BPL1VT

Initial Entry

5.b

Date Location User Value Reason

Sep-13-2020 14:46:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sample ID: BPL1VV

Initial Entry

5.b Sample ID

Date Location User Value Reason

Sep-13-2020 14:46:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
BPL1VV

Initial Entry

5.c

Date Location User Value Reason

Sep-13-2020 14:46:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sample ID: BPL1VW

Initial Entry

5.c Sample ID

Date Location User Value Reason

Sep-13-2020 14:46:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
BPL1VW

Initial Entry

5.d

Date Location User Value Reason

Oct-06-2020 17:16:28
(UTC-07:00) Mountain

ACV0PFEINFP6000  Sahara
Vega

Data Entry:
Sample ID: BP43XW

Initial Entry09
01

77
e1

96
ae

40
1c
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in

al
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in
al
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe.svega)

5.d Sample ID

Date Location User Value Reason

Oct-06-2020 17:16:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
BP43XW

Initial Entry

09
01

77
e1
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ae

40
1c
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-10-2020 18:46:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-10-2020 18:46:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-13-2020 12:11:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Sep-11-2020 02:11:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Sep-10-2020 18:46:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Sep-10-2020 18:46:03
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
YES

Date of Collection:

Sep/9/2020

Initial Entry

5.a

Date Location User Value Reason09
01

77
e1

96
ae

40
1c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135859
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-13-2020 12:11:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sample ID: BP43XV

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-13-2020 12:11:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
BP43XV

Initial Entry

09
01

77
e1
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ae

40
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-10-2020 18:48:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-10-2020 18:48:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-10-2020 18:48:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Sep-10-2020 18:48:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
Sep/9/2020 16:58

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-10-2020 18:48:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-10-2020 18:48:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
LEFT

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

7. Route:

Date Location User Value Reason

Sep-10-2020 18:48:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-10-2020 18:48:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED OBS
ERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product administration?

Date Location User Value Reason

Sep-10-2020 18:48:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
YES

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Sep-10-2020 18:48:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Data Entry:
NO - REACTOGENICITY E-DIAR
Y NOT COLLECTED FOR THIS S
UBJECT

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-06-2020 01:14:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Astrud van der
Merwe
(pfe.vandea62)

Query 3: Closed Response satisfies
query

Nov-05-2020 17:08:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 3: Answered Changed data per
query

Nov-05-2020 02:03:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Usha Ogirala
(pfe.ogirau)

Query 1: Closed Response satisfies
query

Nov-05-2020 01:08:45
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Usha Ogirala
(pfe.ogirau)

Query 3: Reissued:Opened DM1: Kindly review
and complete 'Illness
Details form' at this
visit. Thank you.

Nov-04-2020 16:40:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 3: Answered Changed data per
query

Nov-04-2020 16:39:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 1: Answered Changed data per
query

Nov-04-2020 03:23:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sonal K
(pfe ks66)

Query 1: Opened Date of Visit is
completed but Date
of Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Nov-04-2020 03:18:54
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Rajashekhar
Reddy
(pfe reddyr51)

Query 3: Opened DM: Kindly review
and complete ‘Health
Care Utilization,
Illness Details form'
at this visit. Thank
you.

Nov-03-2020 14:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto Query
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov-03-2020 14:48:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate Date of Visit is
completed but Date
of Assessment in the
Signs and Symptoms
form is missing.
Please review and
update as
appropriate.

Nov-03-2020 14:48:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate Date of Visit is
completed but Date
of Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Nov-03-2020 14:48:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
Sep/16/2020

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Nov-03-2020 14:48:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
COVID_A

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Feb-26-2021 18:29:26
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Aloma
Ratnasoma
(pfe.ratnaa05)

Query 1: Closed late entry uploaded
in chart noted.

Feb-25-2021 13:31:54
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Query 1: Answered This has been
uploaded.

Feb-24-2021 23:22:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Aloma
Ratnasoma
(pfe.ratnaa05)

Query 1: Opened Unable to verify,
please provide
source

Nov-03-2020 14:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
Sep/16/2020

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Nov-03-2020 14:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sep/11/2020

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

Feb-24-2021 22:33:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Azeemuddin
Mohammed
(pfe mohaa117)

Query 1: Closed Response satisfies
query

Feb-24-2021 12:02:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Query 1: Answered This symptoms are
still ongoing.

Feb-15-2021 04:15:40
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Ashwini Devi
Subhash
(pfe.subhaa)

Query 1: Opened Please confirm the
symptoms are still
ongoing for this
COVID Illness. If all
symptoms for this
illness are resolved;
please update the
Last Symptoms
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Resolved Date else
clarify.

Nov-03-2020 14:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
YES

Initial Entry

4.a

Date Location User Value Reason

Nov-03-2020 14:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Symptoms: FEVER

Symptom Present: NO

Initial Entry

4.a Symptoms:

Date Location User Value Reason

Nov-03-2020 14:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
FEVER

Initial Entry

4.a Was symptom present?

Date Location User Value Reason

Nov-03-2020 14:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

4.b

Date Location User Value Reason

Nov-03-2020 14:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Symptoms: NEW OR INCREASE

D COUGH

Symptom Pr
esent:

NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.b Symptoms:

Date Location User Value Reason

Nov-03-2020 14:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NEW OR INCREASED COUGH

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Nov-03-2020 14:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

4.c

Date Location User Value Reason

Nov-03-2020 14:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Symptom
s:

NEW OR INCREASED
SHORTNESS OF BREA
TH

Symptom
Present:

YES

Initial Entry

4.c Symptoms:

Date Location User Value Reason

Nov-03-2020 14:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NEW OR INCREASED SHORTNES
S OF BREATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Nov-03-2020 14:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
YES

Initial Entry

4.d

Date Location User Value Reason

Nov-03-2020 14:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Symptoms: CHILLS

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Symptom Present: NO

4.d Symptoms:

Date Location User Value Reason

Nov-03-2020 14:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Nov-03-2020 14:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

4.e

Date Location User Value Reason

Nov-03-2020 14:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Symptoms: NEW OR INCREASED

MUSCLE PAIN

Symptom
Present:

NO

Initial Entry

4.e Symptoms:

Date Location User Value Reason

Nov-03-2020 14:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NEW OR INCREASED MUSCLE P
AIN

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Nov-03-2020 14:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

4.f

Date Location User Value Reason

Nov-03-2020 14:48:57 ACV0PFEINFP6000  Sahara Data Entry: Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-07:00) Mountain
Time (US & Canada)

Vega
(pfe.svega)

Symptoms: NEW LOSS OF TAST
E OR SMELL

Symptom P
resent:

NO

4.f Symptoms:

Date Location User Value Reason

Nov-03-2020 14:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NEW LOSS OF TASTE OR SMELL

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Nov-03-2020 14:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

4.g

Date Location User Value Reason

Nov-03-2020 14:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Symptoms
:

NEW OR INCREASED
SORE THROAT

Symptom
Present:

NO

Initial Entry

4.g Symptoms:

Date Location User Value Reason

Nov-03-2020 14:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NEW OR INCREASED SORE THR
OAT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Nov-03-2020 14:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Nov-03-2020 14:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Symptoms: DIARRHEA

Symptom Present: NO

Initial Entry

4.h Symptoms:

Date Location User Value Reason

Nov-03-2020 14:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Nov-03-2020 14:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

4.i

Date Location User Value Reason

Nov-03-2020 14:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Symptoms: VOMITING

Symptom Present: NO

Initial Entry

4.i Symptoms:

Date Location User Value Reason

Nov-03-2020 14:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Nov-03-2020 14:48:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Nov-03-2020 14:50:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Done

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Nov-03-2020 14:50:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Done

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Nov-03-2020 14:50:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Done

Initial Entry

4. Assay Code and Description:

Date Location User Value Reason

Nov-03-2020 14:50:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Done

Initial Entry

5. Device Type:

Date Location User Value Reason

Nov-03-2020 14:50:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Done

Initial Entry

6. Trade Name:

Date Location User Value Reason

Nov-03-2020 14:50:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Done

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

7. Test Result:

Date Location User Value Reason

Nov-03-2020 14:50:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Done

Initial Entry

8. Comments/Findings/Details:

Date Location User Value Reason

Nov-03-2020 14:50:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Done

Initial Entry

9. Trade Name Other, Specify:

Date Location User Value Reason

Nov-03-2020 14:50:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Done

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-04-2020 16:39:02
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-04-2020 16:39:02
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-04-2020 16:39:02
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Nov-04-2020 16:39:02
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Visit not done per protocol. PD has be
en created

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-04-2020 16:39:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-04-2020 16:39:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-04-2020 16:39:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Nov-04-2020 16:39:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Visit not done per protocol. PD create
d

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Feb-24-2021 12:13:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
Type of Practitioner: Not Do

ne

Occurrence of Visits or
Contacts:

NO

Subject talked on
the phone with
specialist but did not
have an actual visit
with them.

Nov-09-2020 09:26:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
Type of Practiti
oner:

Not Done

Occurrence of
Visits or Contac
ts:

YES
Number of Visi
ts or Contacts:

1

Initial Entry

Nov-09-2020 09:24:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
Type of Practitioner: Not Do

ne

Occurrence of Visits or
Contacts:

Initial Entry

Nov-04-2020 16:39:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
Type of Practitioner: Not Do

ne

Occurrence of Visits or
Contacts:

Not Do
ne

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

Nov-04-2020 16:39:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Done

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-26-2021 18:22:09
(UTC-07:00) Mountain

ACV0PFEINFP6000  Aloma
Ratnasoma

Query 1: Closed verified
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe ratnaa05)

Feb-25-2021 13:28:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Query 1: Answered This has been
uploaded.

Feb-24-2021 23:20:12
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Aloma
Ratnasoma
(pfe ratnaa05)

Query 1: Reissued:Opened The response not is
not in the source.
please provide for
verification
purposes.

Feb-24-2021 12:13:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Subject talked on the
phone with specialist
but did not have an
actual visit with
them.

Feb-24-2021 12:13:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
NO

Subject talked on the
phone with specialist
but did not have an
actual visit with
them.

Feb-22-2021 15:38:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Aloma
Ratnasoma
(pfe ratnaa05)

Query 1: Opened source unavailable to
verify the data,
please revisit and
update if available

Nov-09-2020 09:26:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
YES

Number of Visits or Contacts:

1

Initial Entry

Nov-09-2020 09:24:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry: Initial Entry

Nov-04-2020 16:39:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
Not Done

Initial Entry

1.b

Date Location User Value Reason

Nov-09-2020 09:26:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Type of Practitioner: Not Do

ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Occurrence of Visits or Co
ntacts:

NO

Nov-09-2020 09:24:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Type of Practitioner: Not Do

ne

Occurrence of Visits or Co
ntacts:

Initial Entry

Nov-04-2020 16:39:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Type of Practitioner: Not Do

ne

Occurrence of Visits or Co
ntacts:

Not Do
ne

Initial Entry

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Nov-04-2020 16:39:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Done

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Nov-09-2020 09:26:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

Nov-09-2020 09:24:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry: Initial Entry

Nov-04-2020 16:39:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Done

Initial Entry

1.c

Date Location User Value Reason

Nov-09-2020 09:26:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Type of Practitio
ner:

Not Done

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Occurrence of Vi
sits or Contacts:

YES
Number of Visit
s or Contacts:

1

Nov-09-2020 09:24:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Type of Practitioner: Not Do

ne

Occurrence of Visits or Co
ntacts:

Initial Entry

Nov-04-2020 16:39:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Type of Practitioner: Not Do

ne

Occurrence of Visits or Co
ntacts:

Not Do
ne

Initial Entry

1.c Physician or Healthcare Professional:

Date Location User Value Reason

Nov-04-2020 16:39:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Done

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Nov-09-2020 09:26:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
YES

Number of Visits or Contacts:

1

Initial Entry

Nov-09-2020 09:24:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry: Initial Entry

Nov-04-2020 16:39:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Done

Initial Entry

1.d

Date Location User Value Reason

09
01

77
e1

96
ae

40
1c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135879



Page 174 of 225

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov-09-2020 09:26:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Type of Practitioner: Not Do

ne

Occurrence of Visits or Co
ntacts:

NO

Initial Entry

Nov-09-2020 09:24:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Type of Practitioner: Not Do

ne

Occurrence of Visits or Co
ntacts:

Initial Entry

Nov-04-2020 16:39:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Type of Practitioner: Not Do

ne

Occurrence of Visits or Co
ntacts:

Not Do
ne

Initial Entry

1.d Physician or Healthcare Professional:

Date Location User Value Reason

Nov-04-2020 16:39:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Done

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Nov-09-2020 09:26:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

Nov-09-2020 09:24:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry: Initial Entry

Nov-04-2020 16:39:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Done

Initial Entry

1.e

Date Location User Value Reason

Feb-24-2021 12:13:54
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
Type of Practiti Not Done

Changed
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

oner:

Occurrence of
Visits or Contac
ts:

YES
Number of Visi
ts or Contacts:

1

Nov-09-2020 09:26:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
Type of Practitioner: Not Do

ne

Occurrence of Visits or
Contacts:

NO

Initial Entry

Nov-09-2020 09:24:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
Type of Practitioner: Not Do

ne

Occurrence of Visits or
Contacts:

Initial Entry

Nov-04-2020 16:39:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
Type of Practitioner: Not Do

ne

Occurrence of Visits or
Contacts:

Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.e Physician or Healthcare Professional:

Date Location User Value Reason

Nov-04-2020 16:39:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Done

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-24-2021 12:13:54
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Stephanie
Catanzaro
(pfe.scatanzaro)

Data Entry:
YES

Number of Visits or Contacts:

1

Changed
Information

Nov-09-2020 09:26:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

Nov-09-2020 09:24:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry: Initial Entry

Nov-04-2020 16:39:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
Not Done

Initial Entry

1.f

Date Location User Value Reason

Nov-09-2020 09:26:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Type of Practitioner: Not Do

ne

Occurrence of Visits or Co
ntacts:

NO

Initial Entry

Nov-09-2020 09:24:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Type of Practitioner: Not Do

ne

Occurrence of Visits or Co
ntacts:

Initial Entry

Nov-04-2020 16:39:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Type of Practitioner: Not Do

ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Occurrence of Visits or Co
ntacts:

Not Do
ne

1.f Physician or Healthcare Professional:

Date Location User Value Reason

Nov-04-2020 16:39:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Done

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Nov-09-2020
14:10:42
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query 1: C
losed

Auto closed by
Validation Check:
VC_HOHCU002_01

Nov-09-2020
09:26:14
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1:
Answered

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Nov-09-2020
09:26:14
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data
Entry
:
NO

Initial Entry

Nov-09-2020
09:24:46
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data
Entry
:

Initial Entry

Nov-06-2020
02:21:58
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Ashwini Devi
Subhash (pfe.subhaa)

Query
1: Rei
ssued:
Opene
d

DM: Per CCG 8.35, this is
a required CRF. If subject
didn't utilize any of the
listed healthcare services,
complete the form with
answering as "No".
Provide appropriate
answers to each question
asked even if subject didn't
utilize healthcare services.

Nov-05-2020
17:06:23
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query
1: Ans
wered

Original value is correct

Nov-05-2020
05:05:54
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW5289640;Occurrence
of Visits or Contacts is not
expected to be Not Done
or Not Applicable or
Unknown. Please review
and update appropriately
or clarify

Nov-04-2020
16:39:56
(UTC-07:00)
Mountain

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data
Entry
:
Not D

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US &
Canada)

one

2. Other Type of Practitioner Specify:

Date Location User Value Reason

Nov-09-2020 09:24:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry: Initial Entry

Nov-04-2020 16:39:56
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Done

Initial Entry

3. Has the subject been hospitalized due to potential COVID-19 illness?

Date Location User Value Reason

Nov-09-2020
14:11:21
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query 1
: Closed

Auto closed by
Validation Check:
VC_HOHCU002_02

Nov-09-2020
09:26:14
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1
: Answe
red

Initial Entry

Nov-09-2020
09:26:14
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data E
ntry:
NO

Initial Entry

Nov-09-2020
09:24:46
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data E
ntry:

Initial Entry

Nov-06-2020
02:19:29
(UTC-07:00)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query 1
: Opene
d

DMW5289683;Response
to 'Has the subject been
hospitalized due to
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Mountain
Time (US &
Canada)

potential COVID-19
illness?' is not expected
to be Not Done or Not
Applicable or Unknown.
Please review and update
appropriately or clarify

Nov-04-2020
16:39:56
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data E
ntry:
Not Do
ne

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Nov-09-2020 11:40:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Vrunda
Parikh
(pfe.parikv06)

Query 1: Closed Response satisfies
query

Nov-09-2020 09:29:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 1: Answered Changed data per
query

Nov-09-2020 09:29:38
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
POTENTIAL COVID-19 ILLNES
S

Initial Entry

Nov-09-2020 09:28:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry: Initial Entry

Nov-07-2020 07:17:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Vrunda
Parikh
(pfe.parikv06)

Query 1: Opened CLINQUERY: Per
CCG, this form is a
required CRF. Please
complete as
appropriate. If
Diagnosis is not
obtained, answer the
question as "NO" in
CRF and enter
toxicity grade
between 1-5 in per
CCG section 8.33.5
in relation to reported
symptoms.

Nov-05-2020 17:08:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
Not Done

Initial Entry

2. Was a diagnosis obtained for Potential COVID-19 Illness?

Date Location User Value Reason

Nov-09-2020 09:29:38
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Sep/16/2020

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov-09-2020 09:28:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry: Initial Entry

Nov-05-2020 17:08:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Done

Initial Entry

3. Toxicity Grade:

Date Location User Value Reason

Nov-09-2020 09:29:38
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
2

Initial Entry

Nov-09-2020 09:28:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry: Initial Entry

Nov-05-2020 17:08:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Done

Initial Entry
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-06-2020 11:47:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sep/24/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-06-2020 11:47:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Oct-09-2020 23:27:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sonal K
(pfe.ks66)

Query 2: Closed Response satisfies
query

Oct-09-2020 15:28:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Closed Close Auto Query

Oct-09-2020 15:28:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Opened Response to "Status"
is ADVERSE
EVENT but "Specify
Status" is Provided.

Oct-09-2020 15:28:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered Changed Information

Oct-09-2020 15:28:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
ADVERSE EVENT

Changed Information

Oct-08-2020 07:54:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Derrick
Newton
(pfe.newtod07)

Query 2: Opened DM: The Adverse
Event Action Taken is
DRUG
WITHDRAWN but
reason for treatment
discontinuation is not
reported as
ADVERSE EVENT
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***Confidential***

Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

or DEATH. Please
review and clarify.

Oct-06-2020 11:48:26
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Oct-06-2020 11:47:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Response to "Status"
is WITHDRAWAL
BY SUBJECT but
"Specify Status" is
missing.

Oct-06-2020 11:47:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
WITHDRAWAL BY SUBJECT

Initial Entry

4. Specify Status:

Date Location User Value Reason

Oct-09-2020 15:28:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry: Changed Information

Oct-06-2020 11:48:26
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Due to AE related to vaccine #1 subj
ect withdrew consent.

Initial Entry
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-30-2020 01:33:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Kirti Bhangale
(pfe.bhangk01)

Query 1: Closed Response satisfies query

Oct-29-2020 22:45:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Gajanan
Deshmukh
(pfe.deshmg08)

Query 2: Closed Response satisfies query

Oct-29-2020 17:35:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 2: Answered Withdrew consent
9/24/2020. Willing to speak
with site after for follow-up.
Last date of contact
10/17/2020.

Oct-29-2020 17:34:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 1: Answered Yes last date of contact
10/17/2020

Oct-29-2020 05:55:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sandip
Namdeorao
Suryawanshi
(pfe.suryas18)

Query 2: Reissued:Opened Withdrawal of consent
24Sep20 is before date of
completion 20Oct20.
Kindly verify both the dates
and update the last contact
date of subject here. Thank
you.

Oct-29-2020 05:54:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sandip
Namdeorao
Suryawanshi
(pfe.suryas18)

Query 1: Reissued:Opened Kindly verify and confirm
entered date 17Oct20 is the
last day of contact to
subjects if yes confirm via
query response or else
update CRF. Thank you.

Oct-28-2020 16:31:55
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 2: Answered Data has been changed to
reflect last date site spoke
with subject regarding AE
follow-up

Oct-28-2020 16:31:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened Date of
Completion/Discontinuation
/Death on the Follow-Up
Disposition form is after
"Withdrawal of consent"
date. Please review and
correct as appropriate.
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct-28-2020 16:31:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Oct-28-2020 16:31:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
Oct/17/2020

New Information

Oct-27-2020 13:46:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Ute Frantz
(pfe frantu)

Query 1: Reissued:Opened Thank you for your
response. Please note the
End of Study date must be
the last date of contact with
the subject. As you noted it
was 06 OCT 2020, please
consider updating the
Follow up End of Study
date to this last date of
Contact with Subject.

Oct-27-2020 12:17:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 1: Answered Written WOC provided
9/24/2020. Site contacted
subject on 10/6/2020 to get
end date since she was
willing to speak with us
post WOC. Date will
remain the same.

Oct-24-2020 06:04:52
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Balaji Prabu R
(pfe rb01)

Query 1: Opened Adverse Event Weight Loss
resolved on 04-Oct-2020,
but disposition follow up
date is recorded as
24-Sep-2020. Please
confirm whether the subject
was contacted on
04-Oct-2020. If yes, please
consider updating the
disposition date in this CRF.
Else clarify

Oct-14-2020 12:03:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
Sep/24/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-14-2020 12:03:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

3. Status:

Date Location User Value Reason

Oct-14-2020 12:03:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
ADVERSE EVENT

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Oct-06-2020 13:02:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Sahara
Vega
(pfe.svega)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Nov-03-2020 14:45:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Sahara
Vega
(pfe.svega)

Form Deleted Changed
Information

Oct-06-2020 13:03:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Sahara
Vega
(pfe.svega)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Oct-06-2020 13:04:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Sahara
Vega
(pfe.svega)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:
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Back to Form

Date Location User Value Reason

Oct-06-2020 13:05:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000 Sahara
Vega
(pfe.svega)

Form Created
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Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Oct-06-2020 13:02:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Oct-06-2020 13:02:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Oct-18-2020 18:36:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Patricia
Banchero
(pfe.banchp)

Query 1: Closed Response satisfies
query

Oct-17-2020 11:56:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed Information

Oct-17-2020 11:56:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
LEFT UPPER ARM DERMATITIS
AT INJECTION SITE

Changed Information

Oct-14-2020 19:02:41
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Patricia
Banchero
(pfe.banchp)

Query 1: Reissued:Opened GPDCLIN: Thank
you for your
response. Please
confirm if dermatitis
is located at injection
site. If yes please
consider updating the
verbatim term as
applicable, or clarify.

Oct-14-2020 12:01:52
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed Information

Oct-14-2020 12:01:52
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
LEFT UPPER ARM DERMATITIS

Changed Information
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Oct-11-2020 08:31:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Patricia
Banchero
(pfe.banchp)

Query 1: Opened GPDCLIN: Please
review and consider
updating to include
dermatitis location.
Thank you.

Oct-06-2020 13:02:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
DERMATITIS

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Oct-06-2020 13:02:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sep/11/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Oct-29-2020 23:39:43
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Malla Reddy
Chevella
(pfe.chevem01)

Query 2: Closed Response satisfies
query

Oct-29-2020 17:38:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 2: Answered End of study is
10/17/2020 which is
the last contact date
made with subject.
AE will remain as
ongoing.

Oct-29-2020 05:57:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sandip
Namdeorao
Suryawanshi
(pfe.suryas18)

Query 2: Reissued:Opened End of study
20Oct20 is entered
but AE is still
ongoing. Kindly
verify and confirm
the status of AE and
update CRF or else
confirm. Thank you.

Oct-28-2020 16:32:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 2: Answered Original value is
correct

Oct-28-2020 16:31:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened 'Disposition
Follow-up form is
completed and this
Adverse Event is
still ongoing. Please
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review and update as
appropriate.

Oct-23-2020 13:14:28
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Erik Sundgaard
(pfe.sundgaardea)

Query 1: Closed Response satisfies
query

Oct-23-2020 12:23:35
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 1: Answered This is left ongoing
because it is ongoing
at this time.

Oct-18-2020 05:10:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  S Vijaya Kumar
(pfe kumas557)

Query 1: Reissued:Opened DM Re-query:
'Disposition
Follow-up form is
completed and this
Adverse Event is
still reported as
ongoing. Kindly
review and update
Ongoing as
appropriate and
respond to this
query.

Oct-17-2020 11:56:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 1: Answered Changed data per
query

Oct-15-2020 06:42:38
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Reissued:Opened DM: Per query
provided response,
please update
database accordingly
as 'Disposition
Follow-up form is
completed and this
Adverse Event is
still ongoing. Thank
you.

Oct-14-2020 12:04:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 1: Answered Changed data per
query

Oct-14-2020 12:03:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened 'Disposition
Follow-up form is
completed and this
Adverse Event is
still ongoing. Please
review and update as
appropriate.09
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Oct-06-2020 13:02:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Oct-06-2020 13:02:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
2

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Oct-06-2020 13:02:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Oct-06-2020 13:02:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Oct-06-2020 13:02:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Nov-12-2020 09:56:37
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
DRUG WITHDRAWN

Transcription Error
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Nov-11-2020 23:34:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Pratiksha
Mahadik
(pfe mahadp07)

Query 2: Closed Closed as data
updated.

Nov-11-2020 16:43:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered Response to query

Nov-11-2020 16:43:00
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma Leudtke
(pfe.sleudtke)

Data Entry:
NOT APPLICABLE

Response to query

Nov-10-2020 20:07:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Ute Frantz
(pfe frantu)

Query 2: Opened Only one primary
Adverse Event should
be chosen to have
question 'LATEST
ACTION TAKEN
WITH STUDY
DRUG' that would
indicate DRUG
WITHDRAWN.
Multiple are selected
at this time, please
select ONLY Primary
Adverse Event.

Nov-10-2020 20:06:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Ute Frantz
(pfe frantu)

Query 1: Closed issued in error

Nov-10-2020 19:19:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Ute Frantz
(pfe frantu)

Query 1: Opened Only one primary
Adverse Event should
be chosen to have
question 'Did the
adverse event cause
the subject to be
discontinued from the
study? answered as
YES if applicable.
Please chose Primary
Adverse Event.

Oct-06-2020 13:02:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
DRUG WITHDRAWN

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Oct-06-2020 13:02:04 ACV0PFEINFP6000  Sahara Data Entry: Initial Entry
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(UTC-07:00) Mountain
Time (US & Canada)

Vega
(pfe.svega)

NO

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Oct-06-2020 13:02:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Oct-06-2020 13:02:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
RECOVERING/RESOLVING

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Oct-14-2020 12:03:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Oct-10-2020 04:55:40
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe.nairr29)

Query 1: Opened DM: 'Did the adverse
event cause the
subject to be
discontinued from the
study?' is Yes but
neither
DISPOSITION -
TREATMENT form
nor DISPOSITION -
FOLLOW-UP has
Status as 'ADVERSE
EVENT'. Please
review and update as
appropriate. Thank
you.

Oct-09-2020 15:28:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Did the adverse event
cause the subject to be
discontinued from the
study?' is Yes but
neither
DISPOSITION -
TREATMENT form
nor DISPOSITION -
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FOLLOW-UP has
Status as ''ADVERSE
EVENT''. Please
review and update as
appropriate.

Oct-08-2020 06:27:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe.nairr29)

Query 1: Opened DM: 'Did the adverse
event cause the
subject to be
discontinued from the
study?' is Yes but
neither
DISPOSITION -
TREATMENT form
nor DISPOSITION -
FOLLOW-UP has
Status as 'ADVERSE
EVENT'. Please
review and update as
appropriate. Thank
you.

Oct-06-2020 13:02:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Did the adverse event
cause the subject to be
discontinued from the
study?' is Yes but
neither
DISPOSITION -
TREATMENT form
nor DISPOSITION -
FOLLOW-UP has
Status as ''ADVERSE
EVENT''. Please
review and update as
appropriate.

Oct-06-2020 13:02:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
YES

Initial Entry
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*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Category:

Date Location User Value Reason

Oct-06-2020 13:03:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Oct-06-2020 13:03:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Nov-03-2020 19:34:09
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Closed Response satisfies
query

Nov-03-2020 14:45:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed Information

Oct-31-2020 13:13:02
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Reissued:Opened Clin: Please move
this event to the
potential COVID-19
Illness Visit SOD
CRF form (should no
be on the AE form)
and enter all the
information available.
Please provide the
reason why a nasal
swab was not
collected

Oct-27-2020 12:06:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 1: Answered Thank you. PD has
been created for
missed visit.

Oct-25-2020 13:59:29 ACV0PFEINFP6000  Salim Query 1: Reissued:Opened Clin: Per protocol09
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*** THIS REPEATING FORM HAS BEEN DELETED ***

(UTC-07:00) Mountain
Time (US & Canada)

Bouguermouh
(pfe.bougus)

section 8.13.,
SHORTNESS OF
BREATH do not
overlap with specific
systemic events (ie,
fever, chills, new or
increased muscle
pain, diarrhea,
vomiting) should
have please triggered
a COVID-19 visit
and captured only on
the SOD form

Oct-23-2020 11:58:07
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 1: Answered This was assessed as
related to vaccine and
not possible covid
which did not require
triggering in this
instance.

Oct-18-2020 16:51:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Opened Clin: Per protocol
section 8.1.,
COVID-19 listed
symptom
SHORTNESS OF
BREATH, not a
specific systemic
event, should have
please triggered a
potential COVID
Illness Visit
irrespective of
perceived etiology or
clinical significance.

Oct-06-2020 13:03:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
SHORTNESS OF BREATHE

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Oct-06-2020 13:03:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sep/11/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?
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*** THIS REPEATING FORM HAS BEEN DELETED ***

Date Location User Value Reason

Oct-30-2020 07:25:15
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Pratiksha
Mahadik
(pfe mahadp07)

Query 2: Closed Closed as per site
response.

Oct-29-2020 17:38:37
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 2: Answered End of study is
10/17/2020 which is
the last contact date
made with subject.
AE will remain as
ongoing.

Oct-29-2020 05:57:24
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sandip
Namdeorao
Suryawanshi
(pfe.suryas18)

Query 2: Reissued:Opened End of study
20Oct20 is entered
but AE is still
ongoing. Kindly
verify and confirm
the status of AE and
update CRF or else
confirm. Thank you.

Oct-28-2020 16:33:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 2: Answered AE is ongoing no
further action

Oct-28-2020 16:31:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened 'Disposition
Follow-up form is
completed and this
Adverse Event is
still ongoing. Please
review and update as
appropriate.

Oct-18-2020 22:09:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Gajanan
Deshmukh
(pfe.deshmg08)

Query 1: Closed Response satisfies
query

Oct-17-2020 11:57:58
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 1: Answered AE remains ongoing
as of 10/17/2020

Oct-15-2020 06:43:53
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Reissued:Opened DM: Per query
provided response,
please update
database accordingly
as 'Disposition
Follow-up form is
completed and this
Adverse Event is
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still ongoing. Thank
you.

Oct-14-2020 12:04:29
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 1: Answered Changed data per
query

Oct-14-2020 12:03:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened 'Disposition
Follow-up form is
completed and this
Adverse Event is
still ongoing. Please
review and update as
appropriate.

Oct-06-2020 13:03:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Oct-06-2020 13:03:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
2

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Oct-06-2020 13:03:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Oct-06-2020 13:03:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry
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9. Is this event related to study treatment:

Date Location User Value Reason

Oct-06-2020 13:03:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Oct-06-2020 13:03:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
DRUG WITHDRAWN

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Oct-06-2020 13:03:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Oct-06-2020 13:03:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Oct-06-2020 13:03:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
RECOVERING/RESOLVING

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Oct-09-2020 23:29:14
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sonal K
(pfe.ks66)

Query 2: Closed Response satisfies
query

Oct-09-2020 15:31:08
(UTC-07:00) Mountain

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered Answer Auto Query09
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Time (US & Canada)

Oct-09-2020 15:31:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Oct-09-2020 15:31:08
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Changed Information

Oct-07-2020 06:14:50
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sonal K
(pfe.ks66)

Query 1: Opened 'Did the adverse event
cause the subject to be
discontinued from the
study?' is Yes but
neither
DISPOSITION -
TREATMENT form
nor DISPOSITION -
FOLLOW-UP has
Status as ''ADVERSE
EVENT''. Please
review and update as
appropriate.

Oct-07-2020 06:09:20
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sonal K
(pfe.ks66)

Query 2: Reissued:Opened DM 1: More than 1
AE for this patient has
"Did the adverse
event cause the
subject to be
discontinued from the
study?" marked as
'Yes', please review
and update as
appropriate, thank
you.

Oct-06-2020 13:05:36
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Query 2: Answered Original value is
correct

Oct-06-2020 13:03:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened More than 1 AE for
this patient has "Did
the adverse event
cause the subject to be
discontinued from the
study?" marked as
'Yes'.

Oct-06-2020 13:03:04
(UTC-07:00) Mountain

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Did the adverse event
cause the subject to be
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Time (US & Canada) discontinued from the
study?' is Yes but
neither
DISPOSITION -
TREATMENT form
nor DISPOSITION -
FOLLOW-UP has
Status as ''ADVERSE
EVENT''. Please
review and update as
appropriate.

Oct-06-2020 13:03:04
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
YES

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Oct-06-2020 13:04:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Oct-06-2020 13:04:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Oct-06-2020 13:04:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
INSOMNIA

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Oct-06-2020 13:04:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sep/12/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Oct-30-2020 07:25:38
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Pratiksha
Mahadik
(pfe mahadp07)

Query 2: Closed Closed as per site
response.

Oct-29-2020 17:38:47
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 2: Answered End of study is
10/17/2020 which is
the last contact date
made with subject.
AE will remain as
ongoing.

Oct-29-2020 05:57:40 ACV0PFEINFP6000  Sandip Query 2: Reissued:Opened End of study
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(UTC-07:00) Mountain
Time (US & Canada)

Namdeorao
Suryawanshi
(pfe.suryas18)

20Oct20 is entered
but AE is still
ongoing. Kindly
verify and confirm
the status of AE and
update CRF or else
confirm. Thank you.

Oct-28-2020 16:34:13
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 2: Answered AE is ongoing, no
further action

Oct-28-2020 16:31:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened 'Disposition
Follow-up form is
completed and this
Adverse Event is
still ongoing. Please
review and update as
appropriate.

Oct-18-2020 22:11:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Gajanan
Deshmukh
(pfe.deshmg08)

Query 1: Closed Response satisfies
query

Oct-17-2020 11:58:22
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 1: Answered AE remains ongoing
as of 10/17/2020

Oct-15-2020 06:43:37
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Reissued:Opened DM: Per query
provided response,
please update
database accordingly
as 'Disposition
Follow-up form is
completed and this
Adverse Event is
still ongoing. Thank
you.

Oct-14-2020 12:04:45
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 1: Answered Original value is
correct

Oct-14-2020 12:03:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened 'Disposition
Follow-up form is
completed and this
Adverse Event is
still ongoing. Please
review and update as
appropriate.09
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Oct-06-2020 13:04:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Oct-06-2020 13:04:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
2

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Oct-06-2020 13:04:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Oct-06-2020 13:04:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Oct-06-2020 13:04:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Nov-12-2020 17:44:23
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Ute Frantz
(pfe frantu)

Query 2: Closed Response satisfies
query
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Nov-12-2020 09:56:51
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered Changed Information

Nov-12-2020 09:56:51
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
NOT APPLICABLE

Changed Information

Nov-11-2020 22:27:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Gajanan
Deshmukh
(pfe.deshmg08)

Query 2: Reissued:Opened DM : For AE# 3 and
4, Action taken with
Study Treatment is
recorded as "DRUG
WITHDRAWN".
However, Only one
primary Adverse
Event should be
chosen to have
question 'LATEST
ACTION TAKEN
WITH STUDY
DRUG' that would
indicate DRUG
WITHDRAWN.
please update.

Nov-11-2020 16:43:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma Leudtke
(pfe.sleudtke)

Query 2: Answered Drug withdrawn due
to AE

Nov-10-2020 20:08:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Ute Frantz
(pfe frantu)

Query 2: Opened Only one primary
Adverse Event should
be chosen to have
question 'LATEST
ACTION TAKEN
WITH STUDY
DRUG' that would
indicate DRUG
WITHDRAWN.
Multiple are selected
at this time, please
select ONLY Primary
Adverse Event.

Nov-10-2020 20:08:20
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Ute Frantz
(pfe frantu)

Query 1: Closed issued in error

Nov-10-2020 19:19:48
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Ute Frantz
(pfe frantu)

Query 1: Opened Only one primary
Adverse Event should
be chosen to have
question 'Did the
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adverse event cause
the subject to be
discontinued from the
study? answered as
YES if applicable.
Please chose Primary
Adverse Event.

Oct-06-2020 13:04:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
DRUG WITHDRAWN

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Oct-06-2020 13:04:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Oct-06-2020 13:04:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Oct-06-2020 13:04:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NOT RECOVERED/NOT RESOLV
ED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Oct-09-2020 23:29:30
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sonal K
(pfe.ks66)

Query 2: Closed Response satisfies
query

Oct-09-2020 15:31:45
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-09-2020 15:31:45
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
NO

Changed Information
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Oct-09-2020 15:31:31
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 2: Answered Changed data per
query

Oct-09-2020 15:28:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Did the adverse event
cause the subject to be
discontinued from the
study?' is Yes but
neither
DISPOSITION -
TREATMENT form
nor DISPOSITION -
FOLLOW-UP has
Status as ''ADVERSE
EVENT''. Please
review and update as
appropriate.

Oct-08-2020 06:28:02
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe.nairr29)

Query 1: Opened DM: 'Did the adverse
event cause the
subject to be
discontinued from the
study?' is Yes but
neither
DISPOSITION -
TREATMENT form
nor DISPOSITION -
FOLLOW-UP has
Status as 'ADVERSE
EVENT'. Please
review and update as
appropriate. Thank
you.

Oct-07-2020 06:09:46
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sonal K
(pfe.ks66)

Query 2: Reissued:Opened DM 1: More than 1
AE for this patient has
"Did the adverse
event cause the
subject to be
discontinued from the
study?" marked as
'Yes', please review
and update as
appropriate, thank
you.

Oct-06-2020 13:05:51
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 2: Answered Original value is
correct
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Oct-06-2020 13:04:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened More than 1 AE for
this patient has "Did
the adverse event
cause the subject to be
discontinued from the
study?" marked as
'Yes'.

Oct-06-2020 13:04:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Did the adverse event
cause the subject to be
discontinued from the
study?' is Yes but
neither
DISPOSITION -
TREATMENT form
nor DISPOSITION -
FOLLOW-UP has
Status as ''ADVERSE
EVENT''. Please
review and update as
appropriate.

Oct-06-2020 13:04:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Oct-06-2020 13:05:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Oct-06-2020 13:05:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Oct-12-2020 07:02:42
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Juleen
Gayed
(pfe.gayedj)

Query 1: Closed Response satisfies
query

Oct-09-2020 15:33:32
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Query 1: Answered 8lbs lost

Oct-08-2020 06:34:33
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Juleen
Gayed
(pfe.gayedj)

Query 1: Opened Clin: Please clarify
how much weight
was lost during this
period, no need to
update term just
please provide the
information in
response to this query

Oct-06-2020 13:05:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
WEIGHT LOSS

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Oct-06-2020 13:05:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sep/14/2020 UNK:UNK

Initial Entry
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5. Is the adverse event still ongoing?

Date Location User Value Reason

Oct-18-2020
23:16:54
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Gajanan Deshmukh
(pfe.deshmg08)

Query
1: Clo
sed

Response satisfies query

Oct-17-2020
11:55:32
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query
1: Ans
wered

Date is correct. CRC spoke
with subject to verify end
date on 10/6/2020.

Oct-14-2020
19:59:54
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW4978828;‘End Date'
is after ‘Date of
Completion/Discontinuation
/Death’ on the Disposition -
Follow-up eCRF. Please
clarify or correct.

Oct-06-2020
13:05:06
(UTC-07:00)
Mountain
Time (US &
Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data
Entry
:
NO

End
Date
Tim
e:

Oc
t/4/
20
20
U
N
K:
U
N
K

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Oct-06-2020 13:05:06
(UTC-07:00) Mountain

ACV0PFEINFP6000  Sahara
Vega

Data Entry:
3

Initial Entry09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe.svega)

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Oct-06-2020 13:05:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Oct-06-2020 13:05:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Oct-06-2020 13:05:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Nov-12-2020 17:44:57
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Ute Frantz
(pfe frantu)

Query 2: Closed Response satisfies
query

Nov-12-2020 09:57:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered Changed Information

Nov-12-2020 09:57:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
NOT APPLICABLE

Changed Information

Nov-12-2020 05:19:17
(UTC-07:00) Mountain

ACV0PFEINFP6000  Cavin van
Schalkwyk

Query 2: Reissued:Opened DM : Both AE# 3 and
4, has a response to

09
01

77
e1

96
ae

40
1c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:3
0 

(G
M

T
)

FDA-CBER-2021-5683-0135921



Page 216 of 225

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
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Time (US & Canada) (pfe.vanscc01) “Action taken with
Study Treatment” as
"DRUG
WITHDRAWN".
However, Only one
primary Adverse
Event should be
chosen. please update.

Nov-11-2020 16:45:01
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Selma
Leudtke
(pfe.sleudtke)

Query 2: Answered Action should be
changed

Nov-10-2020 20:09:51
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Ute Frantz
(pfe frantu)

Query 2: Opened Only one primary
Adverse Event should
be chosen to have
question 'LATEST
ACTION TAKEN
WITH STUDY
DRUG' that would
indicate DRUG
WITHDRAWN.
Multiple are selected
at this time, please
select ONLY Primary
Adverse Event.

Nov-10-2020 20:09:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Ute Frantz
(pfe frantu)

Query 1: Closed issued in error

Nov-10-2020 19:20:11
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Ute Frantz
(pfe frantu)

Query 1: Opened Only one primary
Adverse Event should
be chosen to have
question 'Did the
adverse event cause
the subject to be
discontinued from the
study? answered as
YES if applicable.
Please chose Primary
Adverse Event.

Oct-06-2020 13:05:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
DRUG WITHDRAWN

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason09
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Oct-06-2020 13:05:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Oct-06-2020 13:05:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Oct-06-2020 13:05:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Oct-09-2020 23:30:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sonal K
(pfe.ks66)

Query 2: Closed Response satisfies
query

Oct-09-2020 15:32:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered Answer Auto Query

Oct-09-2020 15:32:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-09-2020 15:32:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
NO

Changed Information

Oct-09-2020 15:28:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Did the adverse event
cause the subject to be
discontinued from the
study?' is Yes but
neither
DISPOSITION -
TREATMENT form
nor DISPOSITION -
FOLLOW-UP has
Status as ''ADVERSE
EVENT''. Please
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review and update as
appropriate.

Oct-08-2020 06:27:27
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe.nairr29)

Query 1: Opened DM: 'Did the adverse
event cause the
subject to be
discontinued from the
study?' is Yes but
neither
DISPOSITION -
TREATMENT form
nor DISPOSITION -
FOLLOW-UP has
Status as 'ADVERSE
EVENT'. Please
review and update as
appropriate. Thank
you.

Oct-07-2020 06:10:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sonal K
(pfe.ks66)

Query 2: Reissued:Opened DM 1: More than 1
AE for this patient has
"Did the adverse
event cause the
subject to be
discontinued from the
study?" marked as
'Yes', please review
and update as
appropriate, thank
you.

Oct-06-2020 13:06:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 2: Answered Original value is
correct

Oct-06-2020 13:05:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened More than 1 AE for
this patient has "Did
the adverse event
cause the subject to be
discontinued from the
study?" marked as
'Yes'.

Oct-06-2020 13:05:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Did the adverse event
cause the subject to be
discontinued from the
study?' is Yes but
neither
DISPOSITION -
TREATMENT form
nor DISPOSITION -
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FOLLOW-UP has
Status as ''ADVERSE
EVENT''. Please
review and update as
appropriate.

Oct-06-2020 13:05:06
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Oct-10-2020
06:14:37
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  Sonal K (pfe ks66) Query 1: C
losed

As per site response

Oct-09-2020
15:24:55
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Query 1: A
nswered

Treatment was not
unblinded. This is
not applicable.

Oct-07-2020
00:16:00
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query 1: O
pened

DMW4905745;Date
is not expected to be
Unknown or Not
Applicable. Please
review and update
appropriately or
clarify

Oct-06-2020
13:00:05
(UTC-07:00)
Mountain Time
(US & Canada)

ACV0PFEINFP6000  Sahara Vega
(pfe.svega)

Data Entr
y:
Not Applic
able

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Oct-06-2020 13:00:05
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Applicable

Initial Entry
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Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Withdrawal of Consent Date :

Date Location User Value Reason

Oct-06-2020 11:46:49
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Sep/24/2020

Initial Entry
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Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Collection / Notification of Death:

Date Location User Value Reason

Oct-06-2020 13:00:17
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Sahara
Vega
(pfe.svega)

Data Entry:
Not Applicable

Initial Entry
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Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject Status

Date Location User Value Reason

Oct-14-2020 12:03:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DISCONTINUED

Initial Entry

Oct-09-2020 15:28:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DISCONTINUED

Changed Information

Oct-06-2020 11:47:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DISCONTINUED

Initial Entry

Sep-10-2020 18:45:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Sep-10-2020 18:42:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Oct-28-2020 16:31:25
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/17/2020

New Information

Oct-14-2020 12:03:34
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sep/24/2020

Initial Entry

Oct-09-2020 15:28:39
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sep/24/2020

Changed Information

Oct-06-2020 11:47:18
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sep/24/2020

Initial Entry

Sep-10-2020 18:45:44
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sep/9/2020

Initial Entry

Sep-10-2020 18:42:44
(UTC-07:00) Mountain

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sep/9/2020

Initial Entry09
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Time (US & Canada)
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History
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Site No: 1012 Site Name: (1012) HOPE Research Institute

Subject No: 10121163 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Casebook Signature

Date Location User Value Reason

Oct-30-2020 12:17:02
(UTC-07:00) Mountain
Time (US & Canada)

ACV0PFEINFP6000  Shana
Harshell
(pfe.sharshell)

Data Entry:
Click Here to Enable

Initial Entry
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eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment
5, STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response -
Protocol version

24 JUL 2020

2. Select appropriate response -
What cohort does the subject
belong to?

STAGE 3 COHORTS
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Aug/5/2020
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Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Demography

1. Subject ID [10131084]

2. Birth Date: 1971

3. Sex: FEMALE

4. Ethnicity: HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): WHITE

6. Racial Designation:
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/5/2020

2. Erroneous Visit
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Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Aug/5/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Form Comments
eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[RIGHT RENAL STENT INSERTION]

Start Date: Feb/UNK/2020

Ongoing: NO

End Date:
Feb/UNK/2020
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eCRF Audit Trail History

Vital Signs

1. Date: Aug/5/2020

2. Weight: [57.6]

3. Unit: kg

4. Height: [157.0]

5. Unit: cm

6. Body Mass Index: [23.4]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [35.7]

Unit: C

Temperature Location: ORAL CAVITY
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Aug/5/2020

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition

1. Randomization Date : Aug/5/2020

2. Randomization Number: [42812]

3. Randomization Group: [ ]
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Aug/5/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BM8FV3]

5.b Sample ID [BM8FV4]

5.c Sample ID [BM8FV5]

5.d Sample ID [BLCR7J]

5.e Sample ID [BLCR7K]
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/5/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BM8S17]

09
01

77
e1

96
ae

2f
63

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0135943



Page 13 of 179

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/5/2020 10:40

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

YES - REACTOGENICITY E-DIARY COLLECTED FOR THIS SUBJECT
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Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/26/2020

2. Erroneous Visit
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Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat
fever/pain given on the last day
the Subject Diary was completed?

NO

2.a Symptom: FEVER

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO

2.d Symptom: CHILLS

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO

2.e Symptom: VOMITING

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO
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Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2 f Symptom: DIARRHEA

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO

2 h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO

3. Injection Site Location: DELTOID MUSCLE

4. Injection Site Body Side: LEFT

5.a Injection Site Reaction: REDNESS

Were injection site reactions
present on the last day the
Subject Diary was completed?

NO

5.b Injection Site Reaction: SWELLING

Were injection site reactions
present on the last day the
Subject Diary was completed?

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site reactions
present on the last day the
Subject Diary was completed?

NO
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Aug/26/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [37.0]

Unit: C

Temperature Location: ORAL CAVITY

09
01

77
e1

96
ae

2f
63

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0135949



Page 19 of 179

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Aug/26/2020

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/26/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BN620W]
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/26/2020 15:05

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/30/2020

2. Erroneous Visit
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat
fever/pain given on the last day
the Subject Diary was completed?

YES

Ongoing?
NO

Stop Date:
Sep/1/2020

2.a Symptom: FEVER

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO

2.d Symptom: CHILLS

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

YES

Ongoing?
NO

Stop Date:
Sep/1/2020
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.e Symptom: VOMITING

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

YES

Ongoing?
NO

Stop Date:
Sep/1/2020

2 f Symptom: DIARRHEA

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

YES

Ongoing?
NO

Stop Date:
Sep/1/2020

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO

2 h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic
symptoms present on the last
day the Subject Diary was
completed?

NO

3. Injection Site Location: DELTOID MUSCLE

4. Injection Site Body Side: LEFT

5.a Injection Site Reaction: REDNESS

Were injection site reactions
present on the last day the
Subject Diary was completed?

NO

5.b Injection Site Reaction: SWELLING

Were injection site reactions
present on the last day the
Subject Diary was completed?

NO
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site reactions
present on the last day the
Subject Diary was completed?

NO
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Sep/30/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRG2HL]

5.b Sample ID [BRG2HM]

5.c Sample ID [BRG2HN]

5.d Sample ID [BS6Z7L]

5.e Sample ID [BS6Z7M]
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/24/2021

2. Erroneous Visit
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Feb/24/2021

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BV09WG]

5.b Sample ID [BV09WH]

5.c Sample ID [BV09WJ]

5.d Sample ID [BS49CG]

5.e Sample ID [BS49CH]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:

09
01

77
e1

96
ae

2f
63

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0135964



Page 34 of 179

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom Started: //

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit

Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]

Health Care Utilization

3. Has the subject been hospitalized
due to potential COVID-19
illness?
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Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

3. Toxicity Grade:
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Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: Unplanned 1 - Unscheduled Visit on
Sep/04/2020

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/4/2020

2. Erroneous Visit
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Visit: Unplanned 1 - Unscheduled Visit on
Sep/04/2020

Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Unplanned Assessments

1. Assessments CONTACT OUTCOME
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Form: CONTACT OUTCOME - UNPLANNED

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Contact Outcome

1. Contact Type: TELEPHONE VISIT

2. Was contact made? YES

Date of Contact:
Sep/4/2020

Contact Outcome:
VISIT NOT REQUIRED, INVESTIGATOR DECISION

3. Comments: [SUBJECT WAS CONTACTED TODAY 04SEP2020. SUBJECT WENT TO
ER FOR VOMITING AND ABDOMINAL PAIN. ON 03SEP2020
SUBJECT DEVELOPED FEVER AND AGAIN WENT TO ER. SUBJECT
WAS TOLD SHE HAS A URINARY TRACT INFECTION]
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Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Sep/30/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: Logs Form: ADVERSE EVENT REPORT
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Category
AE Ide
ntifier

Adverse Event Start Date
Is the Adverse Eve

nt Still Ongoing
Form Instan

ce

 1. ADVERSE
EVENT 

1  OBSTRUCTED RENA
L STENT (ARTERY) 

Sep/1/2020
UNK:UNK 

YES  Repeating
Pages

 2. DELETED ADVERSE
EVENT 

2  URINARY TRACT INF
ECTION 

Sep/3/2020 2
1:00 

YES  Repeating
Pages
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[OBSTRUCTED RENAL STENT (ARTERY)]

4. Start Date Time: Sep/1/2020 UNK:UNK

5. Is the adverse event still ongoing? YES

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant
disability/incapacity; Congenital
anomaly/birth defect; Important
medical event (i.e. may jeopardize
subject and may require
medical/surgical intervention to
prevent above outcomes).

YES

Is this serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant
disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
NO

8. Is this adverse event the result of
a study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO
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9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[RENAL STENT]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of this
adverse event?:

RECOVERING/RESOLVING

14. Did the adverse event cause the
subject to be discontinued from
the study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[2020345173]
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*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[URINARY TRACT INFECTION]

4. Start Date Time: Sep/3/2020 21:00

5. Is the adverse event still ongoing? YES

6. Toxicity Grade: 3

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant
disability/incapacity; Congenital
anomaly/birth defect; Important
medical event (i.e. may jeopardize
subject and may require
medical/surgical intervention to
prevent above outcomes).

YES

Is this serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant
disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
NO

8. Is this adverse event the result of
a study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO
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*** THIS REPEATING FORM HAS BEEN DELETED ***

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[URINARY TRACT INFECTION]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of this
adverse event?:

NOT RECOVERED/NOT RESOLVED

14. Did the adverse event cause the
subject to be discontinued from
the study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[2020345173]
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#
Catego

ry
Medication E

rror
Start D

ate
Is the medication error Still

Ongoing
Study Medication Errors

Action
Form Instanc

e

 1.           Repeating
Pages
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Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment
given?

8. Did the Medication Error cause
the subject to be discontinued
from the study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defined I

dentifier
Category for Me

dication
Concomitant Medications

Pre-specified
Name of Medi

cation
Start D

ate
Form Instanc

e

 1.           Repeating
Pages

09
01

77
e1

96
ae

2f
63

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0135986



Page 56 of 179

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---
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Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name
is unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
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Identifier
Category for M
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Concomitant Medication
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Name of Med
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Form Instanc
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name
is unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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# Transfusion Type Date of Transfusion Form Instance

 1.     Repeating Pages
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Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Form Version: 22-Apr-2020 21:02 Form Status: Not Started
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and Address
(Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Informed Consent - Asymptomatic Surveillance

1. Consent Was:
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/22/2020

2. Erroneous Visit
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Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible per local/national recommendations and confirmed to have
received only placebo at Vaccination 1/2
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Dec/22/2020

2. Primary Reason for Unblinding: ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Death Details

1. Date of Collection / Notification
of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Sep/30/2020
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Michael Dever  Approved Mar-04-2021 06:47:57 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - Comments

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Aug-05-2020 12:41:49 (UTC-05:00) Eastern
Time (US & Canada)

Matthew
Stephens
(pfe.mstephens)

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - Comments

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Sep-04-2020 13:24:48 (UTC-05:00) Eastern
Time (US & Canada)

Matthew
Stephens
(pfe.mstephens)

Form Aug-05-2020 12:42:24 (UTC-05:00) Eastern
Time (US & Canada)

Matthew
Stephens
(pfe.mstephens)

NO MEDICAL HISTORY REPORTED

Not Applicable
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Michael Dever  Approved Mar-04-2021 06:47:57 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Scott Salmon  N/A Feb-25-2021 14:27:10 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Patricia Brown  Approved Feb-25-2021 13:27:20 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, PatriciaBrown, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Monica
Cooper 

N/A Feb-17-2021 16:10:51 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Affidavit:
N/A

Michael Dever  Approved Oct-12-2020 08:38:41 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Ricell Ann
Piojo 

N/A Oct-08-2020 22:47:58 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael Dever  Approved Oct-08-2020 16:00:49 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Matthew
Stephens 

N/A Oct-08-2020 08:43:25 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael Dever  Approved Oct-05-2020 08:24:07 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed09
01

77
e1

96
ae

2f
63

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0136015



Page 85 of 179

***Confidential***

Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Rebecca
Klipper 

N/A Sep-21-2020 16:26:16 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael Dever  Approved Sep-14-2020 22:06:57 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Aug-05-2020 12:41:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Aug-05-2020 12:41:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Aug-05-2020 12:41:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
OBTAINED

Date Written Consent Obtai
ned

Aug/5/2020

Initial Entry
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Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject ID

Date Location User Value Reason

Aug-05-2020 12:41:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10131084

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Aug-05-2020 12:41:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1971

Enrollment Entry

3. Sex:

Date Location User Value Reason

Aug-05-2020 12:41:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Aug-05-2020 12:41:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
HISPANIC OR LATINO(A)
OR OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Aug-05-2020 12:41:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
WHITE

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-05-2020 12:41:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/5/2020

Initial Entry
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Aug-05-2020 12:42:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/5/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Aug-05-2020 12:42:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Aug-05-2020 12:42:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
COMPLETED

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Sep-10-2020 10:27:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Line/MH
Number:

1

Medical
History T
erm:

RIGHT RENAL
STENT INSERT
ION

Start Dat
e:

Feb/UNK/2020

Ongoing: NO
End Date:

Feb/UNK/202
0

Transcription
Error

Sep-08-2020 07:52:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Line/MH
Number:

1

Medical
History T
erm:

RIGHT RENTA
L STENT INSER
TION

Start Dat
e:

Feb/UNK/2020

Ongoing: NO
End Date:

Feb/UNK/202
0

Transcription
Error

Sep-04-2020 13:25:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

1

Medical His
tory Term:

RIGHT RENT
AL STENT

Start Date: Feb/UNK/202
0

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Ongoing: NO
End Date:

Feb/UNK/2
020

1.a Line/MH Number:

Date Location User Value Reason

Sep-04-2020 13:25:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-10-2020
19:09:48
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS Oracle
(pfe.PFETMS)

Query
2: Clo
sed

Discrepancy
has been
closed.

Sep-10-2020
10:27:43
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query (autoquery) Query
2: An
swere
d

Transcription
Error

Sep-10-2020
10:27:43
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew Stephens
(pfe.mstephens)

Data
Entry
:
RIGH
T RE
NAL
STEN
T INS
ERTI
ON

Transcription
Error

Sep-10-2020
10:20:33

ACV0PFEINFP6000  Jeffrey Signora
TMSQUERY

Query
2: Rei

Please review
the spelling
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time
(US &
Canada)

(pfe.signoj01_tmsquery) ssued:
Open
ed

of "RENAL"
and make the
appropriate
update.

Sep-08-2020
09:53:58
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew Stephens
(pfe.mstephens)

Query
2: An
swere
d

Changed data
per query

Sep-08-2020
09:46:57
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS Oracle
(pfe.PFETMS)

Query
2: Op
ened

Clarify
RIGHT
RENTAL
STENT
INSERTION
as
follows...Are
you reporting
RIGHT
RENAL
STENT
INSERTION?
If so, update
the verbatim
term as such.
Otherwise
clarify and
edit the term.
Thank you.

Sep-08-2020
08:34:26
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS Oracle
(pfe.PFETMS)

Query
1: Clo
sed

Discrepancy
has been
closed.

Sep-08-2020
07:52:50
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query (autoquery) Query
1: An
swere
d

Transcription
Error

09
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e1
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al
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-08-2020
07:52:50
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew Stephens
(pfe.mstephens)

Data
Entry
:
RIGH
T RE
NTA
L ST
ENT I
NSER
TION

Transcription
Error

Sep-05-2020
05:08:37
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS Oracle
(pfe.PFETMS)

Query
1: Op
ened

Clarify
RIGHT
RENTAL
STENT as
follows...The
term is
unclear. Are
you reporting
RIGHT
RENAL
ARTERY
STENT
INSERTION?
REMOVAL?
INFECTION
OF? Other? If
so, edit the
term as such.
Otherwise
clarify and
edit the term
as
appropriate.
Thank you.

Sep-04-2020
13:25:21
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew Stephens
(pfe.mstephens)

Data
Entry
:
RIGH
T RE
NTA
L ST
ENT

Initial Entry

09
01
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.a Start Date:

Date Location User Value Reason

Sep-04-2020 13:25:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Feb/UNK/2020

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Sep-04-2020 13:25:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

End Date:

Feb/UNK/2020

Initial Entry

09
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ae
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Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Aug-05-2020 12:42:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/5/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Aug-05-2020 12:42:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
57.6

Initial Entry

3. Unit:

Date Location User Value Reason

Aug-05-2020 12:42:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
kg

Initial Entry

4. Height:

Date Location User Value Reason

Aug-05-2020 12:42:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
157.0

Initial Entry

5. Unit:

Date Location User Value Reason

Aug-05-2020 12:42:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-05-2020 12:42:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
23.4

Initial Entry

7.a

Date Location User Value Reason

Aug-05-2020 12:42:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Record Identifi
er::

1

Temperature: 35.7

Temperature U
nit:

C

Temperature L
ocation::

ORAL CA
VITY

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Aug-05-2020 12:42:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Aug-06-2020
04:07:15 (UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Closed Site confirmed data
is correct.

Aug-05-2020
12:43:47 (UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 1: Answered CORRECT AS
RECORDED PER
SOURCE. WITHIN
NORMAL LIMITS
PER
INVESTIGATOR.

Aug-05-2020
12:42:50 (UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Temperature 35.7 C
is outside of Normal
Range 36.1 - 37.5 C.09

01
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ae
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Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-05-2020
12:42:50 (UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
35.7

Initial Entry

7.a Unit:

Date Location User Value Reason

Aug-05-2020 12:42:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
C

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Aug-05-2020 12:42:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
ORAL CAVITY

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit
Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Aug-05-2020 12:43:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Aug-05-2020 12:43:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Aug-05-2020 12:43:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/5/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Aug-05-2020 12:43:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Aug-05-2020 12:43:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Aug-05-2020 12:43:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defi
ned Identifier
:

113

Test:: Choriogonadotr
opin Beta_PX11
3

Result:: NEGATIVE

Not Done::

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Aug-05-2020 12:43:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Aug-05-2020 12:43:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Choriogonadotropin Beta_PX
113

Initial Entry

6.a Result:

Date Location User Value Reason

Aug-05-2020 12:43:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Randomization Date :

Date Location User Value Reason

Aug-05-2020 13:06:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/5/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Aug-05-2020 13:06:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
42812

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-05-2020 12:43:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-05-2020 12:43:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-05-2020 14:14:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-05-2020 12:43:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-05-2020 12:43:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Date of Collection:

Aug/5/2020

Initial Entry

5.a

Date Location User Value Reason09
01
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e1
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ae
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-05-2020 14:14:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample ID: BM8FV3

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-05-2020 14:14:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BM8FV3

Initial Entry

5.b

Date Location User Value Reason

Aug-05-2020 14:14:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample ID: BM8FV4

Initial Entry

5.b Sample ID

Date Location User Value Reason

Aug-05-2020 14:14:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BM8FV4

Initial Entry

5.c

Date Location User Value Reason

Aug-05-2020 14:14:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample ID: BM8FV5

Initial Entry

5.c Sample ID

Date Location User Value Reason

Aug-05-2020 14:14:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BM8FV5

Initial Entry

5.d
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Aug-05-2020 14:15:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample ID: BLCR7J

Initial Entry

5.d Sample ID

Date Location User Value Reason

Aug-05-2020 14:15:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BLCR7J

Initial Entry

5.e

Date Location User Value Reason

Aug-05-2020 14:15:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample ID: BLCR7K

Initial Entry

5.e Sample ID

Date Location User Value Reason

Aug-05-2020 14:15:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BLCR7K

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-05-2020 12:44:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-05-2020 12:44:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-05-2020 14:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-05-2020 12:44:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-05-2020 12:44:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Date of Collection:

Aug/5/2020

Initial Entry

5.a

Date Location User Value Reason09
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Aug-05-2020 14:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample ID: BM8S17

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-05-2020 14:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BM8S17

Initial Entry

09
01

77
e1

96
ae

2f
63

\F
in

al
\F

in
al
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n:
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Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-05-2020 12:44:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-05-2020 12:44:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-05-2020 12:44:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Aug-05-2020 12:44:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/5/2020 10:40

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-05-2020 12:44:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-05-2020 12:44:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Aug-05-2020 12:44:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-05-2020 12:44:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED
OBSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Aug-05-2020 12:44:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

09
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Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Aug-05-2020 12:44:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES - REACTOGENICITY
E-DIARY COLLECTED FO
R THIS SUBJECT

Initial Entry

09
01

77
e1
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ae
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Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-26-2020 15:54:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
Aug/26/2020

Initial Entry

09
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e1
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
Symptom:: FE

VE
R

Were fever or systemic s
ymptoms present on the
last day the Subject Dia
ry was completed?:

N
O

Initial Entry

2.a Symptom:

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
FEVER

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

09
01

77
e1

96
ae

2f
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\F
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Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
Symptom:: FA

TI
GU
E

Were fever or systemic
symptoms present on th
e last day the Subject D
iary was completed?:

NO

Initial Entry

2.b Symptom:

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
Symptom:: HE

AD
AC
HE

Were fever or systemic
symptoms present on t
he last day the Subject
Diary was completed?:

NO

Initial Entry

09
01

77
e1
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ae

2f
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2.c Symptom:

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
Symptom:: CH

IL
LS

Were fever or systemic s
ymptoms present on the
last day the Subject Dia
ry was completed?:

N
O

Initial Entry

2.d Symptom:

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
NO

Initial Entry

09
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2.e

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
Symptom:: VO

MIT
ING

Were fever or systemic
symptoms present on t
he last day the Subject
Diary was completed?:

NO

Initial Entry

2.e Symptom:

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
NO

Initial Entry

2.f

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
Symptom:: DIA

RR
HE
A

Were fever or systemic
symptoms present on t
he last day the Subject
Diary was completed?:

NO

Initial Entry

09
01
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e1
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al
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2.f Symptom:

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
Symptom:: NEW O

R WORS
ENED M
USCLE
PAIN

Were fever or syst
emic symptoms pr
esent on the last d
ay the Subject Dia
ry was completed?
:

NO

Initial Entry

09
01
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2.g Symptom:

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
NEW OR WORSENED MUS
CLE PAIN

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
NO

Initial Entry

2.h

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
Symptom:: NEW O

R WOR
SENED
JOINT P
AIN

Were fever or syste
mic symptoms pre
sent on the last day
the Subject Diary
was completed?:

NO

Initial Entry

09
01
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2.h Symptom:

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
NEW OR WORSENED JOIN
T PAIN

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
LEFT

Initial Entry

5.a

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
Injection Site Reaction:
:

RE
DN
ES
S

Were injection site reac
tions present on the last
day the Subject Diary
was completed?:

NO

Initial Entry
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5.a Injection Site Reaction:

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
REDNESS

Initial Entry

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
Injection Site Reaction
::

SW
ELL
ING

Were injection site rea
ctions present on the la
st day the Subject Diar
y was completed?:

NO

Initial Entry

5.b Injection Site Reaction:

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
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5.c

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
Injection Site Reacti
on::

PAIN
AT INJ
ECTIO
N SIT
E

Were injection site r
eactions present on t
he last day the Subj
ect Diary was compl
eted?:

NO

Initial Entry

5.c Injection Site Reaction:

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
PAIN AT INJECTION SITE

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-26-2020 15:56:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
NO

Initial Entry
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Back to Form

1. Date:

Date Location User Value Reason

Aug-26-2020 15:55:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
Aug/26/2020

Initial Entry

2.a

Date Location User Value Reason

Aug-26-2020 15:55:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
Record Identifie
r::

1

Temperature: 37.0

Temperature Un
it:

C

Temperature Lo
cation::

ORAL CA
VITY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Aug-26-2020 15:55:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Aug-26-2020 15:55:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
37.0

Initial Entry

2.a Unit:

Date Location User Value Reason

Aug-26-2020 15:55:00 ACV0PFEINFP6000  Monica Data Entry: Initial Entry
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(UTC-05:00) Eastern
Time (US & Canada)

Cooper
(pfe mcooper)

C

2.a Temperature Location:

Date Location User Value Reason

Aug-26-2020 15:55:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
ORAL CAVITY

Initial Entry

09
01

77
e1

96
ae

2f
63

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0136052



Page 122 of 179

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit
Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---
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Back to Form

1. Lab Panel:

Date Location User Value Reason

Aug-26-2020 15:55:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Aug-26-2020 15:55:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Aug-26-2020 15:55:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
Aug/26/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Aug-26-2020 15:55:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Aug-26-2020 15:55:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry
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Date Location User Value Reason

Aug-26-2020 15:55:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defi
ned Identifier
:

113

Test:: Choriogonadotr
opin Beta_PX11
3

Result:: NEGATIVE

Not Done::

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Aug-26-2020 15:55:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Aug-26-2020 15:55:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
Choriogonadotropin Beta_PX1
13

Initial Entry

6.a Result:

Date Location User Value Reason

Aug-26-2020 15:55:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
NEGATIVE

Initial Entry
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Back to Form

1. Data Origin

Date Location User Value Reason

Aug-26-2020 15:55:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-26-2020 15:55:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-27-2020 07:52:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Aug-27-2020 01:02:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ankita Thakur
(pfe.thakua20)

Query 1: Opened 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-26-2020 15:55:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-26-2020 15:55:42
(UTC-05:00) Eastern

ACV0PFEINFP6000  Monica
Cooper

Data Entry:
YES

Initial Entry
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Time (US & Canada) (pfe.mcooper) Date of Collection:

Aug/26/2020

5.a

Date Location User Value Reason

Aug-27-2020 07:52:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample ID: BN620W

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-27-2020 07:52:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BN620W

Initial Entry
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Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-26-2020 15:55:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-26-2020 15:55:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-26-2020 15:55:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Sep-07-2020 06:59:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Swapna
Varikuti
(pfe.variks)

Query 1: Closed UNPL updated

Sep-04-2020 10:29:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 1: Answered UNPLANNED
VISIT HAS BEEN
ADDED.

Sep-03-2020 04:02:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Swapna
Varikuti
(pfe.variks)

Query 1: Opened PDQ: Subject has
reported severe
Vomiting Severity
in eDiary data on
1Sep2020. Please
confirm if an
UNPLANNED
contact was made
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and update the data
under UNPL visit
else clarify.

Aug-26-2020 15:55:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica Cooper
(pfe mcooper)

Data Entry:
Aug/26/2020 15:05

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-26-2020 15:55:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-26-2020 15:55:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Aug-26-2020 15:55:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-26-2020 15:55:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED
OBSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Aug-26-2020 15:55:59 ACV0PFEINFP6000  Monica Data Entry: Initial Entry
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(UTC-05:00) Eastern
Time (US & Canada)

Cooper
(pfe mcooper)

YES
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Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-30-2020 16:39:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sep/30/2020

Initial Entry
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Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-30-2020 16:40:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Ongoing?

NO

Stop Date:

Sep/1/2020

Transcription
Error

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptom:: FE

V
ER

Were fever or systemic
symptoms present on t
he last day the Subject
Diary was completed?:

N
O

Initial Entry

2.a Symptom:

Date Location User Value Reason

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
FEVER

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?09
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Date Location User Value Reason

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptom:: FA

TI
GU
E

Were fever or systemic
symptoms present on t
he last day the Subject
Diary was completed?:

NO

Initial Entry

2.b Symptom:

Date Location User Value Reason

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptom:: HE

AD
AC

Initial Entry
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HE

Were fever or systemi
c symptoms present o
n the last day the Subj
ect Diary was complet
ed?:

NO

2.c Symptom:

Date Location User Value Reason

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Sep-30-2020 16:41:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Symptom:: CHILLS

Transcription
Error
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Were fever or sys
temic symptoms
present on the las
t day the Subject
Diary was comple
ted?:

YES
Ongoin
g?

NO

Stop
Dat
e:

Se
p/
1/
20
20

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Symptom:: C

HI
LL
S

Were fever or systemic
symptoms present on t
he last day the Subject
Diary was completed?:

N
O

Initial Entry
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Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.d Symptom:

Date Location User Value Reason

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-30-2020 16:41:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Ongoing?

NO

Stop Date:

Sep/1/2020

Transcription
Error

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2.e

Date Location User Value Reason

Sep-30-2020 16:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Symptom:: VOMITI

NG

Transcription
Error

09
01

77
e1

96
ae

2f
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\F
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al
\F

in
al
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RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Were fever or sys
temic symptoms
present on the las
t day the Subject
Diary was comple
ted?:

YES
Ongoin
g?

NO

Stop
Dat
e:

Se
p/
1/
20
20

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Symptom:: VO

MI
TIN
G

Were fever or systemi
c symptoms present o
n the last day the Subj
ect Diary was complet
ed?:

NO

Initial Entry

09
01

77
e1

96
ae

2f
63
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al
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al
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.e Symptom:

Date Location User Value Reason

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-30-2020 16:41:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Ongoing?

NO

Stop Date:

Sep/1/2020

Transcription
Error

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2.f

Date Location User Value Reason

Sep-30-2020 16:41:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Symptom:: DIARR

HEA

Transcription
Error

09
01

77
e1
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Were fever or sys
temic symptoms
present on the las
t day the Subject
Diary was comple
ted?:

YES
Ongoin
g?

NO

Stop
Dat
e:

Se
p/
1/
20
20

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Symptom:: DI

AR
RH
EA

Were fever or systemi
c symptoms present o
n the last day the Subj
ect Diary was complet
ed?:

NO

Initial Entry

09
01

77
e1

96
ae

2f
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.f Symptom:

Date Location User Value Reason

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-30-2020 16:41:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Ongoing?

NO

Stop Date:

Sep/1/2020

Transcription
Error

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptom:: NEW O

R WOR
SENED
MUSCL
E PAIN

Were fever or syst
emic symptoms p
resent on the last
day the Subject D
iary was complete
d?:

NO

Initial Entry

09
01

77
e1

96
ae

2f
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.g Symptom:

Date Location User Value Reason

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NEW OR WORSENED MU
SCLE PAIN

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2.h

Date Location User Value Reason

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptom:: NEW O

R WOR
SENED
JOINT P
AIN

Were fever or syst
emic symptoms pr
esent on the last d
ay the Subject Dia
ry was completed
?:

NO

Initial Entry

09
01

77
e1

96
ae

2f
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\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0136070



Page 140 of 179

***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.h Symptom:

Date Location User Value Reason

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NEW OR WORSENED JOI
NT PAIN

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
LEFT

Initial Entry

5.a

Date Location User Value Reason

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Injection Site Reaction
::

RE
DN
ES
S

Were injection site rea
ctions present on the la
st day the Subject Diar
y was completed?:

NO

Initial Entry

09
01

77
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Injection Site Reaction:

Date Location User Value Reason

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
REDNESS

Initial Entry

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Injection Site Reactio
n::

SW
ELL
ING

Were injection site re
actions present on the
last day the Subject D
iary was completed?:

NO

Initial Entry

5.b Injection Site Reaction:

Date Location User Value Reason

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
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2f
63

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0136072



Page 142 of 179

***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
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Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c

Date Location User Value Reason

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Injection Site React
ion::

PAIN
AT INJ
ECTIO
N SIT
E

Were injection site
reactions present o
n the last day the S
ubject Diary was co
mpleted?:

NO

Initial Entry

5.c Injection Site Reaction:

Date Location User Value Reason

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
PAIN AT INJECTION SITE

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-30-2020 16:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

2f
63

\F
in

al
\F
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-30-2020 16:40:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-30-2020 16:40:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-01-2020 08:03:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Oct-01-2020 05:09:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe nairr29)

Query 1: Opened 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-30-2020 16:40:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-30-2020 16:40:01
(UTC-05:00) Eastern

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
YES

Initial Entry

09
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e1
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe mstephens) Date of Collection:

Sep/30/2020

5.a

Date Location User Value Reason

Oct-01-2020 08:03:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BRG2HL

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-01-2020 08:03:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BRG2HL

Initial Entry

5.b

Date Location User Value Reason

Oct-01-2020 08:03:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BRG2HM

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-01-2020 08:03:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BRG2HM

Initial Entry

5.c

Date Location User Value Reason

Oct-01-2020 08:03:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BRG2HN

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sample ID

Date Location User Value Reason

Oct-01-2020 08:03:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BRG2HN

Initial Entry

5.d

Date Location User Value Reason

Oct-01-2020 08:03:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BS6Z7L

Initial Entry

5.d Sample ID

Date Location User Value Reason

Oct-01-2020 08:03:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BS6Z7L

Initial Entry

5.e

Date Location User Value Reason

Oct-01-2020 08:04:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BS6Z7M

Initial Entry

5.e Sample ID

Date Location User Value Reason

Oct-01-2020 08:04:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BS6Z7M

Initial Entry

09
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96
ae
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-24-2021 16:08:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/24/2021

Initial Entry

09
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-24-2021 16:08:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-24-2021 16:08:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-25-2021 14:27:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Feb-25-2021 06:25:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe.nairr29)

Query 1: Opened 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Feb-24-2021 16:08:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Feb-24-2021 16:08:23
(UTC-05:00) Eastern

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) Date of Collection:

Feb/24/2021

5.a

Date Location User Value Reason

Feb-25-2021 14:27:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BV09WG

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-25-2021 14:27:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BV09WG

Initial Entry

5.b

Date Location User Value Reason

Feb-25-2021 14:27:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BV09WH

Initial Entry

5.b Sample ID

Date Location User Value Reason

Feb-25-2021 14:27:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BV09WH

Initial Entry

5.c

Date Location User Value Reason

Feb-25-2021 14:27:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BV09WJ

Initial Entry
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Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sample ID

Date Location User Value Reason

Feb-25-2021 14:27:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BV09WJ

Initial Entry

5.d

Date Location User Value Reason

Feb-25-2021 14:27:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BS49CG

Initial Entry

5.d Sample ID

Date Location User Value Reason

Feb-25-2021 14:27:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BS49CG

Initial Entry

5.e

Date Location User Value Reason

Feb-25-2021 14:27:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BS49CH

Initial Entry

5.e Sample ID

Date Location User Value Reason

Feb-25-2021 14:27:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BS49CH

Initial Entry
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Sep/04/2020

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-04-2020 10:26:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sep/4/2020

Initial Entry
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Sep/04/2020

Form: UNPLANNED VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Assessments

Date Location User Value Reason

Sep-04-2020 10:29:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-04-2020 10:26:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Contact Outcome
is ticked however
'CONTACT
OUTCOME' form
is not entered.
Please review and
update as
appropriate.

Sep-04-2020 10:26:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
CONTACT OUTCOME

Initial Entry
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Sep/04/2020

Form: CONTACT OUTCOME - UNPLANNED - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Contact Type:

Date Location User Value Reason

Sep-04-2020 10:29:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
TELEPHONE VISIT

Initial Entry

2. Was contact made?

Date Location User Value Reason

Sep-04-2020 10:29:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Date of Contact:

Sep/4/2020

Contact Outcome:

VISIT NOT REQUIRED,
INVESTIGATOR DECISI
ON

Initial Entry

3. Comments:

Date Location User Value Reason

Sep-04-2020 10:29:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
SUBJECT WAS CONTACTE
D TODAY 04SEP2020. SUB
JECT WENT TO ER FOR V
OMITING AND ABDOMIN
AL PAIN. ON 03SEP2020 S
UBJECT DEVELOPED FEV
ER AND AGAIN WENT TO
ER. SUBJECT WAS TOLD S
HE HAS A URINARY TRA
CT INFECTION

Initial Entry
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-02-2020 08:07:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sep/30/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-02-2020 08:07:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Oct-02-2020 08:07:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Sep-02-2020 08:45:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Matthew
Stephens
(pfe.mstephens)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Sep-30-2020 16:43:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Matthew
Stephens
(pfe.mstephens)

Form Deleted Changed
Information

Sep-04-2020 10:39:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Matthew
Stephens
(pfe.mstephens)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Sep-02-2020 08:45:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Sep-02-2020 08:45:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Oct-27-2020
21:57:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Closed Response satisfies query

Oct-27-2020
07:45:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 3: Answered PER AE TERM STENT
WAS LOCATED IN
ARTERY.

Oct-26-2020
11:25:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Opened Clinical - please
confirm if this renal
stent (which became
'clogged') was located in
the renal artery, in the
ureter, or in other
location.

Oct-08-2020
22:49:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 2: Closed Response satisfies query
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct-08-2020
08:43:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 2: Answered Changed data per query

Oct-08-2020
06:52:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 2: Reissued:Open
ed

SAE RECON 3:The
event term was updated
in Safety database to
'obstructed renal artery
stent' as SERIOUS
adverse event. However,
in AE CRF seriousness
was answered NO.
please confirm if it
should be updated to
YES. Otherwise submit
a follow up AEM form.

Oct-07-2020
07:58:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 2: Answered CRC WILL UPDATE
WITH FOLLOW UP

Oct-07-2020
06:12:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 2: Reissued:Open
ed

SAE RECON 2: Per
previous query response
'PER CRC, SUBJECT
DID NOT HAVE A
URINARY TRACT
INFECTION. Please
submit a follow up
AEM form to
downgrade event in
Safety database and
include the clarification

Oct-06-2020
07:45:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 2: Reissued:Candi
date

For PSSR review

Oct-05-2020
08:49:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 2: Answered Correct as recorded. AE
not serious.
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct-03-2020
07:29:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 2: Reissued:Open
ed

SAE RECON 1: The
question 'Is the adverse
event serious?' for
OBSTRUCTED
RENAL STENT
(ARTERY) was
answered to No, please
confirm if this should be
updated to yes per query
response
below.Also,follow up
AEM form needs to be
submitted.

Oct-02-2020
09:08:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 2: Answered PER CRC, SUBJECT
DID NOT HAVE A
URINARY TRACT
INFECTION. MORE
INFORMATION WAS
OBTAINED AND SAE
WAS UPDATED TO
OBSTRUCTED
RENAL STENT
ARTERY.

Oct-02-2020
09:00:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 2: Opened SAE RECON:
AER#2020345173,
AE#2 'urinary tract
infection' was
inactivated. Please
clarify why the event
term was removed
completed as it should
at a minimum be
retained as a
non-serious event and
clarified in a follow-up
SAE form.

Sep-30-2020
16:43:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
OBSTRUCTED RENAL
STENT (ARTERY)

Changed Information

Sep-04-2020 ACV0PFEINFP6000  Sian Jones Query 1: Closed Response satisfies query
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

16:03:19
(UTC-05:00) Eastern
Time (US & Canada)

(pfe.jones111)

Sep-04-2020
13:26:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 1: Answered RIGHT RENTAL
STENT HAS BEEN
ADDED TO
MEDICAL HISTORY.
AE OF
OBSTRUCTION
RENAL STENT IS
NOT AN SAE.
SUBJECT WAS NOT
HOSPITALIZED.
PLEASE SEE NEW AE
OF URINARY TRACT
INFECTION.

Sep-04-2020
12:38:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Sian Jones
(pfe.jones111)

Query 1: Reissued:Open
ed

clinical: CRF unfrozen.
Please advise whether
patient hospitalized or
not and on any medical
treatment. Thanks

Sep-04-2020
10:40:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 1: Answered PLEASE UNLOCK
MEDICAL HISTORY
SO PAGE CAN BE
UPDATED.

Sep-04-2020
10:38:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Sian Jones
(pfe.jones111)

Query 1: Reissued:Open
ed

clinical: do not see
update on MedHx CRF.
Pls also address other
questions in prior query
re
treatment/hospitalisaton.
Thanks

Sep-04-2020
08:54:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 1: Answered MEDICAL HISTORY
UPDATED.

Sep-03-2020
14:42:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Sian Jones
(pfe.jones111)

Query 1: Opened clinical: pls confirm
does not meet SAE
requirements eg
hospitalization, and no
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

medication or other
treatment provided. If pt
with prior hx of stent
please update MedHx
CRF with relevant
information. Thanks

Sep-02-2020
08:45:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
OBSTRUCTED RENAL
STENT

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Oct-12-2020 09:11:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 3: Closed Per latest Argus
database
information, onset
date updated to Sep
1. Issue resolved

Oct-11-2020 09:16:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 3: Reissued:Candida
te

Pending SDB update

Oct-09-2020 15:32:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rebecca
Klipper
(pfe.rklipper)

Query 3: Answered Updated report has
been submitted to
safety.

Oct-09-2020 10:53:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gladys Noi
(pfe.noig)

Query 3: Reissued:Opened SAE RECON 1: Per
query response, If
safety update is
required, please
submit a follow-up
SAE form

Oct-09-2020 09:31:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 3: Answered PER SOURCE
START DATE IS
01/SEP/2020.

Oct-08-2020 23:02:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 3: Opened SAE RECON:
AER#2020345173 

Oct-08-2020 00:04:27 ACV0PFEINFP6000  Kathryn Sewell Query 2: Closed Response satisfies
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(UTC-05:00) Eastern
Time (US & Canada)

(pfe.sewelk02) query

Oct-07-2020 13:56:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 2: Answered CRC HAS
UPDATED
SAFETY FOLLOW
UP.

Oct-07-2020 12:20:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Reissued:Opened CLINICAL SAE
narrative for UTI
still states ER visit
for vomiting due to
obstructed renal
stent was on
8/31/20; however
subject eDIARY
states ER visit was
on 9/1/20, the AE
start date. Please
hold query open
until SAE safety
update/clarification
submitted

Oct-06-2020 09:02:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 2: Answered CRC WILL
COMPLETE
FOLLOW UP.

Oct-05-2020 16:52:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Opened CLINICAL SAE
narrative for UTI
still states ER visit
for vomiting due to
obstructed renal
stent was on
8/31/20; however
subject eDIARY
states ER visit was
on 9/1/20, the AE
start date. Please
submit SAE safety
update with 9/1 for
ER visit, if correct

Sep-22-2020 11:29:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Closed Response satisfies
query09
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Sep-21-2020 16:26:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Sep-21-2020 16:26:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rebecca
Klipper
(pfe.rklipper)

Data Entry:
Sep/1/2020 UNK:UNK

New Information

Sep-11-2020 09:31:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Opened CLINICAL SAE
narrative for UTI
states ER visit for
vomiting due to
obstructed renal
stent was on
8/31/20; however
subject eDIARY
states ER visit was
on 9/1/20 (both
unknown times).
Please confirm date
for ER visit for this
event and update if
necessary.

Sep-04-2020 10:30:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/31/2020 UNK:UNK

Transcription Error

Sep-02-2020 08:45:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sep/1/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Sep-02-2020 08:45:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Sep-02-2020 08:45:24
(UTC-05:00) Eastern

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
2

Initial Entry09
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Time (US & Canada) (pfe mstephens)

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or
significant disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize
subject and may require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Dec-01-2020 18:06:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Closed Response satisfies
query

Nov-30-2020
13:41:52 (UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 3: Answered PER CRC,
INFORMATION IS
IN THE
NARRATIVE.

Nov-24-2020
23:17:41 (UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Reissued:Opened Clinical Thank you;
however that most
recent submission on
14Oct20 does not
contain information
concerning any
COVID test
performed
(YES/NO) during
the hospitalization.
Please submit this
information, and if
Yes, include
date/result.

Nov-24-2020
10:22:31 (UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 3: Answered Form submitted on
10/14/20.

Nov-23-2020
17:28:06 (UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Opened Clinical - Followup /
COVID testing in
Hospital has not
been reported in the
SAE. Please submit
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a follow-up SAE
[#2020345173]form
to provide whether
COVID testing was
performed (yes/no)
and if yes, the date
& results.

Oct-27-2020 22:00:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Closed Query closed; will
follow for SAE
update with
requested COVID
test info

Oct-27-2020 07:46:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 2: Answered CRC WILL
UPDATE WITH
FOLLOW UP SAE
FORM.
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Back to Form

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or
significant disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize
subject and may require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Oct-22-2020 22:13:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Opened Clinical - COVID
testing has not been
reported in the SAE
submitted to safety.
Please submit a
follow-up SAE
form
[#2020345173] to
provide whether
COVID testing was
performed (yes/no)
and if yes, the
results.

Oct-08-2020 22:47:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-08-2020 08:43:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE
OBSTRUCTED
RENAL STENT
(ARTERY):
Response to "Is the
adverse event
serious?" is 'Yes'
but "Serious
Adverse Event
Number" is blank.

Oct-08-2020 08:43:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Is this serious event associ
ated with congenital anom
aly or birth defect?

Transcription Error
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NO

Did this serious event resu
lt in death?

NO

Did this serious event req
uire or prolong hospitaliza
tion?

YES

Did this serious event resu
lt in persistent or significa
nt disability/incapacity?

NO

Is this serious event life th
reatening?

NO

Other medically important
serious event

NO

Sep-02-2020 08:45:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Sep-02-2020 08:45:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:
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Date Location User Value Reason

Sep-02-2020 08:45:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NOT RELATED

If Not Related to study treat
ment(s), this event is due to:

OTHER

If Other, specify:

RENAL STENT

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Sep-02-2020 08:45:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Sep-02-2020 08:45:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Sep-02-2020 08:45:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Sep-02-2020 08:45:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
RECOVERING/RESOLVIN
G

Initial Entry
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14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Sep-02-2020 08:45:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Oct-08-2020 22:47:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020345173

Initial Entry
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*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Category:

Date Location User Value Reason

Sep-04-2020 10:39:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Sep-04-2020 10:39:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Sep-04-2020 10:39:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
URINARY TRACT INFECT
ION

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Sep-04-2020 10:39:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sep/3/2020 21:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Sep-04-2020 10:39:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:
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*** THIS REPEATING FORM HAS BEEN DELETED ***

Date Location User Value Reason

Sep-04-2020 10:39:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
3

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or
significant disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize
subject and may require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Sep-07-2020 05:07:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-04-2020 10:39:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE URINARY
TRACT
INFECTION:
Response to "Is the
adverse event
serious?" is 'Yes'
but "Serious
Adverse Event
Number" is blank.

Sep-04-2020 10:39:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Is this serious event associ
ated with congenital anoma
ly or birth defect?

NO

Did this serious event resul
t in death?

NO

Did this serious event requi

Initial Entry
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*** THIS REPEATING FORM HAS BEEN DELETED ***

re or prolong hospitalizatio
n?

YES

Did this serious event resul
t in persistent or significant
disability/incapacity?

NO

Is this serious event life thr
eatening?

NO

Other medically important
serious event

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Sep-04-2020 10:39:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Sep-10-2020 17:52:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Closed Response satisfies
query

Sep-10-2020 08:24:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 1: Answered PER
INVESTIGATOR
CORRECT AS
RECORDED. NOT
RELATED TO
OBSTRUCTED
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*** THIS REPEATING FORM HAS BEEN DELETED ***

RENAL STENT.

Sep-09-2020 08:29:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Opened Please consider if
the SAE of UTI is
related to the AE of
Obstructed Renal
Stent, which is also
reported in the SAE
narrative

Sep-04-2020 10:39:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NOT RELATED

If Not Related to study tre
atment(s), this event is due
to:

OTHER

If Other, specify:

URINARY TRACT I
NFECTION

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Sep-04-2020 10:39:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Sep-04-2020 10:39:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Sep-04-2020 10:39:35 ACV0PFEINFP6000  Matthew Data Entry: Initial Entry
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*** THIS REPEATING FORM HAS BEEN DELETED ***

(UTC-05:00) Eastern
Time (US & Canada)

Stephens
(pfe mstephens)

NO

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Sep-09-2020
07:28:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Closed issue resolved

Sep-08-2020
07:54:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Sep-08-2020
07:54:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NOT RECOVERED
/NOT RESOLVED

Transcription Error

Sep-07-2020
05:10:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Opened SAE
RECON:AER#2020345173
,outcome was reported as Not
recovered/Not resolved in
SAE form however,recorded
as
RECOVERING/RESOLVING
on AE CRF.Please confirm
correct outcome.If safety
update is required,please
submit a follow-up form

Sep-04-2020
10:39:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
RECOVERING/RE
SOLVING

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

09
01

77
e1

96
ae

2f
63

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0136104



Page 174 of 179

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Date Location User Value Reason

Sep-04-2020 10:39:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Sep-07-2020 05:07:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020345173

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-17-2021 16:10:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
Dec/22/2020

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Feb-17-2021 16:11:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Feb-17-2021 16:11:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate The response
indicates
participant was
unblinded, however
the TREATMENT
UNBLINDED date
is missing in the
DISP visit. Please
complete this date.

Feb-17-2021 16:11:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
Participant is willing to return
for Vaccination 3

Participant is:

eligible per local/national
recommendations and con
firmed to have received on
ly placebo at Vaccination
1/2

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Feb-17-2021 16:11:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
Dec/22/2020

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Feb-17-2021 16:11:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
ASSESS ELIGIBILITY FOR
ADDITIONAL VACCINATIO
N

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject Status

Date Location User Value Reason

Oct-02-2020 08:07:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Aug-05-2020 13:06:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Aug-05-2020 12:42:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Oct-02-2020 08:07:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sep/30/2020

Initial Entry

Aug-05-2020 13:06:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/5/2020

Initial Entry

Aug-05-2020 12:42:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/5/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131084 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Casebook Signature

Date Location User Value Reason

Sep-14-2020 16:24:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
Click Here to Enable

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per
protocol amendment 5, STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response
- Protocol version

24 JUL 2020

2. Select appropriate response
- What cohort does the
subject belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Aug/6/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Demography

1. Subject ID [10131089]

2. Birth Date: 1991

3. Sex: FEMALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that
apply):

WHITE

6. Racial Designation:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/6/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Aug/6/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[ENVIRONMENTAL ALLERGIES]

Start Date: Feb/UNK/2020

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[LEFT TORN LABRUM]

Start Date: Sep/UNK/2009

Ongoing: NO

End Date:
UNK/UNK/2011

1.c Line/MH Number: [3]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[LEFT TORN LABRUM REPAIR]

Start Date: UNK/UNK/2011

Ongoing: NO

End Date:
UNK/UNK/2011
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.d Line/MH Number: [4]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[HISTORY OF SEIZURES]

Start Date: UNK/UNK/2004

Ongoing: NO

End Date:
UNK/UNK/2008
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Aug/6/2020

2. Weight: [52.5]

3. Unit: kg

4. Height: [153.4]

5. Unit: cm

6. Body Mass Index: [22.3]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [36.9]

Unit: C

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Aug/6/2020

4. Laboratory Name and
Address (Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition

1. Randomization Date : Aug/6/2020

2. Randomization Number: [42820]

3. Randomization Group: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Aug/6/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BM8FVD]

5.b Sample ID [BM8FVF]

5.c Sample ID [BM8FVG]

5.d Sample ID [BLCR7R]

5.e Sample ID [BLCR7S]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/6/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BM8S1B]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/6/2020 11:25

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response
- Reactogenicity diary
collection

YES - REACTOGENICITY E-DIARY COLLECTED FOR
THIS SUBJECT
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/27/2020

2. Erroneous Visit
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat
fever/pain given on the last
day the Subject Diary was
completed?

NO

2.a Symptom: FEVER

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO
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2.d Symptom: CHILLS

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.e Symptom: VOMITING

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.f Symptom: DIARRHEA

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

3. Injection Site Location: DELTOID MUSCLE
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4. Injection Site Body Side: LEFT

5.a Injection Site Reaction: REDNESS

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO

5.b Injection Site Reaction: SWELLING

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO
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eCRF Audit Trail History

Vital Signs

1. Date: Aug/27/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [36.5]

Unit: C

Temperature Location: ORAL CAVITY
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eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Aug/27/2020

4. Laboratory Name and
Address (Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/27/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BN6228]
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eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/27/2020 13:30

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/24/2020

2. Erroneous Visit
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eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat
fever/pain given on the last
day the Subject Diary was
completed?

NO

2.a Symptom: FEVER

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO
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2.d Symptom: CHILLS

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.e Symptom: VOMITING

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.f Symptom: DIARRHEA

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

3. Injection Site Location: DELTOID MUSCLE
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4. Injection Site Body Side: LEFT

5.a Injection Site Reaction: REDNESS

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO

5.b Injection Site Reaction: SWELLING

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Sep/24/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRG2C0]

5.b Sample ID [BRG2C1]

5.c Sample ID [BRG2C2]

5.d Sample ID [BS6Z4J]

5.e Sample ID [BS6Z4K]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom
Started:

//

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]

09
01

77
e1

96
ae

2f
56

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0136141



Page 32 of 225

***Confidential***

 

Header Text: c4591001
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Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Form: HEALTH CARE UTILIZATION
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]

Health Care Utilization

3. Has the subject been
hospitalized due to potential
COVID-19 illness?
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Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained
for Potential COVID-19
Illness?

3. Toxicity Grade:

09
01

77
e1

96
ae

2f
56

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0136144



Page 35 of 225

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Unplanned Assessments

1. Assessments
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eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Sep/24/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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# Category
AE Ide
ntifier

Adverse Event Start Date
Is the Adverse E
vent Still Ongoin

g

Form Instan
ce

 1. ADVERS
E EVENT
 

1  LEFT ARM DEEP V
EIN THROMBOSIS 

Dec/20/2020
UNK:UNK 

YES  Repeating
Pages
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[LEFT ARM DEEP VEIN THROMBOSIS]

4. Start Date Time: Dec/20/2020 UNK:UNK

5. Is the adverse event still
ongoing?

YES

6. Toxicity Grade: 3
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7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

YES

Is this serious event associated with congenital anomaly or
birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant
disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[UNKOWN]

10. Latest Action Taken with
Study Treatment:
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11. Was a Concomitant
Medication given?

YES

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of
this adverse event?:

RECOVERING/RESOLVING

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[2020506317]
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#
Categ

ory
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n Error

Start
Date

Is the medication erro
r Still Ongoing

Study Medication
Errors Action

Form Instan
ce

 1.           Repeating
Pages
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Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with
Study Treatment:

6. Was a Concomitant
Medication given?

7. Was a Non-Drug Treatment
given?

8. Did the Medication Error
cause the subject to be
discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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#
Sponsor-Defin
ed Identifier

Category for
Medication

Concomitant Medica
tions Pre-specified

Name of M
edication

Start
Date

Form Instan
ce

 1.           Repeating
Pages
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Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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#
Sponsor-Defi
ned Identifier

Category for
Medication

Concomitant Medic
ations Pre-specified

Name of
Medicatio

n

Dose Des
cription

Form Instan
ce
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Pages
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Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?

09
01

77
e1

96
ae

2f
56

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0136162



Page 53 of 225

***Confidential***

 

Header Text: c4591001

Visit: Logs Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
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Treatm
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Form Instanc
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Back to Form

Radiation Treatment

1. Category:

2. What is the treatment
Identifier?

[ ]

3. Concomitant Non-drug
Treatment Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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# Transfusion Type Date of Transfusion Form Instance

 1.     Repeating Pages
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1. Transfusion Type:

2. Date of Transfusion: //
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and
Address (Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Vaccination

1. Was there a temporary
delay of vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]

09
01

77
e1

96
ae

2f
56

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0136172



Page 63 of 225

***Confidential***

 

Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/22/2021

2. Erroneous Visit
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eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response
- Is participant willing to
return for Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible per local/national recommendations and confirmed to
have received only placebo at Vaccination 1/2
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Jan/22/2021

2. Primary Reason for
Unblinding:

ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Withdrawal Of Consent

1. Withdrawal of Consent
Date :

//
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Death Details

1. Date of Collection /
Notification of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/2/2021

2. Erroneous Visit
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Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. Consent Was: OBTAINED

Date Written Consent Obtained
Feb/2/2021
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Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. Date of
Completion/Discontinuation
/Death :

Feb/2/2021

2. Phase of Disposition: REPEAT SCREENING 1

3. Status: COMPLETED

4. Specify Status: [ ]
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Feb/2/2021

4. Laboratory Name and
Address (Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Feb/2/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BSLRPC]

5.b Sample ID [BSLRPD]

5.c Sample ID [BRBRCR]

5.d Sample ID [BRBRCS]

5.e Sample ID [BRBRCT]
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Feb/2/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRBRVJ]
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Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Feb/2/2021 14:45

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: RIGHT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was
Observed

30 MINUTES

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/25/2021

2. Erroneous Visit
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Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Feb/25/2021

4. Laboratory Name and
Address (Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Feb/25/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR64J1]
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Feb/25/2021 14:15

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: RIGHT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was
Observed

30 MINUTES

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Sep/24/2020
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eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Michael
Dever 

Approved Mar-04-2021 06:50:25 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Comments
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Back to Form

Item Date User Comment

Form Aug-06-2020 14:05:55
(UTC-05:00) Eastern Time (US &
Canada)

Matthew
Stephens
(pfe.mstephens)

Not Applicable
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Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA -
FURTHER VACCINATION - Comments

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Locked, Frozen, Verified
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Back to Form

Item Date User Comment

Form Feb-03-2021 07:46:17 (UTC-05:00)
Eastern Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

Not Applicable
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Michael
Dever 

Approved Mar-04-2021 06:50:25 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Scott
Salmon 

N/A Mar-01-2021 08:57:37 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael
Dever 

Approved Feb-04-2021 12:51:32 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Scott
Salmon 

N/A Feb-03-2021 07:45:55 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael
Dever 

Approved Jan-26-2021 06:50:13 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

09
01

77
e1

96
ae

2f
56

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0136203



Page 94 of 225

***Confidential***

Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Scott
Salmon 

N/A Jan-25-2021 08:22:22 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael
Dever 

Approved Jan-21-2021 07:30:02 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Matthew
Stephens 

N/A Dec-23-2020 12:55:23 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael
Dever 

Approved Oct-05-2020 08:25:40 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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Header Text: c4591001

Visit: Investigator Signature -
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Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Scott
Salmon 

N/A Sep-24-2020 15:25:19 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael
Dever 

Approved Sep-14-2020 22:08:46 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Aug-06-2020
14:05:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Aug-06-2020
14:05:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
STAGE 3 COHOR
TS

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Aug-06-2020
14:05:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
OBTAINED

Date Written Cons
ent Obtained

Aug/6/2020

Initial Entry
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Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject ID

Date Location User Value Reason

Aug-06-2020
14:05:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10131089

Item copied
from previous
form

2. Birth Date:

Date Location User Value Reason

Aug-06-2020
14:05:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1991

Enrollment
Entry

3. Sex:

Date Location User Value Reason

Aug-06-2020
14:05:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason09
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al
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Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-06-2020
14:05:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NOT HISPANIC O
R LATINO(A) OR
OF SPANISH ORI
GIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Aug-06-2020
14:05:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
WHITE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-06-2020
14:05:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/6/2020

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Aug-06-2020
14:06:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/6/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Aug-06-2020
14:06:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Aug-06-2020
14:06:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Aug-06-2020
14:07:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/M
H Numb
er:

1

Medical
History
Term:

ENVIRON
MENTAL A
LLERGIES

Start Da
te:

Feb/UNK/2
020

Ongoing
:

YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Aug-06-2020
14:07:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-06-2020
14:07:11

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
ENVIRONMENTA

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) L ALLERGIES

1.a Start Date:

Date Location User Value Reason

Aug-06-2020
14:07:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Feb/UNK/2020

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Aug-06-2020
14:07:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

1.b

Date Location User Value Reason

Aug-06-2020
14:07:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

2

Medical
History T
erm:

LEFT TOR
N LABRU
M

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Start Dat
e:

Sep/UNK/2
009

Ongoing: NO
End Date:

UNK/U
NK/201
1
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.b Line/MH Number:

Date Location User Value Reason

Aug-06-2020
14:07:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-06-2020
14:07:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
LEFT TORN LAB
RUM

Initial Entry

1.b Start Date:

Date Location User Value Reason

Aug-06-2020
14:07:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sep/UNK/2009

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Aug-06-2020
14:07:40

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
NO

Initial Entry09
01
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) End Date:

UNK/UNK/2011

1.c

Date Location User Value Reason

Aug-06-2020
14:08:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/M
H Num
ber:

3

Medical
History
Term:

LEFT TORN
LABRUM R
EPAIR

Start D
ate:

UNK/UNK/2
011

Ongoin
g:

NO
End Date:

UNK/UN
K/2011

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.c Line/MH Number:

Date Location User Value Reason

Aug-06-2020
14:08:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-06-2020
14:08:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
LEFT TORN LAB
RUM REPAIR

Initial Entry

1.c Start Date:

Date Location User Value Reason

Aug-06-2020
14:08:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
UNK/UNK/2011

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Aug-06-2020
14:08:47

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
NO

Initial Entry09
01

77
e1

96
ae

2f
56

\F
in

al
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in
al

 O
n:
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) End Date:

UNK/UNK/2011

1.d

Date Location User Value Reason

Aug-06-2020
14:09:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

4

Medical
History
Term:

HISTORY
OF SEIZU
RES

Start Dat
e:

UNK/UNK/
2004

Ongoing: NO
End Date:

UNK/U
NK/2008

Initial Entry

09
01

77
e1
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ae

2f
56

\F
in

al
\F
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al
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.d Line/MH Number:

Date Location User Value Reason

Aug-06-2020
14:09:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-06-2020
14:09:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
HISTORY OF SEI
ZURES

Initial Entry

1.d Start Date:

Date Location User Value Reason

Aug-06-2020
14:09:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
UNK/UNK/2004

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Aug-06-2020
14:09:11

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
NO

Initial Entry09
01

77
e1

96
ae

2f
56

\F
in

al
\F

in
al

 O
n:

 0
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) End Date:

UNK/UNK/200
8

09
01
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Aug-06-2020
14:09:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/6/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Aug-06-2020
14:09:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
52.5

Initial Entry

3. Unit:

Date Location User Value Reason

Aug-06-2020
14:09:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
kg

Initial Entry

4. Height:

Date Location User Value Reason
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-06-2020
14:09:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
153.4

Initial Entry

5. Unit:

Date Location User Value Reason

Aug-06-2020
14:09:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Aug-06-2020
14:09:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
22.3

Initial Entry

7.a

Date Location User Value Reason

Aug-06-2020
14:09:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Record Id
entifier::

1

Temperat
ure:

36.9

Initial Entry

09
01
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Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Temperat
ure Unit:

C

Temperat
ure Locati
on::

ORAL
CAVIT
Y

7.a Record Identifier:

Date Location User Value Reason

Aug-06-2020
14:09:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Aug-06-2020
14:09:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
36.9

Initial Entry

7.a Unit:

Date Location User Value Reason

Aug-06-2020
14:09:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
C

Initial Entry

09
01

77
e1

96
ae

2f
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Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

7.a Temperature Location:

Date Location User Value Reason

Aug-06-2020
14:09:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
ORAL CAVITY

Initial Entry

09
01

77
e1
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2f
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Aug-06-2020
14:09:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Aug-06-2020
14:09:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Aug-06-2020
14:09:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/6/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-06-2020
14:09:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Aug-06-2020
14:09:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Aug-06-2020
14:09:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

113

Test:: Choriogon
adotropin
Beta_PX11
3

Result:: NEGATIV
E

Not Done
::

Initial Entry

6.a Sponsor ID:
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Aug-06-2020
14:09:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Aug-06-2020
14:09:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Choriogonadotropin
Beta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Aug-06-2020
14:09:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NEGATIVE

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Randomization Date :

Date Location User Value Reason

Aug-06-2020
15:48:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/6/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Aug-06-2020
15:48:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
42820

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-06-2020
14:10:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-06-2020
14:10:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-06-2020
17:03:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Aug-06-2020
14:10:07
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

'Sample
Collected?' is
Yes, however09

01
77

e1
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ae
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Aug-06-2020
14:10:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Date of Collectio
n:

Aug/6/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-06-2020
17:03:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BM8FV
D

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-06-2020
17:03:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BM8FVD

Initial Entry

5.b
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Aug-06-2020
17:04:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BM8FV
F

Initial Entry

5.b Sample ID

Date Location User Value Reason

Aug-06-2020
17:04:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BM8FVF

Initial Entry

5.c

Date Location User Value Reason

Aug-06-2020
17:04:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BM8FV
G

Initial Entry
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sample ID

Date Location User Value Reason

Aug-06-2020
17:04:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BM8FVG

Initial Entry

5.d

Date Location User Value Reason

Aug-06-2020
17:04:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BLCR7
R

Initial Entry

5.d Sample ID

Date Location User Value Reason

Aug-06-2020
17:04:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BLCR7R

Initial Entry

5.e

Date Location User Value Reason

Aug-06-2020
17:04:30

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Sample I BLCR7

Initial Entry09
01

77
e1

96
ae

2f
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) D: S

5.e Sample ID

Date Location User Value Reason

Aug-06-2020
17:04:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BLCR7S

Initial Entry

09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-06-2020
14:10:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-06-2020
14:10:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-06-2020
17:04:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Aug-06-2020
14:10:13
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

'Sample
Collected?' is
Yes, however09

01
77
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96

ae
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56
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in
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n:
 0
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Aug-06-2020
14:10:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Date of Collectio
n:

Aug/6/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-06-2020
17:04:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BM8S1
B

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-06-2020
17:04:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BM8S1B

Initial Entry

09
01

77
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ae
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\F
in

al
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Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-06-2020
14:10:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-06-2020
14:10:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-06-2020
14:10:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01
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Aug-06-2020
14:10:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/6/2020 11:25

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-06-2020
14:10:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-06-2020
14:10:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Aug-06-2020
14:10:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-06-2020
14:10:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Aug-06-2020
14:10:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry
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Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Aug-06-2020
14:10:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES - REACTOGE
NICITY E-DIARY
COLLECTED FOR
THIS SUBJECT

Initial Entry

09
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Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-27-2020
14:05:48
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/27/2020

Initial Entry

09
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Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-27-2020
14:11:55
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Transcription
Error

Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

2.a

Date Location User Value Reason

Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Symptom:: F

E
V
E
R

Initial Entry

09
01
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e1

96
ae

2f
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Were fever or
systemic symp
toms present o
n the last day t
he Subject Dia
ry was comple
ted?:

N
O

2.a Symptom:

Date Location User Value Reason

Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
FEVER

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Aug-27-2020
14:06:38

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Symptom:: FA

Initial Entry

09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) TI
G
U
E

Were fever or
systemic symp
toms present o
n the last day t
he Subject Dia
ry was comple
ted?:

N
O

2.b Symptom:

Date Location User Value Reason

Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

2.c09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Symptom:: HE

A
D
A
C
HE

Were fever or
systemic sym
ptoms present
on the last da
y the Subject
Diary was co
mpleted?:

N
O

Initial Entry

09
01
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.c Symptom:

Date Location User Value Reason

Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Symptom:: C

HI
L
L
S

Initial Entry
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Were fever or
systemic symp
toms present o
n the last day t
he Subject Dia
ry was comple
ted?:

N
O

2.d Symptom:

Date Location User Value Reason

Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

2.e

Date Location User Value Reason

Aug-27-2020
14:06:38

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Symptom:: VO

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) MI
TI
NG

Were fever or
systemic sym
ptoms present
on the last da
y the Subject
Diary was co
mpleted?:

NO

2.e Symptom:

Date Location User Value Reason

Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

2.f

Date Location User Value Reason

09
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Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Symptom:: DI

A
R
R
H
E
A

Were fever or
systemic symp
toms present
on the last da
y the Subject
Diary was co
mpleted?:

N
O

Initial Entry
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2.f Symptom:

Date Location User Value Reason

Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Symptom:: NEW

OR
WOR
SENE
D M
USCL
E PAI
N

Initial Entry

09
01

77
e1

96
ae

2f
56

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0136249



Page 140 of 225

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Were fever
or systemic
symptoms
present on
the last day
the Subject
Diary was
completed?
:

NO

2.g Symptom:

Date Location User Value Reason

Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NEW OR WORSE
NED MUSCLE PA
IN

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

2.h

Date Location User Value Reason09
01
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Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Symptom:: NEW

OR
WOR
SEN
ED J
OINT
PAIN

Were fever
or systemic
symptoms
present on t
he last day
the Subject
Diary was c
ompleted?:

NO

Initial Entry

09
01

77
e1

96
ae

2f
56
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.h Symptom:

Date Location User Value Reason

Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NEW OR WORSE
NED JOINT PAIN

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason

09
01

77
e1
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2f
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\F
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Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
LEFT

Initial Entry

5.a

Date Location User Value Reason

Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Injection Site
Reaction::

R
E
D
N
ES
S

Were injectio
n site reaction
s present on t
he last day the
Subject Diary
was complete
d?:

N
O

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
REDNESS

Initial Entry

09
01
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ae
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al
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Injection Site
Reaction::

SW
EL
LI
NG

Were injectio
n site reaction
s present on t
he last day th
e Subject Dia
ry was compl
eted?:

NO

Initial Entry

09
01

77
e1

96
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5.b Injection Site Reaction:

Date Location User Value Reason

Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Injection Sit
e Reaction::

PAI
N A
T IN
JEC
TIO
N SI
TE

Initial Entry

09
01
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e1
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Were injecti
on site reacti
ons present
on the last d
ay the Subje
ct Diary was
completed?:

NO

5.c Injection Site Reaction:

Date Location User Value Reason

Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
PAIN AT INJECTI
ON SITE

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-27-2020
14:06:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

09
01
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Back to Form

1. Date:

Date Location User Value Reason

Aug-27-2020
14:06:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/27/2020

Initial Entry

2.a

Date Location User Value Reason

Aug-27-2020
14:06:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Record Id
entifier::

1

Temperat
ure:

36.5

Temperat
ure Unit:

C

Temperat
ure Locati
on::

ORAL
CAVIT
Y

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Aug-27-2020
14:06:53
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
1

Initial Entry
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& Canada)

2.a Temperature:

Date Location User Value Reason

Aug-27-2020
14:06:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
36.5

Initial Entry

2.a Unit:

Date Location User Value Reason

Aug-27-2020
14:06:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
C

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Aug-27-2020
14:06:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
ORAL CAVITY

Initial Entry

09
01

77
e1

96
ae

2f
56

\F
in

al
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Back to Form

1. Lab Panel:

Date Location User Value Reason

Aug-27-2020
14:07:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Aug-27-2020
14:07:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Aug-27-2020
14:07:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/27/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason
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Aug-27-2020
14:07:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Aug-27-2020
14:07:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Aug-27-2020
14:07:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

113

Test:: Choriogon
adotropin
Beta_PX11
3

Result:: NEGATIV
E

Not Done
::

Initial Entry

6.a Sponsor ID:

09
01

77
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Date Location User Value Reason

Aug-27-2020
14:07:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Aug-27-2020
14:07:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Choriogonadotropin
Beta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Aug-27-2020
14:07:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NEGATIVE

Initial Entry
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Back to Form

1. Data Origin

Date Location User Value Reason

Aug-27-2020
14:07:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-27-2020
14:07:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-27-2020
17:31:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Aug-27-2020
14:07:11
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

'Sample
Collected?' is
Yes, however09

01
77
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Aug-27-2020
14:07:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Date of Collectio
n:

Aug/27/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-27-2020
17:31:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BN622
8

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-27-2020
17:31:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BN6228

Initial Entry
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Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-27-2020
14:07:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-27-2020
14:07:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-27-2020
14:07:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01
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Aug-27-2020
14:07:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/27/2020 13:30

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-27-2020
14:07:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-27-2020
14:07:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Aug-27-2020
14:07:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-27-2020
14:07:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Aug-27-2020
14:07:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

09
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Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-24-2020
15:25:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sep/24/2020

Initial Entry

09
01

77
e1

96
ae

2f
56

\F
in

al
\F

in
al

 O
n:

 0
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History
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom:: F

E
V
E
R

Were fever or s
ystemic sympto
ms present on t
he last day the S
ubject Diary wa
s completed?:

N
O

Initial Entry

2.a Symptom:

Date Location User Value Reason

09
01

77
e1

96
ae

2f
56

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr
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02
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03
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Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
FEVER

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom:: FA

TI
G
U
E

Were fever or s
ystemic sympto
ms present on t
he last day the
Subject Diary
was completed?
:

N
O

Initial Entry

09
01

77
e1

96
ae

2f
56

\F
in

al
\F

in
al

 O
n:

 0
1-

A
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.b Symptom:

Date Location User Value Reason

Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom:: HE

A
D
AC
HE

Initial Entry

09
01

77
e1

96
ae

2f
56

\F
in

al
\F

in
al

 O
n:
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Were fever or s
ystemic sympto
ms present on t
he last day the
Subject Diary
was completed
?:

N
O

2.c Symptom:

Date Location User Value Reason

Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Sep-24-2020
15:26:14

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom:: C

Initial Entry

09
01

77
e1

96
ae

2f
56

\F
in

al
\F

in
al
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SYMPTOM RESOLVED DATES - eCRF Audit Trail
History
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

HI
L
L
S

Were fever or s
ystemic sympto
ms present on t
he last day the
Subject Diary w
as completed?:

N
O

2.d Symptom:

Date Location User Value Reason

Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2.e

Date Location User Value Reason

09
01

77
e1

96
ae

2f
56

\F
in

al
\F

in
al

 O
n:
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom:: VO

MI
TI
NG

Were fever or s
ystemic sympt
oms present on
the last day the
Subject Diary
was completed
?:

NO

Initial Entry

2.e Symptom:

Date Location User Value Reason

Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

2f
56

\F
in

al
\F

in
al

 O
n:

 0
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2.f

Date Location User Value Reason

Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom:: DI

A
RR
HE
A

Were fever or s
ystemic sympto
ms present on t
he last day the
Subject Diary
was completed
?:

N
O

Initial Entry

09
01

77
e1

96
ae

2f
56

\F
in

al
\F

in
al

 O
n:
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.f Symptom:

Date Location User Value Reason

Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom:: NEW

OR W
ORSE
NED
MUS
CLE P
AIN

Initial Entry

09
01

77
e1

96
ae

2f
56

\F
in

al
\F

in
al
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Were fever
or systemic
symptoms p
resent on th
e last day th
e Subject Di
ary was com
pleted?:

NO

2.g Symptom:

Date Location User Value Reason

Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEW OR WORSEN
ED MUSCLE PAIN

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2.h

Date Location User Value Reason

Sep-24-2020 ACV0PFEINFP6000  Scott Salmon Data Entry: Initial Entry09
01

77
e1

96
ae

2f
56

\F
in

al
\F

in
al

 O
n:

 0
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15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.ssalmon) Symptom:: NEW
OR W
ORSE
NED
JOIN
T PAI
N

Were fever o
r systemic sy
mptoms pre
sent on the l
ast day the S
ubject Diary
was complet
ed?:

NO

09
01

77
e1

96
ae

2f
56

\F
in

al
\F

in
al

 O
n:

 0
1-
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2.h Symptom:

Date Location User Value Reason

Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEW OR WORSEN
ED JOINT PAIN

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason

09
01

77
e1

96
ae

2f
56

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0136278



Page 169 of 225

***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
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Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
LEFT

Initial Entry

5.a

Date Location User Value Reason

Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Injection Site R
eaction::

RE
D
N
ES
S

Were injection
site reactions p
resent on the la
st day the Subj
ect Diary was c
ompleted?:

N
O

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
REDNESS

Initial Entry

09
01

77
e1

96
ae

2f
56

\F
in

al
\F

in
al
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5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Injection Site
Reaction::

SW
EL
LI
NG

Were injection
site reactions p
resent on the l
ast day the Su
bject Diary wa
s completed?:

NO

Initial Entry

09
01

77
e1

96
ae

2f
56

\F
in

al
\F

in
al
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5.b Injection Site Reaction:

Date Location User Value Reason

Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Injection Site
Reaction::

PAI
N A
T IN
JEC
TIO
N SI
TE

Initial Entry

09
01

77
e1

96
ae

2f
56

\F
in

al
\F

in
al
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Were injectio
n site reactio
ns present on
the last day t
he Subject Di
ary was com
pleted?:

NO

5.c Injection Site Reaction:

Date Location User Value Reason

Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
PAIN AT INJECTIO
N SITE

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-24-2020
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

2f
56

\F
in

al
\F

in
al

 O
n:
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Back to Form

1. Data Origin

Date Location User Value Reason

Sep-24-2020
15:26:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-24-2020
15:26:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-25-2020
07:59:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto
Query

Sep-25-2020
03:46:18
(UTC-05:00)

ACV0PFEINFP6000  Roshni Nair
(pfe.nairr29)

Query 1: Opened 'Sample
Collected?' is
Yes, however09
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Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Sep-24-2020
15:26:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Sep-24-2020
15:26:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection
:

Sep/24/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-25-2020
07:59:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BRG2C
0

Initial Entry

5.a Sample ID

Date Location User Value Reason09
01
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Sep-25-2020
07:59:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BRG2C0

Initial Entry

5.b

Date Location User Value Reason

Sep-25-2020
07:59:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BRG2C
1

Initial Entry

5.b Sample ID

Date Location User Value Reason

Sep-25-2020
07:59:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BRG2C1

Initial Entry

5.c

Date Location User Value Reason

Sep-25-2020
07:59:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BRG2C
2

Initial Entry
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5.c Sample ID

Date Location User Value Reason

Sep-25-2020
07:59:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BRG2C2

Initial Entry

5.d

Date Location User Value Reason

Sep-25-2020
08:18:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BS6Z4
J

Initial Entry

5.d Sample ID

Date Location User Value Reason

Sep-25-2020
08:18:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BS6Z4J

Initial Entry

5.e

Date Location User Value Reason

Sep-25-2020
08:18:10

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Sample I BS6Z4

Initial Entry09
01
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(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) D: K

5.e Sample ID

Date Location User Value Reason

Sep-25-2020
08:18:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BS6Z4K

Initial Entry
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Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Sep-24-2020
15:27:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sep/24/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Sep-24-2020
15:27:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Sep-24-2020
15:27:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
COMPLETED

Initial Entry
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Back to Form

Date Location User Value Reason

Dec-23-2020
12:55:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Matthew
Stephens
(pfe.mstephens)

Form Created
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Back to Form

1. Category:

Date Location User Value Reason

Dec-23-2020
12:55:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Dec-23-2020
12:55:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-23-2021
13:16:37
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Closed Response
satisfies query

Feb-11-2021
16:21:51
(UTC-05:00)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answere
d

UPDATED
PER CRC
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Eastern Time
(US & Canada)

Feb-02-2021
14:27:57
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Opened Clinical Please
submit a SAE
safety
followup
specifying how
long subject's
presenting Lt
arm pain,
swelling,
discoloration
was present
prior to ER
visit on
20Dec20

Dec-23-2020
12:55:23
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
LEFT ARM DEE
P VEIN THROM
BOSIS

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Feb-23-2021
13:12:45
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Closed Response
satisfies query

Feb-11-2021
16:24:01

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answer
ed

SAE AND AE
CRF ARE
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(UTC-05:00)
Eastern Time
(US & Canada)

CURRENTLY
ONGOING.

Feb-02-2021
14:26:26
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Opened Clinical
Followup -
please review
for End date,
and report to
both SAE and
on AE CRF if
available

Dec-23-2020
12:55:23
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Dec/20/2020 UN
K:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Dec-23-2020
12:55:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Dec-23-2020
12:55:23
(UTC-05:00)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
3

Initial Entry
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Eastern Time (US
& Canada)

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Jan-20-2021
21:55:06
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Closed Response
satisfies query

Jan-18-2021
14:58:52
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica Cooper
(pfe.mcooper)

Query 2: Answer
ed

FOLLOW UP
SAE FORM
SUBMITTED;
CONFIRMED
NO HOSPITAL
COVID TEST
PERFORMED

Jan-11-2021
21:16:09
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Reissue
d:Opened

Clinical – Thank
you. If NO
hospital COVID
test was
performed is
known, please
submit this09
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information on a
follow-up SAE
form, as
pertinent
information for
this trial.

Dec-31-2020
02:18:04
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Dec-28-2020
09:04:23
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 2: Answer
ed

PER CRC NO
COVID TEST
WAS
PERFORMED
PER MEDICAL
RECORDS
RECIEVED.

Dec-23-2020
15:15:37
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Opened Clinical COVID
test status
(yes/no) during
Hospitalization
was not reported
in the SAE.
Please submit a
follow-up SAE
form
[#2020506317]
to document if
COVID testing
was performed
(YES/NO or info09
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not available)
and if yes, the
date and results.

Dec-23-2020
12:55:23
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candid
ate

For AE LEFT
ARM DEEP
VEIN
THROMBOSIS:
Response to "Is
the adverse
event serious?"
is 'Yes' but
"Serious
Adverse Event
Number" is
blank.

Dec-23-2020
12:55:23
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Is this serious e
vent associated
with congenital
anomaly or birt
h defect?

NO

Did this serious
event result in
death?

NO

Did this serious
event require o

Initial Entry
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r prolong hospi
talization?

YES

Did this serious
event result in
persistent or si
gnificant disabi
lity/incapacity?

NO

Is this serious e
vent life threate
ning?

NO

Other medicall
y important ser
ious event

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Dec-23-2020
12:55:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry
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9. Is this event related to study treatment:

Date Location User Value Reason

Jan-13-2021
19:02:29
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Closed Response
satisfies query

Jan-12-2021
20:49:00
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answere
d

Transcription
Error

Jan-12-2021
20:49:00
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT RELATED

If Not Related to
study treatment(s
), this event is du
e to:

OTHER

If Other, speci
fy:

UNKOWN

Transcription
Error

Jan-11-2021
21:19:08
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Reissued
:Opened

Clinical Thank
you. If no
Other reason
for Lt. arm
DVT is known,
then 'Other'
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reasons is
Unknown

Dec-28-2020
09:16:01
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answere
d

PER CRC,
NOTHING IN
MEDICAL
RECORDS OF
OTHER
ONSET
CONDITION
FOR DVT.

Dec-23-2020
15:17:40
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Opened Clinical Other
condition
which might be
related to onset
of DVT cannot
be DVT. SAE
report does
state that Yaz
was
discontinued as
a result of this
SAE; please
review and
update OTHER
relationship, if
appropriate

Dec-23-2020
12:55:23
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NOT RELATED

If Not Related to
study treatment(s
), this event is du
e to:

Initial Entry
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

OTHER

If Other, speci
fy:

DEEP VEI
N THROM
BOSIS

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Dec-23-2020
12:55:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NOT APPLICABL
E

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Dec-23-2020
12:55:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Dec-23-2020 ACV0PFEINFP6000  Matthew Data Entry: Initial Entry09
01

77
e1

96
ae

2f
56

\F
in

al
\F

in
al
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

12:55:23
(UTC-05:00)
Eastern Time (US
& Canada)

Stephens
(pfe.mstephens)

NO

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Dec-23-2020
12:55:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
RECOVERING/RE
SOLVING

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Dec-23-2020
12:55:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Dec-31-2020
02:18:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020506317

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-25-2021
08:22:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/22/2021

Initial Entry

09
01

77
e1

96
ae

2f
56

\F
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\F
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION -
eCRF Audit Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Jan-25-2021
08:22:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Participant is willing
to return for Vaccinat
ion 3

Participant is:

eligible per local/
national recomme
ndations and confi
rmed to have recei
ved only placebo
at Vaccination 1/2

Initial Entry

09
01
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e1
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Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Jan-25-2021
08:22:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/22/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Jan-25-2021
08:22:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ASSESS ELIGIBILI
TY FOR ADDITION
AL VACCINATION

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-03-2021
07:45:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/2/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER
VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Feb-03-2021
07:46:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
OBTAINED

Date Written Conse
nt Obtained

Feb/2/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Feb-03-2021
07:47:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/2/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Feb-03-2021
07:47:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
REPEAT SCREENING
1

Initial Entry

3. Status:

Date Location User Value Reason

Feb-03-2021
07:47:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Feb-03-2021
07:47:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Feb-03-2021
07:47:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Feb-03-2021
07:47:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/2/2021

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-03-2021
07:47:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Feb-03-2021
07:47:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Feb-03-2021
07:47:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

113

Test:: Choriogon
adotropin
Beta_PX11
3

Result:: NEGATIV
E

Not Done
::

Initial Entry

6.a Sponsor ID:
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Feb-03-2021
07:47:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Feb-03-2021
07:47:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Choriogonadotropin
Beta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Feb-03-2021
07:47:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-03-2021
07:47:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-03-2021
07:47:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-03-2021
09:07:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Feb-03-2021
07:47:34
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
2f

56
\F

in
al

\F
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al
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n:
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Feb-03-2021
07:47:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection
:

Feb/2/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-03-2021
09:07:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID
:

BSLRP
C

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-03-2021
09:07:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BSLRPC

Initial Entry

5.b
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2f
56

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0136311



Page 202 of 225

***Confidential***

Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Feb-03-2021
09:07:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID
:

BSLRP
D

Initial Entry

5.b Sample ID

Date Location User Value Reason

Feb-03-2021
09:07:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BSLRPD

Initial Entry

5.c

Date Location User Value Reason

Feb-03-2021
09:07:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample I
D:

BRBRC
R

Initial Entry
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Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sample ID

Date Location User Value Reason

Feb-03-2021
09:07:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BRBRCR

Initial Entry

5.d

Date Location User Value Reason

Feb-03-2021
09:07:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample I
D:

BRBRC
S

Initial Entry

5.d Sample ID

Date Location User Value Reason

Feb-03-2021
09:07:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BRBRCS

Initial Entry

5.e

Date Location User Value Reason

Feb-03-2021
09:07:44

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample I BRBRC

Initial Entry09
01

77
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\F
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

D: T

5.e Sample ID

Date Location User Value Reason

Feb-03-2021
09:07:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BRBRCT

Initial Entry

09
01

77
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-03-2021
07:47:48
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-03-2021
07:47:48
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-03-2021
09:08:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Feb-03-2021
07:47:48
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
2f

56
\F

in
al

\F
in

al
 O

n:
 0
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Feb-03-2021
07:47:48
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection
:

Feb/2/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-03-2021
09:08:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID
:

BRBRV
J

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-03-2021
09:08:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BRBRVJ

Initial Entry
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Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Feb-03-2021
07:49:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Feb-03-2021
07:49:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Feb-03-2021
07:49:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
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ae
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\F
in

al
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al
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Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-03-2021
07:49:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/2/2021 14:45

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Feb-03-2021
07:49:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Feb-03-2021
07:49:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
RIGHT

Initial Entry

7. Route:

Date Location User Value Reason

Feb-03-2021
07:49:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

8. Actual Dose:

Date Location User Value Reason

Feb-03-2021
07:49:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Feb-03-2021
07:49:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Feb-03-2021
07:49:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Feb-03-2021
07:49:20

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry09
01

77
e1
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ae
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Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-01-2021
08:57:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/25/2021

Initial Entry
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Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Mar-01-2021
08:57:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Mar-01-2021
08:57:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Mar-01-2021
08:57:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/25/2021

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason
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Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Mar-01-2021
08:57:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Mar-01-2021
08:57:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Mar-01-2021
08:57:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

113

Test:: Choriogon
adotropin
Beta_PX11
3

Result:: NEGATIV
E

Not Done
::

Initial Entry

6.a Sponsor ID:
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Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Mar-01-2021
08:57:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Mar-01-2021
08:57:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Choriogonadotropin
Beta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Mar-01-2021
08:57:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEGATIVE

Initial Entry
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Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Mar-01-2021
08:58:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Mar-01-2021
08:58:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-02-2021
15:20:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto
Query

Mar-02-2021
04:53:41
(UTC-05:00)

ACV0PFEINFP6000  Roshni Nair
(pfe.nairr29)

Query 1: Opened 'Sample
Collected?' is
Yes, however09
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SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Mar-01-2021
08:58:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Mar-01-2021
08:58:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection
:

Feb/25/2021

Initial Entry

5.a

Date Location User Value Reason

Mar-02-2021
15:20:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BR64J
1

Initial Entry

5.a Sample ID

Date Location User Value Reason09
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Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Mar-02-2021
15:20:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BR64J1

Initial Entry

09
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ae
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Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Mar-01-2021
08:58:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Mar-01-2021
08:58:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Mar-01-2021
08:58:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01
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ae
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Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Mar-01-2021
08:58:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/25/2021 14:15

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Mar-01-2021
08:58:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Mar-01-2021
08:58:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
RIGHT

Initial Entry

7. Route:

Date Location User Value Reason

Mar-01-2021
08:58:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

8. Actual Dose:

Date Location User Value Reason

Mar-01-2021
08:58:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Mar-01-2021
08:58:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Mar-01-2021
08:58:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Mar-01-2021
08:58:37

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry09
01
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ae
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(UTC-05:00)
Eastern Time (US
& Canada)
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject Status

Date Location User Value Reason

Sep-24-2020
15:27:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Aug-06-2020
15:48:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDO
MIZED

Initial Entry

Aug-06-2020
14:06:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Jan-11-2021
21:19:54
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2:
Closed

location and side of DVT
reported to SAE

Dec-31-2020 ACV0PFEINFP6000  Ricell Ann Query 1: Response satisfies query09
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

02:18:50
(UTC-05:00)
Eastern Time
(US &
Canada)

Piojo
(pfe.quitor)

Closed

Dec-28-2020
08:54:32
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1:
Answere
d

SAE WAS ADDED TO AE
CRF PAGE.

Dec-22-2020
17:15:01
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2:
Opened

CLINICAL Please report
the location & side for the
SAE event of DVT, as part
of the event term, to
characterize unilaterality
and upper extremity
involvement

Dec-22-2020
09:32:04
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1:
Opened

SAE
RECON:AER#2020506317
Deep vein thrombosis was
reported as serious in
Safety database but missing
in AE CRF. Please confirm
and update CRF. If safety
update is required, submit a
follow-up SAE Form.

Sep-24-2020
15:27:00
(UTC-05:00)
Eastern Time
(US &

ACV0PFEINFP6000  auto calc
(autocalc)

Data En
try:
Sep/24/2
020

Initial Entry
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Canada)

Aug-06-2020
15:48:25
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data En
try:
Aug/6/2
020

Initial Entry

Aug-06-2020
14:06:06
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data En
try:
Aug/6/2
020

Initial Entry
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Casebook Signature

Date Location User Value Reason

Sep-14-2020
16:25:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Click Here to Enable

Initial Entry
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Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per
protocol amendment 5, STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response
- Protocol version

24 JUL 2020

2. Select appropriate response
- What cohort does the
subject belong to?

STAGE 3 COHORTS
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Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Aug/13/2020
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Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Demography

1. Subject ID [10131165]

2. Birth Date: 1992

3. Sex: MALE

4. Ethnicity: HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that
apply):

WHITE

6. Racial Designation:
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Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/13/2020

2. Erroneous Visit
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Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Aug/13/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[ELEVATED TRIGLYCERIDES]

Start Date: UNK/UNK/2018

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[GENITAL HERPES]

Start Date: Aug/10/2019

Ongoing: YES

1.c Line/MH Number: [3]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[SEASONAL ALLERGIES]

Start Date: UNK/UNK/1982

Ongoing: YES
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.d Line/MH Number: [4]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[VAPING]

Start Date: UNK/UNK/2016

Ongoing: YES
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Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Aug/13/2020

2. Weight: [86.0]

3. Unit: kg

4. Height: [183.0]

5. Unit: cm

6. Body Mass Index: [25.7]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [35.8]

Unit: C

Temperature Location: ORAL CAVITY
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Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition

1. Randomization Date : Aug/13/2020

2. Randomization Number: [48413]

3. Randomization Group: [ ]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Aug/13/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPYW9Z]

5.b Sample ID [BPYWB0]

5.c Sample ID [BPYWB1]

5.d Sample ID [BNWHGG]

5.e Sample ID [BNWHGH]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/13/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BM8S3Z]
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Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/13/2020 10:36

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response
- Reactogenicity diary
collection

YES - REACTOGENICITY E-DIARY COLLECTED FOR
THIS SUBJECT

09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0136349



Page 15 of 191

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/2/2020

2. Erroneous Visit
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Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat
fever/pain given on the last
day the Subject Diary was
completed?

NO

2.a Symptom: FEVER

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO
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SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.d Symptom: CHILLS

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.e Symptom: VOMITING

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.f Symptom: DIARRHEA

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

3. Injection Site Location: DELTOID MUSCLE
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Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4. Injection Site Body Side: LEFT

5.a Injection Site Reaction: REDNESS

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO

5.b Injection Site Reaction: SWELLING

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO

09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0136353



Page 19 of 191

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Sep/2/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [36.4]

Unit: C

Temperature Location: ORAL CAVITY
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Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/2/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BN625V]
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Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/2/2020 14:10

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/30/2020

2. Erroneous Visit
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat
fever/pain given on the last
day the Subject Diary was
completed?

NO

2.a Symptom: FEVER

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.d Symptom: CHILLS

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.e Symptom: VOMITING

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.f Symptom: DIARRHEA

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

3. Injection Site Location: DELTOID MUSCLE
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4. Injection Site Body Side: LEFT

5.a Injection Site Reaction: REDNESS

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO

5.b Injection Site Reaction: SWELLING

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Sep/30/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRG2H6]

5.b Sample ID [BRG2H7]

5.c Sample ID [BRG2H8]

5.d Sample ID [BS6Z7B]

5.e Sample ID [BS6Z7C]
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Visit: V4_MONTH6_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/24/2021

2. Erroneous Visit
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Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Feb/24/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BV09X8]

5.b Sample ID [BV09X9]

5.c Sample ID [BV09XB]

5.d Sample ID [BS49D0]

5.e Sample ID [BS49D1]
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Visit: V5_MONTH12_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V5_MONTH12_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]

09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0136365



Page 31 of 191

***Confidential***

 

Header Text: c4591001

Visit: V6_MONTH24_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V6_MONTH24_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19

Form Version: 20-Feb-2021 02:17 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom
Started:

//

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]

Health Care Utilization

3. Has the subject been
hospitalized due to potential
COVID-19 illness?
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained
for Potential COVID-19
Illness?

3. Toxicity Grade:
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Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: Unplanned - New Unscheduled
Visit

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: Unplanned - New Unscheduled
Visit

Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Unplanned Assessments

1. Assessments
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Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Sep/30/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Visit: POT_COVID_REPEAT_SWAB
- New Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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# Category
AE Ide
ntifier

Adverse Event Start Date
Is the Adverse Eve

nt Still Ongoing
Form Instan

ce

 1. ADVERSE
EVENT 

1  Pulmonary Emb
olism Bilateral 

Dec/14/2020
UNK:UNK 

YES  Repeating
Pages
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[Pulmonary Embolism Bilateral]

4. Start Date Time: Dec/14/2020 UNK:UNK

5. Is the adverse event still
ongoing?

YES

6. Toxicity Grade: 3
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7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

YES

Is this serious event associated with congenital anomaly or
birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant
disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[Vaping and sedentary lifestyle]

10. Latest Action Taken with
Study Treatment:
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11. Was a Concomitant
Medication given?

YES

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of
this adverse event?:

RECOVERING/RESOLVING

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[2020503549]
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#
Categ

ory
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n Error

Start
Date

Is the medication erro
r Still Ongoing

Study Medication
Errors Action

Form Instan
ce

 1.           Repeating
Pages
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Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with
Study Treatment:

6. Was a Concomitant
Medication given?

7. Was a Non-Drug Treatment
given?

8. Did the Medication Error
cause the subject to be
discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]

09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0136387



Page 53 of 191

***Confidential***

 

Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defin
ed Identifier

Category for
Medication

Concomitant Medica
tions Pre-specified

Name of M
edication

Start
Date

Form Instan
ce
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Pages
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Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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#
Sponsor-Defi
ned Identifier

Category for
Medication

Concomitant Medic
ations Pre-specified

Name of
Medicatio

n

Dose Des
cription

Form Instan
ce
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Pages
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Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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#
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Treatment Ide
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Back to Form

Radiation Treatment

1. Category:

2. What is the treatment
Identifier?

[ ]

3. Concomitant Non-drug
Treatment Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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# Transfusion Type Date of Transfusion Form Instance

 1.     Repeating Pages

09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0136394



Page 60 of 191

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:

09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0136397



Page 63 of 191

***Confidential***

 

Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---
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Vaccination

1. Was there a temporary
delay of vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Informed Consent - Asymptomatic Surveillance

1. Consent Was:
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/20/2021

2. Erroneous Visit
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eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response
- Is participant willing to
return for Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible and NOT confirmed to have received only placebo at
Vaccination 1/2
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Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Jan/20/2021

2. Primary Reason for
Unblinding:

ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Withdrawal Of Consent

1. Withdrawal of Consent
Date :

//
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Death Details

1. Date of Collection /
Notification of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Sep/30/2020
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Michael
Dever 

Approved Mar-04-2021 07:04:20 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Comments

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Aug-13-2020 14:24:34
(UTC-05:00) Eastern Time (US &
Canada)

Matthew
Stephens
(pfe.mstephens)

Not Applicable
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Michael
Dever 

Approved Mar-04-2021 07:04:20 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Scott
Salmon 

N/A Feb-25-2021 13:39:17 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Patricia
Brown 

Approved Feb-25-2021 13:38:16 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Affidavit:
By my dated signature below, I, PatriciaBrown, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Scott
Salmon 

N/A Feb-11-2021 13:48:21 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael
Dever 

Approved Jan-26-2021 07:45:04 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Scott
Salmon 

N/A Jan-25-2021 08:09:17 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael
Dever 

Approved Jan-21-2021 08:41:42 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Matthew
Stephens 

N/A Dec-18-2020 14:00:05 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael
Dever 

Approved Oct-02-2020 11:51:21 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Scott
Salmon 

N/A Sep-30-2020 17:11:05 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael
Dever 

Approved Sep-15-2020 06:25:12 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Aug-13-2020
14:23:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Aug-13-2020
14:23:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
STAGE 3 COHOR
TS

Initial Entry
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Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Aug-13-2020
14:24:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
OBTAINED

Date Written Cons
ent Obtained

Aug/13/2020

Initial Entry
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Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject ID

Date Location User Value Reason

Aug-13-2020
14:23:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10131165

Item copied
from previous
form

2. Birth Date:

Date Location User Value Reason

Aug-13-2020
14:23:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1992

Enrollment
Entry

3. Sex:

Date Location User Value Reason

Aug-13-2020
14:24:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
MALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason09
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Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-13-2020
14:24:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
HISPANIC OR LA
TINO(A) OR OF S
PANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Aug-13-2020
14:24:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
WHITE

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-13-2020
14:24:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/13/2020

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Aug-13-2020
14:24:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/13/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Aug-13-2020
14:24:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Aug-13-2020
14:24:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Aug-13-2020
14:25:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

1

Medical
History
Term:

ELEVATE
D TRIGLY
CERIDES

Start Dat
e:

UNK/UNK/
2018

Ongoing
:

YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Aug-13-2020
14:25:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Feb-15-2021
18:55:55
(UTC-05:00)

ACV0PFEINFP6000  Hao Hu
(pfe.huh17)

Query 1: Closed Response
satisfies query
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

Feb-11-2021
13:48:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answere
d

VAPING
ADDED TO
MED HX

Feb-07-2021
19:20:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Hao Hu
(pfe.huh17)

Query 1: Opened ClinQuery:
Please add
'Vaping' in
medical
history,
thanks!

Aug-13-2020
14:25:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
ELEVATED TRIG
LYCERIDES

Initial Entry

1.a Start Date:

Date Location User Value Reason

Aug-13-2020
14:25:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
UNK/UNK/2018

Initial Entry

1.a Ongoing:

Date Location User Value Reason09
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Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-13-2020
14:25:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

1.b

Date Location User Value Reason

Aug-13-2020
14:25:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

2

Medical Hi
story Term
:

GENITA
L HERPE
S

Start Date: Aug/10/2
019

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al

 O
n:
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.b Line/MH Number:

Date Location User Value Reason

Aug-13-2020
14:25:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-13-2020
14:25:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
GENITAL HERPE
S

Initial Entry

1.b Start Date:

Date Location User Value Reason

Aug-13-2020
14:25:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/10/2019

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Aug-13-2020
14:25:36

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
YES

Initial Entry09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al

 O
n:

 0
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens)

1.c

Date Location User Value Reason

Aug-13-2020
14:25:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

3

Medical
History T
erm:

SEASON
AL ALLE
RGIES

Start Dat
e:

UNK/UN
K/1982

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

2f
61

\F
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al
\F

in
al
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.c Line/MH Number:

Date Location User Value Reason

Aug-13-2020
14:25:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-13-2020
14:25:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
SEASONAL ALLE
RGIES

Initial Entry

1.c Start Date:

Date Location User Value Reason

Aug-13-2020
14:25:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
UNK/UNK/1982

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Aug-13-2020
14:25:50

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
YES

Initial Entry09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al

 O
n:
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Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens)

1.d

Date Location User Value Reason

Feb-11-2021
13:48:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

4

Medical His
tory Term:

VAPING

Start Date: UNK/U
NK/201
6

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al

 O
n:
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Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.d Line/MH Number:

Date Location User Value Reason

Feb-11-2021
13:48:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Feb-11-2021
13:48:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
VAPING

Initial Entry

1.d Start Date:

Date Location User Value Reason

Feb-11-2021
13:48:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
UNK/UNK/2016

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Feb-11-2021
13:48:21

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al

 O
n:
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Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Aug-13-2020
14:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/13/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Aug-13-2020
14:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
86.0

Initial Entry

3. Unit:

Date Location User Value Reason

Aug-13-2020
14:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
kg

Initial Entry

4. Height:

Date Location User Value Reason

09
01
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-13-2020
14:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
183.0

Initial Entry

5. Unit:

Date Location User Value Reason

Aug-13-2020
14:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Aug-13-2020
14:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
25.7

Initial Entry

7.a

Date Location User Value Reason

Aug-13-2020
14:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Record Id
entifier::

1

Temperat
ure:

35.8

Initial Entry

09
01

77
e1

96
ae

2f
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\F
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Temperat
ure Unit:

C

Temperat
ure Locati
on::

ORAL
CAVIT
Y

7.a Record Identifier:

Date Location User Value Reason

Aug-13-2020
14:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Aug-14-2020
08:16:41
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Closed Response
satisfies query

Aug-13-2020
14:28:02
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answere
d

CORRECT AS
RECORDED
PER SOURCE

Aug-13-2020
14:26:14
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Temperature
35.8 C is
outside of09

01
77

e1
96

ae
2f

61
\F
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time
(US & Canada)

Normal Range
36.1 - 37.5 C.

Aug-13-2020
14:26:14
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
35.8

Initial Entry

7.a Unit:

Date Location User Value Reason

Aug-13-2020
14:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
C

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Aug-13-2020
14:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
ORAL CAVITY

Initial Entry

09
01

77
e1

96
ae

2f
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\F
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Randomization Date :

Date Location User Value Reason

Aug-13-2020
14:27:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/13/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Aug-13-2020
14:27:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
48413

Initial Entry

09
01

77
e1

96
ae

2f
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\F
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al
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Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-13-2020
14:27:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-13-2020
14:27:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-13-2020
17:34:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Aug-13-2020
14:27:31
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
2f

61
\F
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Aug-13-2020
14:27:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Date of Collectio
n:

Aug/13/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-13-2020
17:34:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BPYW9
Z

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-13-2020
17:34:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BPYW9Z

Initial Entry

5.b

09
01

77
e1
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ae

2f
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\F
in

al
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 0
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Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Aug-13-2020
17:34:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BPYW
B0

Initial Entry

5.b Sample ID

Date Location User Value Reason

Aug-13-2020
17:34:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BPYWB0

Initial Entry

5.c

Date Location User Value Reason

Aug-13-2020
17:34:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BPYW
B1

Initial Entry

09
01

77
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2f
61
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sample ID

Date Location User Value Reason

Aug-13-2020
17:34:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BPYWB1

Initial Entry

5.d

Date Location User Value Reason

Aug-13-2020
17:35:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BNWH
GG

Initial Entry

5.d Sample ID

Date Location User Value Reason

Aug-13-2020
17:35:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BNWHGG

Initial Entry

5.e

Date Location User Value Reason

Aug-13-2020
17:35:06

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Sample I BNWH

Initial Entry09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al

 O
n:

 0
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IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) D: GH

5.e Sample ID

Date Location User Value Reason

Aug-13-2020
17:35:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BNWHGH

Initial Entry

09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al

 O
n:

 0
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-13-2020
14:27:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-13-2020
14:27:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-13-2020
17:35:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Aug-13-2020
14:27:39
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
2f

61
\F

in
al

\F
in

al
 O

n:
 0

1-
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Aug-13-2020
14:27:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Date of Collectio
n:

Aug/13/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-13-2020
17:35:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BM8S3
Z

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-13-2020
17:35:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BM8S3Z

Initial Entry

09
01

77
e1
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2f
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\F
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\F
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-13-2020
14:37:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-13-2020
14:37:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-13-2020
14:37:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
e1

96
ae

2f
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\F
in

al
\F

in
al
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-13-2020
14:37:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/13/2020 10:36

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-13-2020
14:37:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-13-2020
14:37:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Aug-13-2020
14:37:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

09
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-13-2020
14:37:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Aug-13-2020
14:37:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

09
01

77
e1

96
ae

2f
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\F
in

al
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Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Aug-13-2020
14:27:48
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES - REACTOGE
NICITY E-DIARY
COLLECTED FOR
THIS SUBJECT

Initial Entry

09
01

77
e1
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ae

2f
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-02-2020
16:35:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sep/2/2020

Initial Entry

09
01
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e1
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2f
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\F
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Symptom:: F

E
V
E
R

Were fever or
systemic symp
toms present o
n the last day t
he Subject Dia
ry was complet
ed?:

N
O

Initial Entry

2.a Symptom:

Date Location User Value Reason09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al

 O
n:

 0
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History
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
FEVER

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Symptom:: FA

TI
G
U
E

Were fever or
systemic symp
toms present o
n the last day t
he Subject Dia
ry was comple
ted?:

N
O

Initial Entry

09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al
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History
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.b Symptom:

Date Location User Value Reason

Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Sep-02-2020
16:37:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Symptom:: HE

A
D
A
C
HE

Initial Entry

09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al
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SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Were fever or
systemic symp
toms present
on the last da
y the Subject
Diary was co
mpleted?:

N
O

Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Symptom:: HE

A
D
A
C
HE

Were fever or
systemic symp
toms present
on the last da
y the Subject
Diary was co
mpleted?:

Initial Entry

09
01

77
e1

96
ae

2f
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\F
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Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.c Symptom:

Date Location User Value Reason

Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-02-2020
16:37:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Symptom:: C

HI
L
L
S

Initial Entry

09
01

77
e1
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History
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Were fever or
systemic symp
toms present o
n the last day t
he Subject Dia
ry was comple
ted?:

N
O

2.d Symptom:

Date Location User Value Reason

Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

2.e

Date Location User Value Reason

Sep-02-2020
16:36:31

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Symptom:: VO

Initial Entry

09
01
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History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) MI
TI
NG

Were fever or
systemic sym
ptoms present
on the last da
y the Subject
Diary was co
mpleted?:

NO

2.e Symptom:

Date Location User Value Reason

Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

2.f

Date Location User Value Reason

09
01

77
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SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Symptom:: DI

A
R
R
H
E
A

Were fever or
systemic symp
toms present
on the last da
y the Subject
Diary was co
mpleted?:

N
O

Initial Entry

09
01
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e1
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ae

2f
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History
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.f Symptom:

Date Location User Value Reason

Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Symptom:: NEW

OR
WOR
SENE
D M
USCL
E PAI
N

Initial Entry

09
01

77
e1

96
ae

2f
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\F
in

al
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al
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Were fever
or systemic
symptoms
present on
the last day
the Subject
Diary was
completed?
:

NO

2.g Symptom:

Date Location User Value Reason

Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NEW OR WORSE
NED MUSCLE PAI
N

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

2.h

Date Location User Value Reason09
01

77
e1
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ae
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al
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Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Symptom:: NEW

OR
WOR
SEN
ED J
OINT
PAIN

Were fever
or systemic
symptoms
present on t
he last day
the Subject
Diary was c
ompleted?:

NO

Initial Entry

09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0136460



Page 126 of 191

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.h Symptom:

Date Location User Value Reason

Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NEW OR WORSE
NED JOINT PAIN

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason

09
01
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Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
LEFT

Initial Entry

5.a

Date Location User Value Reason

Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Injection Site
Reaction::

R
E
D
N
ES
S

Were injection
site reactions
present on the
last day the S
ubject Diary
was completed
?:

N
O

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
REDNESS

Initial Entry

09
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5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Injection Site
Reaction::

SW
EL
LI
NG

Were injectio
n site reaction
s present on t
he last day th
e Subject Dia
ry was compl
eted?:

NO

Initial Entry

09
01

77
e1
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\F
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5.b Injection Site Reaction:

Date Location User Value Reason

Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Injection Sit
e Reaction::

PAI
N A
T IN
JEC
TIO
N SI
TE

Initial Entry

09
01

77
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Were injecti
on site reacti
ons present
on the last d
ay the Subje
ct Diary was
completed?:

NO

5.c Injection Site Reaction:

Date Location User Value Reason

Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
PAIN AT INJECTI
ON SITE

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-02-2020
16:36:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

09
01

77
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96
ae
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\F
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Back to Form

1. Date:

Date Location User Value Reason

Sep-02-2020
16:36:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sep/2/2020

Initial Entry

2.a

Date Location User Value Reason

Sep-02-2020
16:36:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Record Id
entifier::

1

Temperat
ure:

36.4

Temperat
ure Unit:

C

Temperat
ure Locati
on::

ORAL
CAVIT
Y

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Sep-02-2020
16:36:49
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
1

Initial Entry

09
01

77
e1

96
ae

2f
61

\F
in

al
\F
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al
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& Canada)

2.a Temperature:

Date Location User Value Reason

Sep-02-2020
16:36:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
36.4

Initial Entry

2.a Unit:

Date Location User Value Reason

Sep-02-2020
16:36:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
C

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Sep-02-2020
16:36:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
ORAL CAVITY

Initial Entry

09
01

77
e1

96
ae
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Back to Form

1. Data Origin

Date Location User Value Reason

Sep-02-2020
16:36:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-02-2020
16:36:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-02-2020
17:53:06
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Sep-02-2020
16:36:56
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
2f

61
\F

in
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in
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Eastern Time
(US & Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Sep-02-2020
16:36:56
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Date of Collectio
n:

Sep/2/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-02-2020
17:53:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BN625
V

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-02-2020
17:53:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BN625V

Initial Entry

09
01

77
e1
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ae

2f
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\F
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\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0136469



Page 135 of 191

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-02-2020
16:37:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-02-2020
16:37:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-02-2020
16:37:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
e1
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ae

2f
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\F
in

al
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in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0136470



Page 136 of 191

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-02-2020
16:37:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sep/2/2020 14:10

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-02-2020
16:37:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-02-2020
16:37:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Sep-02-2020
16:37:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

09
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10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-02-2020
16:37:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Sep-02-2020
16:37:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

09
01

77
e1

96
ae

2f
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\F
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Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-30-2020
17:11:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sep/30/2020

Initial Entry

09
01

77
e1

96
ae

2f
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\F
in

al
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in
al
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Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom:: F

E
V
E
R

Were fever or s
ystemic sympto
ms present on t
he last day the S
ubject Diary wa
s completed?:

N
O

Initial Entry

2.a Symptom:

Date Location User Value Reason

09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al
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n:
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Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
FEVER

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom:: FA

TI
G
U
E

Were fever or s
ystemic sympto
ms present on t
he last day the
Subject Diary
was completed?
:

N
O

Initial Entry

09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al

 O
n:

 0
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2.b Symptom:

Date Location User Value Reason

Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom:: HE

A
D
AC
HE

Initial Entry

09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al

 O
n:
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Were fever or s
ystemic sympto
ms present on t
he last day the
Subject Diary
was completed
?:

N
O

2.c Symptom:

Date Location User Value Reason

Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Sep-30-2020
17:11:39

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom:: C

Initial Entry

09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al
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(UTC-05:00)
Eastern Time (US
& Canada)

HI
L
L
S

Were fever or s
ystemic sympto
ms present on t
he last day the
Subject Diary w
as completed?:

N
O

2.d Symptom:

Date Location User Value Reason

Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2.e

Date Location User Value Reason

09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al

 O
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom:: VO

MI
TI
NG

Were fever or s
ystemic sympt
oms present on
the last day the
Subject Diary
was completed
?:

NO

Initial Entry

2.e Symptom:

Date Location User Value Reason

Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al

 O
n:
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2.f

Date Location User Value Reason

Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom:: DI

A
RR
HE
A

Were fever or s
ystemic sympto
ms present on t
he last day the
Subject Diary
was completed
?:

N
O

Initial Entry

09
01

77
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2f
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\F
in

al
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in
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.f Symptom:

Date Location User Value Reason

Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom:: NEW

OR W
ORSE
NED
MUS
CLE P
AIN

Initial Entry

09
01

77
e1

96
ae

2f
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\F
in

al
\F

in
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Were fever
or systemic
symptoms p
resent on th
e last day th
e Subject Di
ary was com
pleted?:

NO

2.g Symptom:

Date Location User Value Reason

Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEW OR WORSEN
ED MUSCLE PAIN

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2.h

Date Location User Value Reason

Sep-30-2020 ACV0PFEINFP6000  Scott Salmon Data Entry: Initial Entry09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al

 O
n:
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Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.ssalmon) Symptom:: NEW
OR W
ORSE
NED
JOIN
T PAI
N

Were fever o
r systemic sy
mptoms pre
sent on the l
ast day the S
ubject Diary
was complet
ed?:

NO

09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al

 O
n:
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2.h Symptom:

Date Location User Value Reason

Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEW OR WORSEN
ED JOINT PAIN

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason

09
01

77
e1

96
ae

2f
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\F
in

al
\F

in
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Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
LEFT

Initial Entry

5.a

Date Location User Value Reason

Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Injection Site R
eaction::

RE
D
N
ES
S

Were injection
site reactions p
resent on the la
st day the Subj
ect Diary was c
ompleted?:

N
O

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
REDNESS

Initial Entry

09
01

77
e1

96
ae

2f
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\F
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al
\F
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5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Injection Site
Reaction::

SW
EL
LI
NG

Were injection
site reactions p
resent on the l
ast day the Su
bject Diary wa
s completed?:

NO

Initial Entry

09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al

 O
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5.b Injection Site Reaction:

Date Location User Value Reason

Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Injection Site
Reaction::

PAI
N A
T IN
JEC
TIO
N SI
TE

Initial Entry

09
01

77
e1

96
ae

2f
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\F
in

al
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Were injectio
n site reactio
ns present on
the last day t
he Subject Di
ary was com
pleted?:

NO

5.c Injection Site Reaction:

Date Location User Value Reason

Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
PAIN AT INJECTIO
N SITE

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-30-2020
17:11:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al
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Back to Form

1. Data Origin

Date Location User Value Reason

Sep-30-2020
17:11:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-30-2020
17:11:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-01-2020
08:00:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto
Query

Oct-01-2020
05:09:44
(UTC-05:00)

ACV0PFEINFP6000  Roshni Nair
(pfe.nairr29)

Query 1: Opened 'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
2f

61
\F

in
al

\F
in

al
 O

n:
 0

1-
A
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Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Sep-30-2020
17:11:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Sep-30-2020
17:11:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection
:

Sep/30/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-01-2020
08:00:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BRG2H
6

Initial Entry

5.a Sample ID

Date Location User Value Reason09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al
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n:
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct-01-2020
08:00:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BRG2H6

Initial Entry

5.b

Date Location User Value Reason

Oct-01-2020
08:00:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BRG2H
7

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-01-2020
08:00:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BRG2H7

Initial Entry

5.c

Date Location User Value Reason

Oct-01-2020
08:00:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BRG2H
8

Initial Entry

09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al

 O
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sample ID

Date Location User Value Reason

Oct-01-2020
08:00:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BRG2H8

Initial Entry

5.d

Date Location User Value Reason

Oct-01-2020
08:00:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BS6Z7
B

Initial Entry

5.d Sample ID

Date Location User Value Reason

Oct-01-2020
08:00:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BS6Z7B

Initial Entry

5.e

Date Location User Value Reason

Oct-01-2020
08:00:46

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Sample I BS6Z7

Initial Entry09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al

 O
n:
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) D: C

5.e Sample ID

Date Location User Value Reason

Oct-01-2020
08:00:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BS6Z7C

Initial Entry

09
01

77
e1

96
ae

2f
61

\F
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\F
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al

 O
n:
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Header Text: c4591001

Visit: V4_MONTH6_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-25-2021
13:39:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/24/2021

Initial Entry

09
01

77
e1

96
ae

2f
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\F
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al
\F

in
al
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n:
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Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-25-2021
13:39:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-25-2021
13:39:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-01-2021
10:38:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto
Query

Feb-26-2021
06:25:24
(UTC-05:00)

ACV0PFEINFP6000  Roshni Nair
(pfe.nairr29)

Query 1: Opened 'Sample
Collected?' is
Yes, however09

01
77
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ae
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Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Feb-25-2021
13:39:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Feb-25-2021
13:39:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection
:

Feb/24/2021

Initial Entry

5.a

Date Location User Value Reason

Mar-01-2021
10:38:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BV09X
8

Initial Entry

5.a Sample ID

Date Location User Value Reason09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al
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Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Mar-01-2021
10:38:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BV09X8

Initial Entry

5.b

Date Location User Value Reason

Mar-01-2021
10:38:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BV09X
9

Initial Entry

5.b Sample ID

Date Location User Value Reason

Mar-01-2021
10:38:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BV09X9

Initial Entry

5.c

Date Location User Value Reason

Mar-01-2021
10:39:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BV09X
B

Initial Entry

09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al
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Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sample ID

Date Location User Value Reason

Mar-01-2021
10:39:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BV09XB

Initial Entry

5.d

Date Location User Value Reason

Mar-01-2021
10:39:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BS49D
0

Initial Entry

5.d Sample ID

Date Location User Value Reason

Mar-01-2021
10:39:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BS49D0

Initial Entry

5.e

Date Location User Value Reason

Mar-01-2021
10:40:02

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Sample I BS49D

Initial Entry09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al

 O
n:
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Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) D: 1

5.e Sample ID

Date Location User Value Reason

Mar-01-2021
10:40:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BS49D1

Initial Entry

09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
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n:
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit
Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Sep-30-2020
17:12:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sep/30/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Sep-30-2020
17:12:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Sep-30-2020
17:12:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Dec-18-2020
14:00:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Matthew
Stephens
(pfe.mstephens)

Form Created

09
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2f
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Not Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Dec-18-2020
14:00:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Dec-18-2020
14:00:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Mar-04-2021
11:35:35
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Closed Response
satisfies query

Mar-02-2021
10:59:33
(UTC-05:00)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Pulmonary Emb
olism Bilateral

New Information

09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Not Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time
(US & Canada)

Mar-01-2021
16:25:44
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 2: Answe
red

EDC WILL
UPDATE TO
BILATERAL
ONCE
INVESITGATOR
UPDATES SAE
FORM.

Mar-01-2021
15:07:37
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Reissu
ed:Opened

Clinical - as the
PE event was
bilateral; is the
event term which
needs updating
the term HERE
on the AE log
CRF (which does
not include
Bilateral)?

Mar-01-2021
12:04:18
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 2: Answe
red

CRC WILL
UPDATE SAE
REPORT AND
UPDATE
WHERE
APPLICABLE.

Feb-23-2021
13:11:11
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Opene
d

Clinical -
Followup; Event
term on AE CRF
remains PE and
event term on
SAE report09

01
77

e1
96

ae
2f

61
\F

in
al
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in

al
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Not Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(07Jan21 most
recent update)
remains
BILATERAL PE.
Please review,
harmonize
reporting, and
update where
applicable

Jan-21-2021
16:52:33
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kimberly
Forbus
(pfe.forbuk)

Query 1: Closed Response
satisfies query

Jan-21-2021
15:04:47
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answe
red

CORRECTED

Jan-20-2021
22:05:09
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Reissu
ed:Opened

Clinical SAE
event term is PE;
however, SAE
event term is
Bilateral PE.
Please review,
harmonize
reporting, and
update in the
applicable
location

Jan-20-2021 ACV0PFEINFP6000  auto query Query 1: Answe Transcription09
01

77
e1
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2f
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\F
in
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al
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Not Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

11:36:13
(UTC-05:00)
Eastern Time
(US & Canada)

(autoquery) red Error

Jan-20-2021
11:36:13
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Pulmonary Emb
olism

Transcription
Error

Jan-20-2021
08:13:49
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kimberly
Forbus
(pfe.forbuk)

Query 1: Opene
d

Source does not
report bi-lateral.
Please review
and update if
required

Dec-18-2020
14:00:05
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BILATERAL P
ULMONARY E
MBOLISM

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Dec-18-2020
14:00:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Dec/14/2020 UNK:
UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Not Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Jan-27-2021
15:08:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Samuel
Dychter
(pfe.dychts)

Query 1: Closed Response
satisfies query

Jan-22-2021
09:57:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answere
d

STILL
ONGOING
AT THIS
TIME

Jan-21-2021
16:41:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Samuel
Dychter
(pfe.dychts)

Query 1: Opened GPD Clin:
Please
re-confirm if
the event is
still ongoing
since it started
in mid-Dec
2020. If
ended, please
add date.

Dec-18-2020
14:00:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Dec-18-2020
14:00:05
(UTC-05:00)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
3

Initial Entry

09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0136506



Page 172 of 191

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Not Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Jan-12-2021
14:05:18
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Closed COVID test
reported as
negative on
14DEC20 in
SAE update on
07Jan21

Dec-28-2020
09:16:30
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 3: Answer
ed

PER CRC
NOTHING IN
MEDICAL
RECORDS IF
COVID TEST
WAS
PEFORMED.

Dec-23-2020
17:07:02
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Reissue
d:Opened

Clinical COVID
test status
(yes/no) during
Hosp was not
reported in the
SAE. Please09
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submit a
follow-up SAE
form
[#2020503549]
to document if
COVID testing
was performed
(YES/NO or
info not
available) and if
yes, the date and
results.

Dec-23-2020
12:50:34
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 4: Deleted Close Auto
Query

Dec-23-2020
12:50:34
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Is this serious e
vent associated
with congenital
anomaly or birt
h defect?

NO

Did this serious
event result in d
eath?

NO

Transcription
Error
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Did this serious
event require or
prolong hospita
lization?

YES

Did this serious
event result in p
ersistent or sign
ificant disabilit
y/incapacity?

NO

Is this serious e
vent life threate
ning?

NO

Other medically
important serio
us event

NO

Dec-23-2020
11:08:10
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 4: Candida
te

For AE
BILATERAL
PULMONARY
EMBOLISM:
Response to "Is
the adverse
event serious?"
is 'No' but
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"Serious
Adverse Event
Number" is
present.

Dec-23-2020
11:08:10
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Answer
ed

Transcription
Error

Dec-23-2020
11:08:10
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Transcription
Error

Dec-22-2020
06:44:11
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Dec-22-2020
01:19:18
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Lina Gaikwad
(pfe.gaikwl)

Query 2: Closed Response
satisfies query

Dec-21-2020
16:16:19
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Opened Clinical COVID
test status
(yes/no) during
Hosp was not
reported in the
SAE. Please
submit a
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follow-up SAE
form
[#2020503549]
to document if
COVID testing
was performed
(YES/NO or
info not
available) and if
yes, the date and
results.

Dec-18-2020
14:00:31
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 2: Answer
ed

Original value is
correct

Dec-18-2020
14:00:05
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened Is this adverse
event serious?'
is reported 'Yes',
but at least one
seriousness
criteria is
missing. Please
review and
update as
appropriate.

Dec-18-2020
14:00:05
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candida
te

For AE
BILATERAL
PULMONARY
EMBOLISM:
Response to "Is
the adverse09
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event serious?"
is 'Yes' but
"Serious
Adverse Event
Number" is
blank.

Dec-18-2020
14:00:05
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Is this serious e
vent associated
with congenital
anomaly or birt
h defect?

NO

Did this serious
event result in d
eath?

NO

Did this serious
event require or
prolong hospita
lization?

YES

Did this serious
event result in p
ersistent or sign
ificant disabilit
y/incapacity?

Initial Entry
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NO

Other medically
important serio
us event

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Dec-18-2020
14:00:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Feb-15-2021
18:55:55
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Hao Hu
(pfe.huh17)

Query 2: Closed Response satisfies
query

Feb-15-2021
10:48:15
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 2: Answe
red

Med Hx updated

09
01

77
e1

96
ae

2f
61

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0136513



Page 179 of 191

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Not Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-04-2021
19:12:36
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Hao Hu
(pfe.huh17)

Query 2: Reissu
ed:Opened

ClinQuery: please
document in the
medhx. thank you

Feb-03-2021
14:36:01
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 2: Answe
red

DOCUMENTED
IN THE
DEMOGRAPHIC
PAGE

Jan-21-2021
18:57:33
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Hao Hu
(pfe.huh17)

Query 2: Opene
d

ClinQuery:
Pulmonary
Embolism: the
causality states
this is related to
vaping, however,
subject does not
have a medhx of
vaping. Please
review/update as
appropriate.
Thanks

Jan-20-2021
21:48:34
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Closed Response satisfies
query

Jan-19-2021
15:24:21
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answe
red

updated per
corrected source
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Jan-19-2021
15:24:21
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica Cooper
(pfe.mcooper)

Data Entry:
NOT RELATED

If Not Related
to study treatm
ent(s), this eve
nt is due to:

OTHER

If Other, sp
ecify:

Vaping an
d sedentar
y lifestyle

updated per
corrected source

Jan-12-2021
14:07:28
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Reissu
ed:Opened

Clinical SAE
report (07Jan21
update) narrative
reports "Hospital
Physicians felt
event was due to
vaping and
sedentary
lifestyle.". Please
review &
harmonize
reporting or
report 'UNK', as
PE cannot cause
PE

Dec-28-2020
09:17:12
(UTC-05:00)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answe
red

PER CRC
NOTHING IN
MEDICAL
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Eastern Time
(US & Canada)

RECORDS.

Dec-23-2020
17:12:57
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Reissu
ed:Opened

Clinical Thank
you; however
please consider
what condition or
risk might place a
28 yr old at risk
for bilateral PE,
or unknown

Dec-23-2020
11:08:37
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answe
red

Original value is
correct

Dec-21-2020
11:27:16
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Opene
d

Clinical Event of
Bilateral PE
would not be
related in a causal
way to itself. If
Other cause for
event is known
please enter that;
if currently not
known please
enter Unknown.
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Back to Form

9. Is this event related to study treatment:

Date Location User Value Reason

Dec-18-2020
14:00:05
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NOT RELATED

If Not Related to s
tudy treatment(s),
this event is due to
:

OTHER

If Other, specif
y:

BILATERAL
PULMONAR
Y EMBOLIS
M

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Dec-18-2020
14:00:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NOT APPLICABL
E

Initial Entry

11. Was a Concomitant Medication given?
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Date Location User Value Reason

Dec-23-2020
17:08:15
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Closed Response
satisfies query

Dec-23-2020
11:09:47
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answer
ed

Transcription
Error

Dec-23-2020
11:09:47
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Transcription
Error

Dec-22-2020
19:33:21
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Opened Clinical Con
Med given for
event of
bilateral PE is
No; however,
SAE report
states subject
received
Eliquis. Please
review, and
update if
applicable.

Dec-18-2020
14:00:05

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
NO

Initial Entry
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(UTC-05:00)
Eastern Time
(US & Canada)

(pfe.mstephens)

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Dec-18-2020
14:00:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Dec-18-2020
14:00:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
RECOVERING/R
ESOLVING

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Dec-18-2020
14:00:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry
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15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Dec-22-2020
06:44:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020503549

Initial Entry
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1. Date of Visit

Date Location User Value Reason

Jan-25-2021
08:09:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/20/2021

Initial Entry
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eCRF Audit Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Jan-25-2021
08:09:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Participant is willing
to return for Vaccinat
ion 3

Participant is:

eligible and NOT
confirmed to have
received only plac
ebo at Vaccination
1/2

Initial Entry
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Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Jan-25-2021
08:09:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/20/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Jan-25-2021
08:09:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ASSESS ELIGIBILI
TY FOR ADDITION
AL VACCINATION

Initial Entry
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Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject Status

Date Location User Value Reason

Sep-30-2020
17:12:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Aug-13-2020
14:27:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDO
MIZED

Initial Entry

Aug-13-2020
14:24:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Sep-30-2020
17:12:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sep/30/2020

Initial Entry

Aug-13-2020
14:27:25

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/13/2020

Initial Entry
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Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

Aug-13-2020
14:24:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/13/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131165 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Casebook Signature

Date Location User Value Reason

Sep-14-2020
16:33:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Click Here to Enabl
e

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5, STAGE
3 option is equivalent to PHASE 2/3.

1. Select appropriate response -
Protocol version

24 JUL 2020

2. Select appropriate response - What
cohort does the subject belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Aug/13/2020
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Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Demography

1. Subject ID [10131176]

2. Birth Date: 1944

3. Sex: MALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): WHITE

6. Racial Designation:
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Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/13/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion Criterion
Met

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening

1. Date of Completion/Discontinuation
/Death

Aug/13/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[HYPERTENSION]

Start Date: UNK/UNK/2015

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[HYPERCHOLESTEROLEMIA]

Start Date: UNK/UNK/2014

Ongoing: YES

1.c Line/MH Number: [3]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[GASTROESOPHAGEAL REFLUX DISEASE]

Start Date: UNK/UNK/2005

Ongoing: YES

1.d Line/MH Number: [4]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[CONSTIPATION]

Start Date: UNK/UNK/2018

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.e Line/MH Number: [5]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[SMALL BOWEL RESECTION]

Start Date: UNK/UNK/2016

Ongoing: NO

End Date:
UNK/UNK/2016

1 f Line/MH Number: [6]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[SMALL BOWEL PERFORATION]

Start Date: UNK/UNK/2016

Ongoing: NO

End Date:
UNK/UNK/2016

1.g Line/MH Number: [7]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[HIATAL HERNIA]

Start Date: UNK/UNK/2005

Ongoing: YES

1.h Line/MH Number: [8]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[INGUINAL HERNIA]

Start Date: UNK/UNK/2016

Ongoing: NO

End Date:
UNK/UNK/2017
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.i Line/MH Number: [9]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[INGUINAL HERNIA REPAIR]

Start Date: UNK/UNK/2017

Ongoing: NO

End Date:
UNK/UNK/2017

1.j Line/MH Number: [10]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[RIGHT KNEE REPLACEMENT]

Start Date: UNK/UNK/2009

Ongoing: NO

End Date:
UNK/UNK/2009

1.k Line/MH Number: [11]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[LEFT KNEE REPLACEMENT]

Start Date: UNK/UNK/2000

Ongoing: NO

End Date:
UNK/UNK/2000

1.l Line/MH Number: [12]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[RIGHT KNEE OSTEOARTHRITIS]

Start Date: UNK/UNK/1990

Ongoing: NO

End Date:
UNK/UNK/2009
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1 m Line/MH Number: [13]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[LEFT KNEE OSTEOARTHRITIS]

Start Date: UNK/UNK/1990

Ongoing: NO

End Date:
UNK/UNK/2000
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Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Aug/13/2020

2. Weight: [72.2]

3. Unit: kg

4. Height: [174.9]

5. Unit: cm

6. Body Mass Index: [23.6]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [36.5]

Unit: C

Temperature Location: ORAL CAVITY

09
01

77
e1

96
ae

2f
66

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0136537



Page 12 of 507

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition

1. Randomization Date : Aug/13/2020

2. Randomization Number: [227629]

3. Randomization Group: [ ]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Aug/13/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPYWBS]

5.b Sample ID [BPYWBT]

5.c Sample ID [BPYWBV]

5.d Sample ID [BNWHH0]

5.e Sample ID [BNWHH1]
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/13/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BM8S47]
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/13/2020 12:35

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES
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Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

YES - REACTOGENICITY E-DIARY COLLECTED FOR THIS SUBJECT
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/7/2020

2. Erroneous Visit
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat fever/pain
given on the last day the Subject
Diary was completed?

NO

2.a Symptom: FEVER

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.d Symptom: CHILLS

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.e Symptom: VOMITING

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2 f Symptom: DIARRHEA

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO
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2.h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

3. Injection Site Location: DELTOID MUSCLE

4. Injection Site Body Side: LEFT

5.a Injection Site Reaction: REDNESS

Were injection site reactions
present on the last day the Subject
Diary was completed?

NO

5.b Injection Site Reaction: SWELLING

Were injection site reactions
present on the last day the Subject
Diary was completed?

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site reactions
present on the last day the Subject
Diary was completed?

NO
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eCRF Audit Trail History

Vital Signs

1. Date: Oct/7/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [36.8]

Unit: C

Temperature Location: ORAL CAVITY
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Oct/7/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRG2V7]
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eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Oct/7/2020 15:10

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/4/2020

2. Erroneous Visit
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eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat fever/pain
given on the last day the Subject
Diary was completed?

NO

2.a Symptom: FEVER

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.d Symptom: CHILLS

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.e Symptom: VOMITING

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2 f Symptom: DIARRHEA

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO
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2.h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

3. Injection Site Location: DELTOID MUSCLE

4. Injection Site Body Side: LEFT

5.a Injection Site Reaction: REDNESS

Were injection site reactions
present on the last day the Subject
Diary was completed?

NO

5.b Injection Site Reaction: SWELLING

Were injection site reactions
present on the last day the Subject
Diary was completed?

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site reactions
present on the last day the Subject
Diary was completed?

NO
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Nov/4/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BS0J7D]

5.b Sample ID [BS0J7F]

5.c Sample ID [BRHVB9]

5.d Sample ID [BRHVBB]

5.e Sample ID [BRHVBC]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit

09
01

77
e1

96
ae

2f
66

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0136557



Page 32 of 507

***Confidential***

 

Header Text: c4591001

Visit: V6_MONTH24_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started
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Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/9/2020

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---
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eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: Nov/9/2020

2. Date of First Symptom Started: Not Applicable

//

Comments

3. Symptoms Ongoing? Not Applicable Comments

Symptoms

4.a Symptoms: FEVER

Was symptom present? NO

4.b Symptoms: NEW OR INCREASED COUGH

Was symptom present? NO

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH

Was symptom present? NO

4.d Symptoms: CHILLS

Was symptom present? NO

4.e Symptoms: NEW OR INCREASED MUSCLE PAIN

Was symptom present? NO

4 f Symptoms: NEW LOSS OF TASTE OR SMELL

Was symptom present? NO

4.g Symptoms: NEW OR INCREASED SORE THROAT

Was symptom present? NO

4.h Symptoms: DIARRHEA

Was symptom present? NO

4.i Symptoms: VOMITING

Was symptom present? NO

Symptoms - Other
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5.a Symptoms - Other Text: [ ]
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Form Version: 06-Jul-2020 21:54

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Date of Collecti

on
Specimen Ty

pe
Specimen Collection Loca

tion
Assay Code and Descrip

tion
Device Type Form Instance

 1. Not Applicable  Not Applicabl
e 

Not Applicable  Not Applicable  Not Applicab
le 

Repeating
Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

1. Actual Date of Collection: Not Applicable

//

Comments

2. Specimen Type: Not Applicable Comments

3. Specimen Collection Location: Not Applicable Comments

4. Assay Code and Description: Not Applicable Comments

5. Device Type: Not Applicable Comments

6. Trade Name: Not Applicable Comments

7. Test Result: Not Applicable Comments

8. Comments/Findings/Details: Not Applicable

[ ]

Comments

9. Trade Name Other, Specify: Not Applicable

[ ]

Comments

09
01

77
e1

96
ae

2f
66

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0136563



Page 38 of 507

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB_SELF

3. Sample Collected? NO

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[NO SWAB COLLECTED. NO VISIT WAS COMPLETED FOR COVID
ILLNESS.]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? NO

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[NO SWAB COLLECTED AS THEIR WAS NO COVID ILLNESS VISIT.]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Form Comments
eCRF Audit Trail History

Health Care Utilization

1.a Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or Contacts: NO Comments

1.b Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts: YES

Number of Visits or Contacts:
[1]

Comments

1.c Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or Contacts: NO Comments

1.d Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or Contacts: NO Comments

1.e Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts: NO Comments

1 f Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or Contacts: YES

Number of Visits or Contacts:
[1]

Comments

Health Care Utilization Other

2. Other Type of Practitioner Specify: [INTENSIVE CARE UNIT] Comments

Health Care Utilization

3. Has the subject been hospitalized due
to potential COVID-19 illness?

NO Comments
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#
Treatment Identif

ier
Con Non-Drug Treatments Pre-spe

cified
Treatment Treatment Start Date Form Instance
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Not Applicabl
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Repeating
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Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

1. What is the treatment Identifier? Not Applicable

[ ]

Comments

2. Concomitant Non-drug Treatment
Pre-specified:

Not Applicable Comments

3. Treatment: Not Applicable Comments

4. Treatment: Not Applicable

[ ]

Comments

5. Start Date: Not Applicable

//

Comments

6. Ongoing? Not Applicable Comments
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eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: POTENTIAL COVID-19 ILLNESS

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

YES

Respiratory Illness Diagnosis:
[ASPIRATION PNEUMONIA]

Date of Diagnosis:
Aug/30/2020

3. Toxicity Grade: 3
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# Category of Clinical Event: Subcategory of Clinical Event Diagnosis Obtained Toxicity Grade Form Instance

 1. Not Applicable  Not Applicable  Not Applicable  Not Applicable  Repeating Pages
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Back to Form
Form Comments
eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: Not Applicable Comments

2. Subcategory of Clinical Event: Not Applicable Comments

3. Was a diagnosis obtained? Not Applicable Comments

4. Toxicity Grade: Not Applicable Comments
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#
Category for L

ab Test
Vendor Na
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Collection

Date:
Specimen

Type
Lab Result

Form Instanc
e

 1. Not Applicable  Not Applic
able 

Not Applica
ble 

Not Applic
able 

Sponsor-Defined I
dentifier

Test: Result:

Not Applicable  Not Applic
able 

Not Applic
able 

Not Applicable  Not Applic
able 

Not Applic
able 

Not Applicable  Not Applic
able 

Not Applic
able 

Not Applicable  Not Applic
able 

Not Applic
able 

Not Applicable  Not Applic
able 

Not Applic
able 

Not Applicable  Not Applic
able 

Not Applic
able 

Not Applicable  Not Applic
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Not Applic
able 
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Back to Form
Form Comments
eCRF Audit Trail History

Lab Chemistry Details

1. Lab Panel: Not Applicable Comments

2. Laboratory Name and Address Not Applicable

[ ]

Comments

3. Collection Date: Not Applicable

//

Comments

4. Specimen Type: Not Applicable Comments

Lab Result

5.a Sponsor ID: Not Applicable

[ ]

Comments

Test: C Reactive Protein_PX329

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments
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5.b Sponsor ID: Not Applicable

[ ]

Comments

Test: Alanine Aminotransferase_PX30

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments

5.c Sponsor ID: Not Applicable

[ ]

Comments

Test: Aspartate Aminotransferase_PX28

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments

09
01

77
e1

96
ae

2f
66

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0136574



Page 49 of 507

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sponsor ID: Not Applicable

[ ]

Comments

Test: Alkaline Phosphatase_PX35

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments

5.e Sponsor ID: Not Applicable

[ ]

Comments

Test: Bilirubin_PX21

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments
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5 f Sponsor ID: Not Applicable

[ ]

Comments

Test: Blood Urea Nitrogen_PX47

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments

5.g Sponsor ID: Not Applicable

[ ]

Comments

Test: Creatinine_PX48

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments
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#
Category for

Lab Test
Vendor Name (D

ERIVED)
Collection

Date:
Specimen

Type
Lab Result

Form Instanc
e

 1. Not Applicable
 

Not Applicable  Not Applic
able 

Not Appli
cable 

Sponsor-Defined
Identifier

Test: Result:

Not Applicable  Not Appli
cable 

Not Appli
cable 

Not Applicable  Not Appli
cable 

Not Appli
cable 

Not Applicable  Not Appli
cable 

Not Appli
cable 

Not Applicable  Not Appli
cable 

Not Appli
cable 

Not Applicable  Not Appli
cable 

Not Appli
cable 

Not Applicable  Not Appli
cable 

Not Appli
cable 

Not Applicable  Not Appli
cable 

Not Appli
cable 

Not Applicable  Not Appli
cable 

Not Appli
cable 

Not Applicable  Not Appli
cable 

Not Appli
cable 

Not Applicable  Not Appli
cable 

Not Appli
cable 

Repeating
Pages
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Back to Form
Form Comments
eCRF Audit Trail History

Laboratory Data Hematology

1. Lab Panel: Not Applicable Comments

2. Laboratory Name and Address Not Applicable

[ ]

Comments

3. Collection Date: Not Applicable

//

Comments

4. Specimen Type: Not Applicable Comments

Lab Result

5.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Hemoglobin_PX1

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments
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5.b Sponsor ID: Not Applicable

[ ]

Comments

Test: Hematocrit_PX2

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments

5.c Sponsor ID: Not Applicable

[ ]

Comments

Test: Erythrocytes_PX3

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments
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5.d Sponsor ID: Not Applicable

[ ]

Comments

Test: Platelets_PX5

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments

5.e Sponsor ID: Not Applicable

[ ]

Comments

Test: Leukocytes_PX7

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments
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5 f Sponsor ID: Not Applicable

[ ]

Comments

Test: Neutrophils_PX608

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments

5.g Sponsor ID: Not Applicable

[ ]

Comments

Test: Eosinophils_PX609

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments
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5.h Sponsor ID: Not Applicable

[ ]

Comments

Test: Monocytes_PX612

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments

5.i Sponsor ID: Not Applicable

[ ]

Comments

Test: Basophils_PX610

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments
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5.j Sponsor ID: Not Applicable

[ ]

Comments

Test: Lymphocytes_PX611

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
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High
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Unit

Comments
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# Date: Vital Signs Details Form Instance

 1. Not Applicable  Record Identifier: Systolic: Diastolic:

Not Applicable  Not Applicable  Not Applicable 

Repeating Pages
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Back to Form
Form Comments
eCRF Audit Trail History

Vital Signs

1. Date: Not Applicable

//

Comments

Vital Signs Details

2.a Record Identifier: Not Applicable

1

Systolic: Not Applicable

[ ]

Comments

Diastolic: Not Applicable

[ ]

Comments

Respiratory Rate in
respirations/minute:

Not Applicable

[ ]

Comments

Heart Rate in beats/minute: Not Applicable

[ ]

Comments
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# Date: Vital Signs Details Form Instance

 1. Not Applicable  Record Identifier: Oxygen Saturation

Not Applicable  Not Applicable 

Repeating Pages
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Vital Signs

1. Date: Not Applicable

//

Comments

Vital Signs Details

2.a Record Identifier: Not Applicable

1

SPO2 Pulse Oximetry % Not Applicable

[ ]

Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date Time of Assessment Arterial Blood Gases PaO2 FiO2 (Fraction of Inhaled Oxygen) Form Instance

 1. Not Applicable  Not Applicable  Not Applicable  Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Oxygenation Parameters

1. Date Time of Assessment: Not Applicable

//

Comments

2. Arterial Blood Gases PaO2 (mmHg): Not Applicable

[ ]

Comments

3. FiO2 (Fraction of Inhaled Oxygen): Not Applicable

[ ]

Comments
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Visit: POT_COVID_ILL 1 Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defined Id

entifier
Category for Medi

cation
Concomitant Medications Pr

e-specified
Name of Medic

ation
Start Date

Form Instanc
e

 1. Not Applicable  Not Applicable  Not Applicable  Not Applicable  Not Applic
able 

Repeating
Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Concomitant Medications

1. What is the medication identifier? Not Applicable

[ ]

Comments

2. Category: Not Applicable Comments

3. Concomitant Medications
Pre-specified:

Not Applicable Comments

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

Not Applicable

[ ]

Comments

5. Start Date: Not Applicable

//

Comments

6. Ongoing? Not Applicable Comments
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Visit: POT_COVID_ILL 1 Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date of Assessment Location of Assessment Imaging Method Overall Assessment Form Instance

 1. Not Applicable  Not Applicable  Not Applicable  Not Applicable  Repeating Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: IMAGING

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Imaging

1. Date of Assessment: Not Applicable

//

Comments

2. Location of Assessment: Not Applicable Comments

3. Type of Imaging Exam: Not Applicable Comments

4. Assessment: Not Applicable Comments
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Visit: POT_COVID_CONVA - New Unscheduled
Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Visit: POT_COVID_CONVA - New Unscheduled
Visit

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]

09
01

77
e1

96
ae

2f
66

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0136595



Page 70 of 507

***Confidential***
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Visit: Unplanned - New Unscheduled Visit Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Unplanned Assessments

1. Assessments
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Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Treatment

1. Date of Completion/Discontinuation
/Death :

Nov/4/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Disposition - Follow-Up

1. Date of Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]

09
01

77
e1

96
ae

2f
66

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0136599



Page 74 of 507

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Category
AE Iden

tifier
Adverse Event Start Date

Is the Adverse Event
Still Ongoing

Form Instan
ce

 1. ADVERSE
EVENT 

1  abdominal adhesions  Aug/29/2020 U
NK:UNK 

NO
End Date Time:

Aug/30/2020 UNK:
UNK

 

Repeating
Pages

 2. ADVERSE
EVENT 

2  altered mental status  Aug/29/2020 U
NK:UNK 

NO
End Date Time:

Sep/16/2020 UNK:
UNK

 

Repeating
Pages

 3. ADVERSE
EVENT 

3  acute hypoxic respiratory failure  Aug/30/2020 U
NK:UNK 

NO
End Date Time:

Sep/11/2020 UNK:
UNK

 

Repeating
Pages

 4. ADVERSE
EVENT 

4  CONGESTIVE HEART FAILURE  Aug/30/2020 U
NK:UNK 

NO
End Date Time:

Sep/16/2020 UNK:
UNK

 

Repeating
Pages

 5. ADVERSE
EVENT 

5  hypokalemia  Aug/30/2020 U
NK:UNK 

NO
End Date Time:

Sep/16/2020 UNK:
UNK

 

Repeating
Pages

 6. ADVERSE
EVENT 

6  anemia  Aug/30/2020 U
NK:UNK 

NO
End Date Time:

Sep/16/2020 UNK:
UNK

 

Repeating
Pages

 7. ADVERSE
EVENT 

7  acute renal failure  Aug/29/2020 U
NK:UNK 

NO
End Date Time:

Sep/16/2020 UNK:
UNK

 

Repeating
Pages
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Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Category
AE Iden

tifier
Adverse Event Start Date

Is the Adverse Event
Still Ongoing

Form Instan
ce

 8. ADVERSE
EVENT 

8  sepsis  Aug/29/2020 U
NK:UNK 

NO
End Date Time:

Sep/16/2020 UNK:
UNK

 

Repeating
Pages

 9. ADVERSE
EVENT 

9  HYPONATREMIA  Aug/29/2020 U
NK:UNK 

NO
End Date Time:

Sep/7/2020 UNK:U
NK

 

Repeating
Pages

 10. ADVERSE
EVENT 

10  LEUKOPENIA  Aug/29/2020 U
NK:UNK 

NO
End Date Time:

Sep/7/2020 UNK:U
NK

 

Repeating
Pages

 11. ADVERSE
EVENT 

11  SMALL BOWEL OBSTRUCTION  Aug/29/2020 U
NK:UNK 

NO
End Date Time:

Aug/30/2020 UNK:
UNK

 

Repeating
Pages

 12. ADVERSE
EVENT 

12  ASPIRATION PNEUMONIA  Aug/30/2020 U
NK:UNK 

NO
End Date Time:

Sep/16/2020 UNK:
UNK

 

Repeating
Pages

 13. ADVERSE
EVENT 

13  MILD CONCENTRIC LEFT VENTRI
CULAR HYPERTROPHY 

Sep/16/2020 U
NK:UNK 

YES  Repeating
Pages

 14. ADVERSE
EVENT 

14  URINARY TRACT INFECTION  Jan/13/2021 U
NK:UNK 

NO
End Date Time:

Jan/22/2021 UNK:
UNK

 

Repeating
Pages
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[abdominal adhesions]

4. Start Date Time: Aug/29/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Aug/30/2020 UNK:UNK

6. Toxicity Grade: 3

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

YES

Is this serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[PREVIOUS SURGERY]09
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number: For
Pfizer Use Only

[2020339639]
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[altered mental status]

4. Start Date Time: Aug/29/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Sep/16/2020 UNK:UNK

6. Toxicity Grade: 3

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
CONCOMITANT NON-DRUG TREATMENT

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? NO

09
01

77
e1

96
ae

2f
66

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0136606



Page 81 of 507

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [3]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[acute hypoxic respiratory failure]

4. Start Date Time: Aug/30/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Sep/11/2020 UNK:UNK

6. Toxicity Grade: 3

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

YES

Is this serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[prior surgery]
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10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number: For
Pfizer Use Only

[2020339639]
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [4]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[CONGESTIVE HEART FAILURE]

4. Start Date Time: Aug/30/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Sep/16/2020 UNK:UNK

6. Toxicity Grade: 3

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[prior surgery]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO

09
01

77
e1

96
ae

2f
66

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0136610



Page 85 of 507

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [5]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[hypokalemia]

4. Start Date Time: Aug/30/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Sep/16/2020 UNK:UNK

6. Toxicity Grade: 3

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[prior surgery]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO
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12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [6]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[anemia]

4. Start Date Time: Aug/30/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Sep/16/2020 UNK:UNK

6. Toxicity Grade: 3

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[prior surgery]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO
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12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number: For
Pfizer Use Only

[ ]

09
01

77
e1

96
ae

2f
66

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0136615



Page 90 of 507

***Confidential***

 

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [7]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[acute renal failure]

4. Start Date Time: Aug/29/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Sep/16/2020 UNK:UNK

6. Toxicity Grade: 3

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[prior surgery]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO
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12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [8]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[sepsis]

4. Start Date Time: Aug/29/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Sep/16/2020 UNK:UNK

6. Toxicity Grade: 3

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[prior surgery]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO
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12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [9]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[HYPONATREMIA]

4. Start Date Time: Aug/29/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Sep/7/2020 UNK:UNK

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[BOWEL OBSTRUCTION]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES
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12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [10]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[LEUKOPENIA]

4. Start Date Time: Aug/29/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Sep/7/2020 UNK:UNK

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[BOWEL OBSTRUCTION]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO
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12. Was a Non-Drug Treatment given? YES

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [11]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[SMALL BOWEL OBSTRUCTION]

4. Start Date Time: Aug/29/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Aug/30/2020 UNK:UNK

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

YES

Is this serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[ADHESIONS]
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10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? YES

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number: For
Pfizer Use Only

[2020339639]
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [12]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[ASPIRATION PNEUMONIA]

4. Start Date Time: Aug/30/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Sep/16/2020 UNK:UNK

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

YES

Is this serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[ADHESIONS]
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10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? YES

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number: For
Pfizer Use Only

[2020339639]
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [13]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[MILD CONCENTRIC LEFT VENTRICULAR HYPERTROPHY]

4. Start Date Time: Sep/16/2020 UNK:UNK

5. Is the adverse event still ongoing? YES

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[UNKNOWN]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? NO
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13. What was the outcome of this
adverse event?:

RECOVERING/RESOLVING

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [14]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[URINARY TRACT INFECTION]

4. Start Date Time: Jan/13/2021 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Jan/22/2021 UNK:UNK

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[UNKNOWN]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES
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12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number: For
Pfizer Use Only

[ ]

09
01

77
e1

96
ae

2f
66

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0136631



Page 106 of 507

***Confidential***

 

Header Text: c4591001

Visit: Logs Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
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Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment given?

8. Did the Medication Error cause the
subject to be discontinued from the
study?

9. Was this medication error associated
with any adverse events?

10. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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# Category Treatment Identifier Con Non-Drug Treatments Pre-specified Treatment Start Date Form Instance
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Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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# Transfusion Type Date of Transfusion Form Instance
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Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Informed Consent - Asymptomatic Surveillance

1. Consent Was:
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/30/2020

2. Erroneous Visit

09
01

77
e1

96
ae

2f
66

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0136651



Page 126 of 507

***Confidential***

 

Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible and NOT confirmed to have received only placebo at Vaccination 1/2
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Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Dec/30/2020

2. Primary Reason for Unblinding: ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Death Details

1. Date of Collection / Notification of
Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Nov/4/2020
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Michael Dever  Approved Mar-10-2021 10:45:53 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - Comments

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Aug-13-2020 16:03:14 (UTC-05:00) Eastern Time
(US & Canada)

Matthew
Stephens
(pfe.mstephens)

Not Applicable
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Visit: POT_COVID_ILL 1 Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - Comments

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

2 Nov-13-2020 08:23:02 (UTC-05:00) Eastern Time
(US & Canada)

Matthew Stephens
(pfe mstephens)

Not Applicable
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Visit: POT_COVID_ILL 1 Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - Comments

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

3 Nov-13-2020 08:23:13 (UTC-05:00) Eastern Time
(US & Canada)

Matthew Stephens
(pfe mstephens)

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Nov-09-2020 13:04:25 (UTC-05:00) Eastern Time
(US & Canada)

Matthew
Stephens
(pfe.mstephens)

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

1 Nov-09-2020 13:04:25 (UTC-05:00) Eastern Time
(US & Canada)

Matthew Stephens
(pfe mstephens)

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

2 Nov-09-2020 13:04:25 (UTC-05:00) Eastern Time
(US & Canada)

Matthew Stephens
(pfe mstephens)

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

3 Nov-09-2020 13:04:25 (UTC-05:00) Eastern Time
(US & Canada)

Matthew Stephens
(pfe mstephens)

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

4 Nov-09-2020 13:04:25 (UTC-05:00) Eastern Time
(US & Canada)

Matthew Stephens
(pfe mstephens)

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

5 Nov-09-2020 13:04:25 (UTC-05:00) Eastern Time
(US & Canada)

Matthew Stephens
(pfe mstephens)

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

6 Nov-09-2020 13:04:25 (UTC-05:00) Eastern Time
(US & Canada)

Matthew Stephens
(pfe mstephens)

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

7 Nov-09-2020 13:04:25 (UTC-05:00) Eastern Time
(US & Canada)

Matthew Stephens
(pfe mstephens)

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

8 Nov-09-2020 13:04:25 (UTC-05:00) Eastern Time
(US & Canada)

Matthew Stephens
(pfe mstephens)

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

9 Nov-09-2020 13:04:25 (UTC-05:00) Eastern Time
(US & Canada)

Matthew Stephens
(pfe mstephens)

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: HEALTH CARE UTILIZATION - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Nov-10-2020 11:05:56 (UTC-05:00) Eastern Time
(US & Canada)

Scott Salmon
(pfe.ssalmon)

NO COVID ILLNESS VISIT PERFORMED.

Form Nov-09-2020 13:06:13 (UTC-05:00) Eastern Time
(US & Canada)

Matthew
Stephens
(pfe.mstephens)

NO COVID ILLNESS VISIT PERFORMED.

Not Done
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Visit: POT_COVID_ILL 1 Form: HEALTH CARE UTILIZATION - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

1.a Nov-10-2020 11:05:56 (UTC-05:00) Eastern Time
(US & Canada)

Scott Salmon
(pfe.ssalmon)

NO COVID ILLNESS VISIT PERFORMED.

1.a Nov-09-2020 13:06:13 (UTC-05:00) Eastern Time
(US & Canada)

Matthew Stephens
(pfe mstephens)

NO COVID ILLNESS VISIT PERFORMED.

Not Done
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Visit: POT_COVID_ILL 1 Form: HEALTH CARE UTILIZATION - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

1.b Nov-10-2020 11:05:56 (UTC-05:00) Eastern Time
(US & Canada)

Scott Salmon
(pfe.ssalmon)

NO COVID ILLNESS VISIT PERFORMED.

1.b Nov-09-2020 13:06:13 (UTC-05:00) Eastern Time
(US & Canada)

Matthew Stephens
(pfe mstephens)

NO COVID ILLNESS VISIT PERFORMED.

Not Done

09
01

77
e1

96
ae

2f
66

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0136674



Page 149 of 507

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: HEALTH CARE UTILIZATION - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

1.c Nov-10-2020 11:05:56 (UTC-05:00) Eastern Time
(US & Canada)

Scott Salmon
(pfe.ssalmon)

NO COVID ILLNESS VISIT PERFORMED.

1.c Nov-09-2020 13:06:13 (UTC-05:00) Eastern Time
(US & Canada)

Matthew Stephens
(pfe mstephens)

NO COVID ILLNESS VISIT PERFORMED.

Not Done
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Visit: POT_COVID_ILL 1 Form: HEALTH CARE UTILIZATION - Comments

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

1.d Nov-10-2020 11:05:56 (UTC-05:00) Eastern Time
(US & Canada)

Scott Salmon
(pfe.ssalmon)

NO COVID ILLNESS VISIT PERFORMED.

1.d Nov-09-2020 13:06:13 (UTC-05:00) Eastern Time
(US & Canada)

Matthew Stephens
(pfe mstephens)

NO COVID ILLNESS VISIT PERFORMED.

Not Done
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Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Michael Dever  Approved Mar-10-2021 10:45:53 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Scott Salmon  N/A Mar-08-2021 15:23:29 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael Dever  Approved Mar-04-2021 07:08:34 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Scott Salmon  N/A Feb-25-2021 10:04:53 (UTC-05:00) Eastern Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael Dever  Approved Jan-20-2021 13:59:13 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed
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Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Scott Salmon  N/A Dec-31-2020 11:56:05 (UTC-05:00) Eastern Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael Dever  Approved Nov-14-2020 09:40:08 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Rebecca Klipper  N/A Nov-07-2020 09:12:26 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael Dever  Approved Nov-06-2020 16:08:45 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Matthew
Stephens 

N/A Oct-07-2020 16:11:39 (UTC-05:00) Eastern Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael Dever  Approved Oct-05-2020 12:41:35 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Matthew
Stephens 

N/A Sep-15-2020 08:30:10 (UTC-05:00) Eastern Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael Dever  Approved Sep-15-2020 06:28:55 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Aug-13-2020 16:02:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Aug-13-2020 16:02:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Back to Form

1. Consent Was:

Date Location User Value Reason

Aug-13-2020 16:02:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
OBTAINED

Date Written Consent Obtained

Aug/13/2020

Initial Entry
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Back to Form

1. Subject ID

Date Location User Value Reason

Sep-03-2020 06:52:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Closed event added in Inform

Sep-02-2020 08:52:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answered Changed data per query

Sep-02-2020 08:14:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Opened SAE
RECON:AER#2020339639
Abdominal adhesions(onset
date:29Aug2020)was
reported as serious in
Safety database but missing
in AE CRF. Please confirm
and update CRF. If safety
update is required, submit a
follow-up SAE Form.

Aug-13-2020 16:02:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10131176

Item copied from previous
form

2. Birth Date:

Date Location User Value Reason

Aug-13-2020 16:02:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1944

Enrollment Entry

3. Sex:

Date Location User Value Reason

Aug-13-2020 16:02:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
MALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Aug-13-2020 16:02:58
(UTC-05:00) Eastern

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
NOT HISPANIC OR LATINO(A)

Initial Entry09
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\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

(b) (6)

FDA-CBER-2021-5683-0136801



Page 276 of 507

***Confidential***

Header Text: c4591001
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Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe mstephens) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply):

Date Location User Value Reason

Aug-13-2020 16:02:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
WHITE

Initial Entry
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-08-2020 03:19:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Teena Patra
(pfe.patrat02)

Query 1: Closed Response satisfies
query

Oct-07-2020 08:02:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answered SUBJECT
RESCHEDULED
AND WILL BE
HERE TODAY
10/07/2020 FOR
VISIT 2.

Oct-07-2020 04:54:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Sonal K
(pfe.ks66)

Query 1: Reissued:Opened DM 1: Thanks for the
response, however the
forms under visit 2 are
not entered yet, please
review and update.

Oct-06-2020 12:57:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answered SUBJECT WILL BE
HERE TODAY
10/06/2020 FOR V2.

Oct-06-2020 11:55:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query 1: Reissued:Opened Please response to the
query once action has
been taken.

Oct-06-2020 08:06:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answered SUBJECT HAS NOT
RETURNED FOR
VISIT 2.

Oct-06-2020 02:55:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rajashekhar
Reddy
(pfe.reddyr51)

Query 1: Opened DM: Details on visit
‘V2VX2L’ are
missing. Kindly
consider to update or
else clarify. Thank
you.

Aug-13-2020 16:03:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/13/2020

Initial Entry

09
01

77
e1

96
ae

2f
66

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0136803



Page 278 of 507

***Confidential***

 

Header Text: c4591001
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Aug-13-2020 16:03:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Aug/13/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Aug-13-2020 16:03:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Aug-13-2020 16:03:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
COMPLETED

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Aug-13-2020 16:03:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 1

Medical History Te
rm:

HYPERTENSI
ON

Start Date: UNK/UNK/20
15

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Aug-13-2020 16:03:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-13-2020 16:03:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
HYPERTENSION

Initial Entry

1.a Start Date:

Date Location User Value Reason

Aug-13-2020 16:03:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
UNK/UNK/2015

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Aug-13-2020 16:03:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry

1.b

Date Location User Value Reason
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-13-2020 16:03:51
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

2

Medical Histo
ry Term:

HYPERCHOLEST
EROLEMIA

Start Date: UNK/UNK/2014

Ongoing: YES

Initial Entry

1.b Line/MH Number:

Date Location User Value Reason

Aug-13-2020 16:03:51
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-13-2020 16:03:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
HYPERCHOLESTEROLEMIA

Initial Entry

1.b Start Date:

Date Location User Value Reason

Aug-13-2020 16:03:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
UNK/UNK/2014

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Aug-13-2020 16:03:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry

1.c

Date Location User Value Reason

Aug-13-2020 16:04:04
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

3

Initial Entry
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ae
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Medical His
tory Term:

GASTROESOPHAGE
AL REFLUX DISEAS
E

Start Date: UNK/UNK/2005

Ongoing: YES

1.c Line/MH Number:

Date Location User Value Reason

Aug-13-2020 16:04:04
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-13-2020 16:04:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
GASTROESOPHAGEAL REFLU
X DISEASE

Initial Entry

1.c Start Date:

Date Location User Value Reason

Aug-13-2020 16:04:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
UNK/UNK/2005

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Aug-13-2020 16:04:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry

1.d

Date Location User Value Reason

Aug-13-2020 16:04:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 4

Medical History Te
rm:

CONSTIPATI
ON

Start Date: UNK/UNK/20
18

Ongoing: YES

Initial Entry
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.d Line/MH Number:

Date Location User Value Reason

Aug-13-2020 16:04:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-13-2020 16:04:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
CONSTIPATION

Initial Entry

1.d Start Date:

Date Location User Value Reason

Aug-13-2020 16:04:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
UNK/UNK/2018

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Aug-13-2020 16:04:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry

1.e

Date Location User Value Reason

Aug-13-2020 16:04:45
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

5

Medical Histo
ry Term:

SMALL BOWEL R
ESECTION

Start Date: UNK/UNK/2016

Ongoing: NO
End Date:

UNK/UNK/2016

Initial Entry
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.e Line/MH Number:

Date Location User Value Reason

Aug-13-2020 16:04:45
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-13-2020 16:04:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
SMALL BOWEL RESECTION

Initial Entry

1.e Start Date:

Date Location User Value Reason

Aug-13-2020 16:04:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
UNK/UNK/2016

Initial Entry

1.e Ongoing:

Date Location User Value Reason

Aug-13-2020 16:04:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

End Date:

UNK/UNK/2016

Initial Entry

1.f

Date Location User Value Reason

Aug-13-2020 16:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

6

Medical Hist
ory Term:

SMALL BOWEL PE
RFORATION

Start Date: UNK/UNK/2016

Ongoing: NO
End Date:

UNK/UNK/2016

Initial Entry
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.f Line/MH Number:

Date Location User Value Reason

Aug-13-2020 16:05:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-13-2020 16:05:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
SMALL BOWEL PERFORATION

Initial Entry

1.f Start Date:

Date Location User Value Reason

Aug-13-2020 16:05:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
UNK/UNK/2016

Initial Entry

1.f Ongoing:

Date Location User Value Reason

Aug-13-2020 16:05:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

End Date:

UNK/UNK/2016

Initial Entry

1.g

Date Location User Value Reason

Aug-13-2020 16:06:33
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 7

Medical History Te
rm:

HIATAL HER
NIA

Start Date: UNK/UNK/200
5

Ongoing: YES

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.g Line/MH Number:

Date Location User Value Reason

Aug-13-2020 16:06:33
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-13-2020 16:06:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
HIATAL HERNIA

Initial Entry

1.g Start Date:

Date Location User Value Reason

Aug-13-2020 16:06:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
UNK/UNK/2005

Initial Entry

1.g Ongoing:

Date Location User Value Reason

Aug-13-2020 16:06:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry

1.h

Date Location User Value Reason

Aug-13-2020 16:06:50
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

8

Medical History
Term:

INGUINAL HER
NIA

Start Date: UNK/UNK/2016

Ongoing: NO
End Date:

UNK/UNK/20
17

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.h Line/MH Number:

Date Location User Value Reason

Aug-13-2020 16:06:50
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
8

Initial Entry

1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-13-2020 16:06:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
INGUINAL HERNIA

Initial Entry

1.h Start Date:

Date Location User Value Reason

Aug-13-2020 16:06:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
UNK/UNK/2016

Initial Entry

1.h Ongoing:

Date Location User Value Reason

Aug-13-2020 16:06:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

End Date:

UNK/UNK/2017

Initial Entry

1.i

Date Location User Value Reason

Aug-13-2020 16:07:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

9

Medical Histo
ry Term:

INGUINAL HERNI
A REPAIR

Start Date: UNK/UNK/2017

Ongoing: NO
End Date:

UNK/UNK/2017

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.i Line/MH Number:

Date Location User Value Reason

Aug-13-2020 16:07:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
9

Initial Entry

1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-13-2020 16:07:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
INGUINAL HERNIA REPAIR

Initial Entry

1.i Start Date:

Date Location User Value Reason

Aug-13-2020 16:07:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
UNK/UNK/2017

Initial Entry

1.i Ongoing:

Date Location User Value Reason

Aug-13-2020 16:07:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

End Date:

UNK/UNK/2017

Initial Entry

1.j

Date Location User Value Reason

Aug-13-2020 16:07:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

10

Medical Histo
ry Term:

RIGHT KNEE REPL
ACEMENT

Start Date: UNK/UNK/2009

Ongoing: NO
End Date:

UNK/UNK/2009

Initial Entry

09
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77
e1
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ae

2f
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.j Line/MH Number:

Date Location User Value Reason

Aug-13-2020 16:07:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10

Initial Entry

1.j Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-13-2020 16:07:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
RIGHT KNEE REPLACEMENT

Initial Entry

1.j Start Date:

Date Location User Value Reason

Aug-13-2020 16:07:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
UNK/UNK/2009

Initial Entry

1.j Ongoing:

Date Location User Value Reason

Aug-13-2020 16:07:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

End Date:

UNK/UNK/2009

Initial Entry

09
01

77
e1

96
ae

2f
66

\F
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al
\F
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al
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.k

Date Location User Value Reason

Aug-13-2020 16:07:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

11

Medical Histo
ry Term:

LEFT KNEE REPL
ACEMENT

Start Date: UNK/UNK/2000

Ongoing: NO
End Date:

UNK/UNK/2000

Initial Entry

1.k Line/MH Number:

Date Location User Value Reason

Aug-13-2020 16:07:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
11

Initial Entry

1.k Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-13-2020 16:07:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
LEFT KNEE REPLACEMENT

Initial Entry

1.k Start Date:

Date Location User Value Reason

Aug-13-2020 16:07:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
UNK/UNK/2000

Initial Entry

1.k Ongoing:

Date Location User Value Reason

Aug-13-2020 16:07:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

End Date:

UNK/UNK/2000

Initial Entry

09
01

77
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96
ae

2f
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.l

Date Location User Value Reason

Aug-13-2020 16:07:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

12

Medical Hist
ory Term:

RIGHT KNEE OSTE
OARTHRITIS

Start Date: UNK/UNK/1990

Ongoing: NO
End Date:

UNK/UNK/2009

Initial Entry

1.l Line/MH Number:

Date Location User Value Reason

Aug-13-2020 16:07:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
12

Initial Entry

1.l Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-13-2020 16:07:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
RIGHT KNEE OSTEOARTHRITI
S

Initial Entry

1.l Start Date:

Date Location User Value Reason

Aug-13-2020 16:07:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
UNK/UNK/1990

Initial Entry

1.l Ongoing:

Date Location User Value Reason

Aug-13-2020 16:07:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

End Date:

UNK/UNK/2009

Initial Entry

09
01

77
e1

96
ae

2f
66

\F
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.m

Date Location User Value Reason

Aug-13-2020 16:08:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

13

Medical Hist
ory Term:

LEFT KNEE OSTE
OARTHRITIS

Start Date: UNK/UNK/1990

Ongoing: NO
End Date:

UNK/UNK/2000

Initial Entry

1.m Line/MH Number:

Date Location User Value Reason

Aug-13-2020 16:08:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
13

Initial Entry

1.m Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-13-2020 16:08:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
LEFT KNEE OSTEOARTHRITIS

Initial Entry

1.m Start Date:

Date Location User Value Reason

Aug-13-2020 16:08:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
UNK/UNK/1990

Initial Entry

1.m Ongoing:

Date Location User Value Reason

Aug-13-2020 16:08:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

End Date:

UNK/UNK/2000

Initial Entry

09
01

77
e1

96
ae

2f
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al
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Aug-13-2020 16:08:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Aug/13/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Aug-13-2020 16:08:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
72.2

Initial Entry

3. Unit:

Date Location User Value Reason

Aug-13-2020 16:08:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
kg

Initial Entry

4. Height:

Date Location User Value Reason

Aug-13-2020 16:08:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
174.9

Initial Entry

5. Unit:

Date Location User Value Reason

Aug-13-2020 16:08:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Aug-13-2020 16:08:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
23.6

Initial Entry
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

7.a

Date Location User Value Reason

Aug-13-2020 16:08:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Record Identifier:: 1

Temperature: 36.5

Temperature Unit: C

Temperature Locat
ion::

ORAL CAVI
TY

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Aug-13-2020 16:08:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Aug-13-2020 16:08:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
36.5

Initial Entry

7.a Unit:

Date Location User Value Reason

Aug-13-2020 16:08:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
C

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Aug-13-2020 16:08:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
ORAL CAVITY

Initial Entry
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Randomization Date :

Date Location User Value Reason

Aug-13-2020 16:09:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Aug/13/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Aug-13-2020 16:09:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
227629

Initial Entry

09
01

77
e1
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ae

2f
66

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0136820



Page 295 of 507

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-13-2020 16:09:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-13-2020 16:09:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-13-2020 17:51:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-13-2020 16:09:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Aug-13-2020 16:09:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Date of Collection:

Aug/13/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-13-2020 17:51:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BPYWBS

Initial Entry

5.a Sample ID

Date Location User Value Reason
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-13-2020 17:51:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BPYWBS

Initial Entry

5.b

Date Location User Value Reason

Aug-13-2020 17:51:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BPYWBT

Initial Entry

5.b Sample ID

Date Location User Value Reason

Aug-13-2020 17:51:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BPYWBT

Initial Entry

5.c

Date Location User Value Reason

Aug-13-2020 17:52:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BPYWBV

Initial Entry

5.c Sample ID

Date Location User Value Reason

Aug-13-2020 17:52:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BPYWBV

Initial Entry

5.d

Date Location User Value Reason

Aug-13-2020 17:52:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BNWHH0

Initial Entry
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5.d Sample ID

Date Location User Value Reason

Aug-13-2020 17:52:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BNWHH0

Initial Entry

5.e

Date Location User Value Reason

Aug-13-2020 17:52:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BNWHH1

Initial Entry

5.e Sample ID

Date Location User Value Reason

Aug-13-2020 17:52:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BNWHH1

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-13-2020 16:09:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-13-2020 16:09:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-13-2020 17:52:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-13-2020 16:09:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Aug-13-2020 16:09:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Date of Collection:

Aug/13/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-13-2020 17:52:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BM8S47

Initial Entry

5.a Sample ID

Date Location User Value Reason
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Aug-13-2020 17:52:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BM8S47

Initial Entry

09
01

77
e1

96
ae

2f
66
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\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0136825



Page 300 of 507

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-13-2020 16:09:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-13-2020 16:09:33
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-13-2020 16:09:33
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Aug-13-2020 16:09:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Aug/13/2020 12:35

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-13-2020 16:09:33
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-13-2020 16:09:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
LEFT

Initial Entry
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7. Route:

Date Location User Value Reason

Aug-13-2020 16:09:33
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-13-2020 16:09:33
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED OBS
ERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product administration?

Date Location User Value Reason

Aug-13-2020 16:09:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry
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Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Aug-13-2020 16:09:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES - REACTOGENICITY E-DI
ARY COLLECTED FOR THIS S
UBJECT

Initial Entry
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Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-08-2020
08:47:33
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Pankaj Bhoir
(pfe.bhoirp02)

Query 1:
Closed

Response satisfies
query

Oct-08-2020
07:56:36
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew Stephens
(pfe mstephens)

Query 1:
Answered

CORRECT AS
RECORDED.
SUBJECT CAME
IN YESTERDAY
FOR VISIT 2
VACCINATION.

Oct-08-2020
02:48:05
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD
(pfe.PFESDQ_PROD)

Query 1:
Opened

PDQ: Date of visit at
V2_VAX2_L is out
of window for 32
days from
V1_DAY1_VAX1_L
Dose Date. Please
verify and update.
Else, confirm in
query response
appropriately. "[lv04
SDQ=15923]"

Oct-07-2020
16:15:13
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew Stephens
(pfe mstephens)

Data Ent
ry:
Oct/7/202
0

Initial Entry
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1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-26-2020 05:22:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Pramod Margaj
(pfe margap03)

Query 1: Closed Response satisfies
query

Oct-13-2020 08:24:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Pramod Margaj
(pfe margap03)

Query 1: Reissued:Candidate Email to be sent for
CRA Follow up

Oct-12-2020 08:26:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 1: Answered CRC IS AWARE
AND WILL
COMPLETE.

Oct-09-2020 14:09:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Cody Wei
(pfe.weic20)

Query 1: Reissued:Opened eDiary RQ2: Thanks
for your response.
Please consider
raising DCF to
correct the eDiary
data. Thanks.

Oct-09-2020 09:32:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 1: Answered PER CRC SUBJECT
DID NOT
PHYSICALLY
TAKE ANY
MEDICATION.
TREATMENT FOR
FEVER/PAIN WAS
ENTERED IN
ERROR AS
SUBJECT DID NOT
HAVE ANY PAIN
FOR FEVER LAST
DAY OF E DIARY
ENTRY.

Oct-09-2020 05:21:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Pramod Margaj
(pfe margap03)

Query 1: Reissued:Opened eDiary RQ1: Thanks
for your response. Per
diary records,
FEVER/PAIN MED
present on Last day
19-Aug-2020,
however inform
entered with 'No' for
the same. Please
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consider entering
'Yes' in inform for the
same with stop date
as last date of diary.

Oct-08-2020 10:11:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 1: Answered PER CRC SUBJECT
DID NOT TAKE
ANY MEDICATION
AND CANNOT
DOCUMENT IF
SUBJECT DID NOT
TAKE ANY
MEDICATION.

Oct-08-2020 05:10:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Pramod Margaj
(pfe margap03)

Query 1: Opened eDiary: Per diary
records,
FEVER/PAIN MED
present on Last day
however inform
entered with 'No' for
the same. Please
verify and update. If
diary entered in error,
please enter stop date
as last date of diary.
Thanks.

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptom:: FE

VE
R

Were fever or systemic sym
ptoms present on the last da
y the Subject Diary was com
pleted?:

N
O

Initial Entry

2.a Symptom:

Date Location User Value Reason

Oct-07-2020 16:15:29 ACV0PFEINFP6000  Matthew Data Entry: Initial Entry
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(UTC-05:00) Eastern
Time (US & Canada)

Stephens
(pfe mstephens)

FEVER

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptom:: FA

TIG
UE

Were fever or systemic sym
ptoms present on the last d
ay the Subject Diary was co
mpleted?:

NO

Initial Entry

2.b Symptom:

Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptom:: HE

AD
AC
HE

Initial Entry
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Were fever or systemic sy
mptoms present on the last
day the Subject Diary was
completed?:

NO

2.c Symptom:

Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptom:: CH

IL
LS

Were fever or systemic sym
ptoms present on the last da
y the Subject Diary was co
mpleted?:

NO

Initial Entry

2.d Symptom:

Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry
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2.e

Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptom:: VO

MIT
ING

Were fever or systemic sy
mptoms present on the last
day the Subject Diary was
completed?:

NO

Initial Entry

2.e Symptom:

Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2.f

Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptom:: DIA

RR
HE
A

Were fever or systemic sy
mptoms present on the last
day the Subject Diary was
completed?:

NO

Initial Entry
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2.f Symptom:

Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptom:: NEW OR

WORSEN
ED MUS
CLE PAI
N

Were fever or systemi
c symptoms present o
n the last day the Sub
ject Diary was compl
eted?:

NO

Initial Entry

2.g Symptom:

Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NEW OR WORSENED MUSCLE
PAIN

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2.h
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Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptom:: NEW OR

WORSE
NED JOI
NT PAIN

Were fever or systemi
c symptoms present o
n the last day the Sub
ject Diary was comple
ted?:

NO

Initial Entry

2.h Symptom:

Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NEW OR WORSENED JOINT PA
IN

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
LEFT

Initial Entry

5.a

Date Location User Value Reason09
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Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Injection Site Reaction:: RE

DN
ESS

Were injection site reaction
s present on the last day th
e Subject Diary was comple
ted?:

NO

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
REDNESS

Initial Entry

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Injection Site Reaction:: SWE

LLI
NG

Were injection site reactio
ns present on the last day t
he Subject Diary was com
pleted?:

NO

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b Injection Site Reaction:

Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Injection Site Reaction:
:

PAIN A
T INJE
CTION
SITE

Were injection site reac
tions present on the last
day the Subject Diary
was completed?:

NO

Initial Entry

5.c Injection Site Reaction:

Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
PAIN AT INJECTION SITE

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-07-2020 16:15:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry
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Back to Form

1. Date:

Date Location User Value Reason

Oct-07-2020 16:15:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Oct/7/2020

Initial Entry

2.a

Date Location User Value Reason

Oct-07-2020 16:15:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Record Identifier:: 1

Temperature: 36.8

Temperature Unit: C

Temperature Locat
ion::

ORAL CAVI
TY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Oct-07-2020 16:15:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Oct-07-2020 16:15:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
36.8

Initial Entry

2.a Unit:

Date Location User Value Reason

Oct-07-2020 16:15:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
C

Initial Entry

2.a Temperature Location:

Date Location User Value Reason09
01
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Oct-07-2020 16:15:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
ORAL CAVITY

Initial Entry

09
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Back to Form

1. Data Origin

Date Location User Value Reason

Oct-07-2020 16:11:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-07-2020 16:11:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-07-2020 16:11:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-07-2020 16:11:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Oct-07-2020 16:11:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Date of Collection:

Oct/7/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-07-2020 16:11:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BRG2V7

Initial Entry

5.a Sample ID

Date Location User Value Reason
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Oct-07-2020 16:11:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BRG2V7

Initial Entry

09
01

77
e1

96
ae
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Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Oct-07-2020 16:16:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Oct-07-2020 16:16:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Oct-07-2020 16:16:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Oct-07-2020 16:16:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Oct/7/2020 15:10

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Oct-07-2020 16:16:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Oct-07-2020 16:16:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
LEFT

Initial Entry
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7. Route:

Date Location User Value Reason

Oct-07-2020 16:16:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Oct-07-2020 16:16:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED OBS
ERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product administration?

Date Location User Value Reason

Oct-07-2020 16:16:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-07-2020 12:35:46
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Gladys Noi
(pfe noig)

Query 1: Closed re-queried on
symptoms resolved
CRF

Nov-07-2020 09:18:50
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Rebecca
Klipper
(pfe rklipper)

Query 1: Answered Subject inadvertently
marked as yes

Nov-06-2020 03:40:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Pavan
Prakash Naik
(pfe naikp09)

Query 1: Opened eDiary: Per eDiary
Records, subject took
Fever/Pain
medication on the
Last day (Day 7),
however Inform CRF
data is indicated 'No'.
Please verify and
update the data as
appropriate. Else
clarify. SDQ

Nov-04-2020 17:12:17
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Nov/4/2020

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-09-2020 16:18:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Pamela Benne
prod
(pfe.bennep07)

Query 1: Closed Response satisfies
query

Nov-09-2020 13:14:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 1: Answered CRC WILL
COMPLETE DCF.

Nov-07-2020 12:35:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gladys Noi
(pfe noig)

Query 1: Reissued:Opened eDiary RQ: Thanks
for response. Per
CCG, If
'FEVER/PAIN
MEDICATION in
e-diary was entered
in error on the last
day, please consider
updating 'Yes' in
inform with stop date
as last date of e-diary
or consider raising
DCF to correct
eDiary data. Thanks

Nov-07-2020 09:19:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rebecca
Klipper
(pfe rklipper)

Query 1: Answered Subject inadvertently
marked as yes

Nov-06-2020 03:52:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Pramod Margaj
(pfe margap03)

Query 1: Opened eDiary: Per diary
records,
FEVER/PAIN MED
present on Last day
however inform
entered with 'No' for
the same. Please
verify and update. If
diary entered in error,
please enter stop date
as last date of diary.
Thanks.

Nov-04-2020 17:13:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry
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2.a

Date Location User Value Reason

Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom:: FE

VE
R

Were fever or systemic sympt
oms present on the last day t
he Subject Diary was comple
ted?:

NO

Initial Entry

2.a Symptom:

Date Location User Value Reason

Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
FEVER

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom:: FAT

IG
UE

Were fever or systemic symp
toms present on the last day
the Subject Diary was compl
eted?:

NO

Initial Entry
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2.b Symptom:

Date Location User Value Reason

Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom:: HEA

DA
CHE

Were fever or systemic sym
ptoms present on the last da
y the Subject Diary was co
mpleted?:

NO

Initial Entry

2.c Symptom:

Date Location User Value Reason

Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason09
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Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom:: CH

ILL
S

Were fever or systemic symp
toms present on the last day t
he Subject Diary was comple
ted?:

NO

Initial Entry

2.d Symptom:

Date Location User Value Reason

Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2.e

Date Location User Value Reason

Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom:: VO

MIT
ING

Were fever or systemic sym
ptoms present on the last da
y the Subject Diary was co
mpleted?:

NO

Initial Entry
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2.e Symptom:

Date Location User Value Reason

Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2.f

Date Location User Value Reason

Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom:: DIA

RR
HE
A

Were fever or systemic sym
ptoms present on the last da
y the Subject Diary was co
mpleted?:

NO

Initial Entry

2.f Symptom:

Date Location User Value Reason

Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason09
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Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom:: NEW OR

WORSEN
ED MUSC
LE PAIN

Were fever or systemi
c symptoms present o
n the last day the Subj
ect Diary was complet
ed?:

NO

Initial Entry

2.g Symptom:

Date Location User Value Reason

Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEW OR WORSENED MUSCLE P
AIN

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2.h

Date Location User Value Reason

Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom:: NEW OR

WORSEN
ED JOIN
T PAIN

Were fever or systemic
symptoms present on t
he last day the Subject
Diary was completed?:

NO

Initial Entry
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.h Symptom:

Date Location User Value Reason

Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEW OR WORSENED JOINT PAI
N

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason

Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
LEFT

Initial Entry

5.a

Date Location User Value Reason

Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Injection Site Reaction:: RE

DN
ESS

Were injection site reactions
present on the last day the S
ubject Diary was completed
?:

NO

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason09
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Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
REDNESS

Initial Entry

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Injection Site Reaction:: SWE

LLI
NG

Were injection site reaction
s present on the last day the
Subject Diary was complete
d?:

NO

Initial Entry

5.b Injection Site Reaction:

Date Location User Value Reason

Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Injection Site Reaction:: PAIN A

T INJE
CTION

Initial Entry

09
01

77
e1

96
ae

2f
66

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0136853



Page 328 of 507

***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED
DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

SITE

Were injection site react
ions present on the last
day the Subject Diary w
as completed?:

NO

5.c Injection Site Reaction:

Date Location User Value Reason

Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
PAIN AT INJECTION SITE

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-04-2020 17:13:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

09
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Back to Form

1. Data Origin

Date Location User Value Reason

Nov-04-2020 17:13:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-04-2020 17:13:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-04-2020 17:19:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Nov-04-2020 17:13:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Nov-04-2020 17:13:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection:

Nov/4/2020

Initial Entry

5.a

Date Location User Value Reason

Nov-04-2020 17:19:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BS0J7D

Initial Entry

5.a Sample ID

Date Location User Value Reason
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Nov-04-2020 17:19:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BS0J7D

Initial Entry

5.b

Date Location User Value Reason

Nov-04-2020 17:19:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BS0J7F

Initial Entry

5.b Sample ID

Date Location User Value Reason

Nov-04-2020 17:19:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BS0J7F

Initial Entry

5.c

Date Location User Value Reason

Nov-04-2020 17:19:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BRHVB9

Initial Entry

5.c Sample ID

Date Location User Value Reason

Nov-04-2020 17:19:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BRHVB9

Initial Entry

5.d

Date Location User Value Reason

Nov-04-2020 17:20:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BRHVBB

Initial Entry
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5.d Sample ID

Date Location User Value Reason

Nov-04-2020 17:20:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BRHVBB

Initial Entry

5.e

Date Location User Value Reason

Nov-04-2020 17:20:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BRHVBC

Initial Entry

5.e Sample ID

Date Location User Value Reason

Nov-04-2020 17:20:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BRHVBC

Initial Entry

09
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-10-2020 00:47:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Annam
Sireesha
(pfe.sireea)

Query 1: Deleted Deleted as per
comment on SWAB
forms,updated PD
tracker

Nov-09-2020 13:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto Query

Nov-09-2020 13:02:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate Date of Visit is
completed but Date
of Assessment in the
Signs and Symptoms
form is missing.
Please review and
update as
appropriate.

Nov-09-2020 13:02:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate Date of Visit is
completed but Date
of Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Nov-09-2020 13:02:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Nov/9/2020

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Nov-09-2020 13:02:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
COVID_A

Initial Entry
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Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---
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Back to Form

1. Date of Assessment:

Date Location User Value Reason

Nov-13-2020 12:32:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Pamela Benne
prod
(pfe.bennep07)

Query 4: Closed Response satisfies
query

Nov-13-2020 08:23:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 4: Answered page updated. per crc
no symptoms to
report.

Nov-13-2020 08:22:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 4: Opened All symptoms are
reported as Not
Present and there is
no Other Symptom
reported. Please
review and update as
appropriate.

Nov-13-2020 08:22:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Closed Close Auto Query

Nov-13-2020 08:22:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Opened All symptoms are
reported as Not
Present and there is
no Other Symptom
reported. Please
review and update as
appropriate.

Nov-09-2020 13:04:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Closed Close Auto Query

Nov-09-2020 13:04:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Nov/9/2020

Transcription Error

Nov-09-2020 13:03:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Nov-09-2020 13:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened Date of assessment is
not same as Date
Visit. Please check
and correct.
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Nov-09-2020 13:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened All symptoms are
reported as Not
Present and there is
no Other Symptom
reported. Please
review and update as
appropriate.

Nov-09-2020 13:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sep/9/2020

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Nov-13-2020 14:53:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Closed Response satisfies
query

Nov-13-2020 13:43:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answered PER CRC SUBJECT
DID NOT HAVE
SYMPTOMS.

Nov-13-2020 13:36:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Reissued:Opened Clin: Please could
you confirm that the
subject did not
experience shortness
of breath, fever, or
cough.

Nov-13-2020 08:23:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry

Nov-13-2020 08:22:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Nov-13-2020 08:22:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry: Transcription Error

Nov-12-2020 18:39:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Opened Clin: Please any
symptoms associated
with “Aspiration
Pneumonia” should
be recorded on the
SIGNS AND
SYMPTOMS OF
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POTENTIAL
COVID-19 CRF
form (i.e. shortness
of breath, fever,
cough…)

Nov-09-2020 13:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/30/2020

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

Nov-13-2020 08:23:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

Nov-13-2020 08:22:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry: Transcription Error

Nov-09-2020 13:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Date of Last Symptom Resolved:

Sep/5/2020

Initial Entry

4.a

Date Location User Value Reason

Nov-09-2020 13:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptoms: FEVER

Symptom Present: NO

Initial Entry

4.a Symptoms:

Date Location User Value Reason

Nov-09-2020 13:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
FEVER

Initial Entry

4.a Was symptom present?

Date Location User Value Reason

Nov-09-2020 13:02:50
(UTC-05:00) Eastern

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
NO

Initial Entry09
01
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e1
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ae
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe mstephens)

4.b

Date Location User Value Reason

Nov-09-2020 13:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptoms: NEW OR INCREAS

ED COUGH

Symptom P
resent:

NO

Initial Entry

4.b Symptoms:

Date Location User Value Reason

Nov-09-2020 13:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NEW OR INCREASED COUGH

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Nov-09-2020 13:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

4.c

Date Location User Value Reason

Nov-09-2020 13:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sympto
ms:

NEW OR INCREASE
D SHORTNESS OF B
REATH

Sympto
m Prese
nt:

NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.c Symptoms:

Date Location User Value Reason

Nov-09-2020 13:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NEW OR INCREASED SHORTN
ESS OF BREATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Nov-09-2020 13:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

4.d

Date Location User Value Reason

Nov-09-2020 13:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptoms: CHILLS

Symptom Present: NO

Initial Entry

4.d Symptoms:

Date Location User Value Reason

Nov-09-2020 13:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Nov-09-2020 13:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

4.e

Date Location User Value Reason

Nov-09-2020 13:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptoms
:

NEW OR INCREASE
D MUSCLE PAIN

Symptom
Present:

NO

Initial Entry

09
01

77
e1

96
ae

2f
66

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0136863



Page 338 of 507

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.e Symptoms:

Date Location User Value Reason

Nov-09-2020 13:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NEW OR INCREASED MUSCLE
PAIN

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Nov-09-2020 13:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

4.f

Date Location User Value Reason

Nov-09-2020 13:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptoms
:

NEW LOSS OF TAS
TE OR SMELL

Symptom
Present:

NO

Initial Entry

4.f Symptoms:

Date Location User Value Reason

Nov-09-2020 13:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NEW LOSS OF TASTE OR SME
LL

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Nov-09-2020 13:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

4.g

Date Location User Value Reason

Nov-09-2020 13:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptom
s:

NEW OR INCREASE
D SORE THROAT

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Symptom
Present:

NO

4.g Symptoms:

Date Location User Value Reason

Nov-09-2020 13:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NEW OR INCREASED SORE TH
ROAT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Nov-09-2020 13:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

4.h

Date Location User Value Reason

Nov-09-2020 13:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptoms: DIARRHEA

Symptom Present: NO

Initial Entry

4.h Symptoms:

Date Location User Value Reason

Nov-09-2020 13:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Nov-09-2020 13:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

4.i

Date Location User Value Reason

Nov-09-2020 13:02:50
(UTC-05:00) Eastern

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Symptoms: VOMITING

Initial Entry09
01

77
e1

96
ae

2f
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe mstephens) Symptom Present: NO

4.i Symptoms:

Date Location User Value Reason

Nov-09-2020 13:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Nov-09-2020 13:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

5.a

Date Location User Value Reason

Nov-13-2020 08:22:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptoms - Other:

Transcription Error
(DELETED)

Nov-13-2020 08:22:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptoms - Other:

Transcription Error

Nov-12-2020 14:28:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptoms -
Other:

ASPIRATION PN
UMONIA

Changed Information

Nov-09-2020 13:03:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptoms - Othe
r:

INTUBATIO
N

Initial Entry

5.a Symptoms - Other Text:

Date Location User Value Reason

Nov-13-2020 13:36:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Vrunda Parikh
(pfe.parikv06)

Query 1: Closed Response satisfies
query

Nov-13-2020 08:22:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry: Transcription Error
(DELETED)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Not Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov-13-2020 08:22:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Nov-13-2020 08:22:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry: Transcription Error

Nov-12-2020 18:40:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Reissued:Opened Clin: Please should
not be recorded on
the SIGNS AND
SYMPTOMS OF
POTENTIAL
COVID-19 CRF
form, already
captured as a
diagnosis.

Nov-12-2020 14:28:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed Information

Nov-12-2020 14:28:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
ASPIRATION PNUMONIA

Changed Information

Nov-10-2020 18:36:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Vrunda Parikh
(pfe.parikv06)

Query 1: Opened CLINQUERY: Only
signs and symptoms
of potential
COVID-19 are
captured on this SOD
CRF. Please review
'intubation' as such
and update CRF as
appropriate to reflect
all the symptoms that
the participant
reported throughout
illness. Reference
preprinted Sx.

Nov-09-2020 13:03:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
INTUBATION

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Nov-09-2020 13:04:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Nov-09-2020 13:04:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Nov-09-2020 13:04:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

4. Assay Code and Description:

Date Location User Value Reason

Nov-09-2020 13:04:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5. Device Type:

Date Location User Value Reason

Nov-09-2020 13:04:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

6. Trade Name:

Date Location User Value Reason

Nov-09-2020 13:04:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

7. Test Result:

Date Location User Value Reason

Nov-09-2020 13:04:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

8. Comments/Findings/Details:

Date Location User Value Reason

Nov-09-2020 13:04:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

9. Trade Name Other, Specify:

Date Location User Value Reason

Nov-09-2020 13:04:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-09-2020 13:04:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-09-2020 13:04:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-09-2020 13:04:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Nov-09-2020 13:04:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO SWAB COLLECTED. NO VI
SIT WAS COMPLETED FOR CO
VID ILLNESS.

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-09-2020 13:05:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-09-2020 13:05:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-09-2020 13:05:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Nov-09-2020 13:05:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO SWAB COLLECTED AS TH
EIR WAS NO COVID ILLNESS
VISIT.

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Nov-10-2020 11:06:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practitioner: Not Do

ne

Occurrence of Visits or
Contacts:

NO

Initial Entry

Nov-10-2020 11:05:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practitioner: Not Do

ne

Occurrence of Visits or
Contacts:

Initial Entry

Nov-09-2020 13:06:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Type of Practitioner: Not Do

ne

Occurrence of Visits or
Contacts:

Not Do
ne

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

Nov-09-2020 13:06:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Done

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

Nov-10-2020
11:50:50
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Gbenga Akinkunmi
(pfe.akinkg)

Query
1: Clos
ed

Response satisfies query

Nov-10-2020
11:06:21
(UTC-05:00)
Eastern Time
(US &

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry:
NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Canada)

Nov-10-2020
11:05:56
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry:

Initial Entry

Nov-10-2020
10:58:56
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query
1: Ans
wered

Changed data per query

Nov-10-2020
08:58:47
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query
1: Reis
sued:O
pened

DM: Per CCG 8.35, this is
a required CRF. If subject
didn't utilize any of the
listed healthcare services,
complete the form with
answering as "No".
Provide appropriate
answers to each question
asked even if subject didn't
utilize healthcare services.

Nov-10-2020
07:46:09
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew Stephens
(pfe mstephens)

Query
1: Ans
wered

SOD CRF FORM WAS
COMPLETED PER
SPONSOR. NO OTHER
FORMS TO COMPLETE
AS THIS WAS NOT A
COVID ILLNESS VISIT.

Nov-10-2020
01:44:35
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Ope
ned

DMW5328712;Occurrence
of Visits or Contacts is not
expected to be Not Done
or Not Applicable or
Unknown. Please review
and update appropriately
or clarify

Nov-09-2020
13:06:13
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew Stephens
(pfe mstephens)

Data
Entry:
Not D
one

Initial Entry

1.b
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Nov-10-2020 11:11:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practiti
oner:

Not Done

Occurrence of
Visits or Conta
cts:

YES
Number of Vis
its or Contacts
:

1

Transcription Error

Nov-10-2020 11:06:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practitioner: Not Do

ne

Occurrence of Visits or
Contacts:

NO

Initial Entry

Nov-10-2020 11:05:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practitioner: Not Do

ne

Occurrence of Visits or
Contacts:

Initial Entry

Nov-09-2020 13:06:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Type of Practitioner: Not Do

ne

Occurrence of Visits or
Contacts:

Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Nov-09-2020 13:06:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Done

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Nov-10-2020
11:50:39
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Gbenga Akinkunmi
(pfe.akinkg)

Query
1: Clos
ed

Response satisfies query

Nov-10-2020
11:11:13
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry:
YES

Num
ber o
f Visi
ts or
Cont
acts:

1

Transcription Error

Nov-10-2020
11:06:21
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry:
NO

Initial Entry

Nov-10-2020
11:05:56
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry:

Initial Entry

Nov-10-2020
10:59:09
(UTC-05:00)
Eastern Time
(US &

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query
1: Ans
wered

Changed data per query
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Canada)

Nov-10-2020
08:59:09
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query
1: Reis
sued:O
pened

DM: Per CCG 8.35, this is
a required CRF. If subject
didn't utilize any of the
listed healthcare services,
complete the form with
answering as "No".
Provide appropriate
answers to each question
asked even if subject didn't
utilize healthcare services.

Nov-10-2020
07:46:37
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew Stephens
(pfe mstephens)

Query
1: Ans
wered

PER SPONSOR SOD
FORM WAS
COMPLETED. THIS
WAS NOT A COVID
ILLNESS VISIT, SO NO
OTHER FORMS TO
COMPLETE.

Nov-10-2020
01:44:35
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Ope
ned

DMW5328714;Occurrence
of Visits or Contacts is not
expected to be Not Done
or Not Applicable or
Unknown. Please review
and update appropriately
or clarify

Nov-09-2020
13:06:13
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew Stephens
(pfe mstephens)

Data
Entry:
Not D
one

Initial Entry

1.c

Date Location User Value Reason

Nov-10-2020 11:06:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practitioner: Not Do

ne

Occurrence of Visits or
Contacts:

NO

Initial Entry

Nov-10-2020 11:05:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practitioner: Not Do

ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Occurrence of Visits or
Contacts:

Nov-09-2020 13:06:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Type of Practitioner: Not Do

ne

Occurrence of Visits or
Contacts:

Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.c Physician or Healthcare Professional:

Date Location User Value Reason

Nov-09-2020 13:06:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Done

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Nov-10-2020
11:50:19
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Gbenga Akinkunmi
(pfe.akinkg)

Query
1: Clos
ed

Response satisfies query

Nov-10-2020
11:06:21
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry:
NO

Initial Entry

Nov-10-2020
11:05:56
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry:

Initial Entry

Nov-10-2020
10:59:23
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query
1: Ans
wered

Changed data per query

Nov-10-2020
08:59:50
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query
1: Reis
sued:O
pened

DM: Per CCG 8.35, this is
a required CRF. If subject
didn't utilize any of the
listed healthcare services,
complete the form with
answering as "No".
Provide appropriate
answers to each question
asked even if subject didn't
utilize healthcare services.
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov-10-2020
07:46:44
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew Stephens
(pfe mstephens)

Query
1: Ans
wered

PER SPONSOR SOD
FORM WAS
COMPLETED. THIS
WAS NOT A COVID
ILLNESS VISIT, SO NO
OTHER FORMS TO
COMPLETE.

Nov-10-2020
01:44:35
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Ope
ned

DMW5328716;Occurrence
of Visits or Contacts is not
expected to be Not Done
or Not Applicable or
Unknown. Please review
and update appropriately
or clarify

Nov-09-2020
13:06:13
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew Stephens
(pfe mstephens)

Data
Entry:
Not D
one

Initial Entry

1.d

Date Location User Value Reason

Nov-10-2020 11:06:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practitioner: Not Do

ne

Occurrence of Visits or
Contacts:

NO

Initial Entry

Nov-10-2020 11:05:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practitioner: Not Do

ne

Occurrence of Visits or
Contacts:

Initial Entry

Nov-09-2020 13:06:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Type of Practitioner: Not Do

ne

Occurrence of Visits or
Contacts:

Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.d Physician or Healthcare Professional:

Date Location User Value Reason

Nov-09-2020 13:06:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Done

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Nov-10-2020
11:06:21
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry:
NO

Initial Entry

Nov-10-2020
11:05:56
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry:

Initial Entry

Nov-10-2020
08:59:40
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query
1: Clos
ed

Response satisfies query

Nov-10-2020
07:46:52
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew Stephens
(pfe mstephens)

Query
1: Ans
wered

PER SPONSOR SOD
FORM WAS
COMPLETED. THIS
WAS NOT A COVID
ILLNESS VISIT, SO NO
OTHER FORMS TO
COMPLETE.

Nov-10-2020
01:44:35
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Ope
ned

DMW5328717;Occurrence
of Visits or Contacts is not
expected to be Not Done
or Not Applicable or
Unknown. Please review
and update appropriately
or clarify

Nov-09-2020 ACV0PFEINFP6000  Matthew Stephens Data Initial Entry
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Page 355 of 507

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

13:06:13
(UTC-05:00)
Eastern Time
(US &
Canada)

(pfe mstephens) Entry:
Not D
one

1.e

Date Location User Value Reason

Nov-10-2020 11:06:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practitioner: Not Do

ne

Occurrence of Visits or C
ontacts:

NO

Initial Entry

Nov-10-2020 11:05:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practitioner: Not Do

ne

Occurrence of Visits or C
ontacts:

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.e

Date Location User Value Reason

Nov-09-2020 13:06:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Type of Practitioner: Not Do

ne

Occurrence of Visits or
Contacts:

Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.e Physician or Healthcare Professional:

Date Location User Value Reason

Nov-09-2020 13:06:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Done

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Nov-10-2020
11:06:21
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry
:
NO

Initial Entry

Nov-10-2020
11:05:56
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry
:

Initial Entry

Nov-10-2020
08:59:31
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query
1: Clo
sed

Response satisfies query

Nov-10-2020
07:46:59
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew Stephens
(pfe mstephens)

Query
1: Ans
wered

PER SPONSOR SOD
FORM WAS
COMPLETED. THIS
WAS NOT A COVID
ILLNESS VISIT, SO NO
OTHER FORMS TO
COMPLETE.

Nov-10-2020
01:44:35
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW5328718;Occurrence
of Visits or Contacts is not
expected to be Not Done
or Not Applicable or
Unknown. Please review
and update appropriately
or clarify

Nov-09-2020 ACV0PFEINFP6000  Matthew Stephens Data Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

13:06:13
(UTC-05:00)
Eastern Time
(US &
Canada)

(pfe mstephens) Entry
:
Not D
one

1.f

Date Location User Value Reason

Nov-11-2020 10:00:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Type of Practiti
oner:

Not Done

Occurrence of
Visits or Conta
cts:

YES
Number of Vis
its or Contacts
:

1

Transcription Error

Nov-10-2020 11:06:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practitioner: Not Do

ne

Occurrence of Visits or
Contacts:

NO

Initial Entry

Nov-10-2020 11:05:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practitioner: Not Do

ne

Occurrence of Visits or
Contacts:

Initial Entry

Nov-09-2020 13:06:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Type of Practitioner: Not Do

ne

Occurrence of Visits or
Contacts:

Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.f Physician or Healthcare Professional:

Date Location User Value Reason

Nov-09-2020 13:06:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Done

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Nov-11-2020
10:00:29
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew Stephens
(pfe mstephens)

Data
Entry
:
YES

Num
ber
of Vi
sits
or C
onta
cts:

1

Transcription Error

Nov-10-2020
11:06:21
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry
:
NO

Initial Entry

Nov-10-2020
11:05:56
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry
:

Initial Entry

Nov-10-2020
08:59:21
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query
1: Clo
sed

Response satisfies query

Nov-10-2020
07:47:06
(UTC-05:00)

ACV0PFEINFP6000  Matthew Stephens
(pfe mstephens)

Query
1: Ans
wered

PER SPONSOR SOD
FORM WAS
COMPLETED. THIS
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time
(US &
Canada)

WAS NOT A COVID
ILLNESS VISIT, SO NO
OTHER FORMS TO
COMPLETE.

Nov-10-2020
01:44:35
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW5328719;Occurrence
of Visits or Contacts is not
expected to be Not Done
or Not Applicable or
Unknown. Please review
and update appropriately
or clarify

Nov-09-2020
13:06:13
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew Stephens
(pfe mstephens)

Data
Entry
:
Not D
one

Initial Entry

2. Other Type of Practitioner Specify:

Date Location User Value Reason

Nov-10-2020 19:11:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Vrunda Parikh
(pfe.parikv06)

Query 1: Closed Response satisfies
query

Nov-10-2020 18:33:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Vrunda Parikh
(pfe.parikv06)

Query 1: Opened CLINQUERY:
Please clarify
whether the subject
was hospitalized?
Response to this
question is noted as
NO, but subject is
noted to have had an
Emergency Room
visit as well as
Intensive Care Unit.
Please update or else
clarify.

Nov-10-2020 11:11:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
INTENSIVE CARE UNIT

Initial Entry

Nov-10-2020 11:05:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov-09-2020 13:06:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Done

Initial Entry

3. Has the subject been hospitalized due to potential COVID-19 illness?

Date Location User Value Reason

Nov-12-2020
20:55:44
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Vrunda Parikh
(pfe.parikv06)

Query
2: Clos
ed

Response satisfies query

Nov-12-2020
13:16:30
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Erik Sundgaard
(pfe.sundgaardea)

Query
3: Clos
ed

Response satisfies query

Nov-11-2020
14:50:26
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
2: Ans
wered

Transcription Error

Nov-11-2020
14:50:26
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew Stephens
(pfe mstephens)

Data E
ntry:
NO

Transcription Error

Nov-11-2020
13:41:46
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Vrunda Parikh
(pfe.parikv06)

Query
2: Reis
sued:O
pened

CLINQUERY:Thank
you.Subject had
COVID-19 Illness and
was hospitalized. Please
enter on the relevant
CRF form any available
information (vital signs,
pulse oxymet,
respiratory treatment, lab
results, imaging…).
Please make every effort
to obtain this info.09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov-11-2020
13:33:41
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
2: Ans
wered

Transcription Error

Nov-11-2020
13:33:41
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew Stephens
(pfe mstephens)

Data E
ntry:
YES

Has t
he su
bject
been i
n inte
nsive
care d
ue to
potent
ial C
OVID
-19 ill
ness?

YES

Transcription Error

Nov-11-2020
13:20:33
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Vrunda Parikh
(pfe.parikv06)

Query
2: Reis
sued:O
pened

CLINQUERY: Question
'Has the subject been in
intensive care due to
potential COVID-19
illness?' is noted as NO.
Please review and update
data as free field text
indicates 'Intensive Care
Unit'. Please clarify?

Nov-11-2020
10:00:51
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
3: Ans
wered

Transcription Error

Nov-11-2020
10:00:51
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
2: Ans
wered

Transcription Error
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov-11-2020
10:00:51
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew Stephens
(pfe mstephens)

Data E
ntry:
YES

Has t
he su
bject
been i
n inte
nsive
care d
ue to
potent
ial C
OVID
-19 ill
ness?

NO

Transcription Error

Nov-11-2020
02:59:00
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Teena Patra
(pfe.patrat02)

Query
3: Ope
ned

DM: Please confirm if
Comment entered needs
to be recorded in
appropriate data point.
Please confirm and
correct else clarify, thank
you.

Nov-10-2020
19:11:41
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Vrunda Parikh
(pfe.parikv06)

Query
2: Ope
ned

CLINQUERY: Please
clarify whether the
subject was hospitalized?
Response to this
question is noted as NO,
but subject is noted to
have had an 'Emergency
Room' visit as well as
'Intensive Care Unit'
service. Please update or
else clarify.

Nov-10-2020
11:48:43
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Gbenga Akinkunmi
(pfe.akinkg)

Query
1: Clos
ed

Response satisfies query

Nov-10-2020
11:06:21
(UTC-05:00)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data E
ntry:
NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time
(US &
Canada)

Nov-10-2020
11:05:56
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data E
ntry:

Initial Entry

Nov-10-2020
10:59:50
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query
1: Ans
wered

Changed data per query

Nov-10-2020
09:00:01
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query
1: Reis
sued:O
pened

DM: Per CCG 8.35, this
is a required CRF. If
subject didn't utilize any
of the listed healthcare
services, complete the
form with answering as
"No". Provide
appropriate answers to
each question asked even
if subject didn't utilize
healthcare services.

Nov-10-2020
07:45:37
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew Stephens
(pfe mstephens)

Query
1: Ans
wered

SOD CRF FORM WAS
COMPLETED PER
SPONSOR. NO OTHER
FORMS TO
COMPLETE.

Nov-10-2020
01:44:35
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Ope
ned

DMW5328689;Response
to 'Has the subject been
hospitalized due to
potential COVID-19
illness?' is not expected
to be Not Done or Not
Applicable or Unknown.
Please review and update
appropriately or clarify

Nov-09-2020
13:06:13
(UTC-05:00)

ACV0PFEINFP6000  Matthew Stephens
(pfe mstephens)

Data E
ntry:
Not Do

Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time
(US &
Canada)
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. What is the treatment Identifier?

Date Location User Value Reason

Nov-09-2020 13:06:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

2. Concomitant Non-drug Treatment Pre-specified:

Date Location User Value Reason

Nov-09-2020 13:06:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

3. Treatment:

Date Location User Value Reason

Nov-09-2020 13:06:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

4. Treatment:

Date Location User Value Reason

Nov-09-2020 13:06:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5. Start Date:

Date Location User Value Reason

Nov-09-2020 13:06:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

6. Ongoing?

Date Location User Value Reason

Nov-09-2020 13:06:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Nov-09-2020 13:06:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
POTENTIAL COVID-19 ILLNESS

Initial Entry

2. Was a diagnosis obtained for Potential COVID-19 Illness?

Date Location User Value Reason

Nov-12-2020 18:50:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Closed Response satisfies
query

Nov-12-2020 14:29:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Respiratory Illness Diagnosis:

ASPIRATION PNEUMONIA

Date of Diagnosis:

Aug/30/2020

Changed Information

Nov-11-2020 13:07:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 1: Answered Original value is
correct

Nov-10-2020 23:59:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Opened Clin: Please consider
in response to "Was a
diagnosis obtained
for Potential
COVID-19 Illness"
entering
ASPIRATION
PNEUMONIA.

Nov-09-2020 13:06:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

3. Toxicity Grade:

Date Location User Value Reason09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov-09-2020 13:06:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
3

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Nov-09-2020 13:06:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

2. Subcategory of Clinical Event:

Date Location User Value Reason

Nov-09-2020 13:06:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

3. Was a diagnosis obtained?

Date Location User Value Reason

Nov-09-2020 13:06:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

4. Toxicity Grade:

Date Location User Value Reason

Nov-09-2020 13:06:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

09
01

77
e1

96
ae

2f
66

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0136895



Page 370 of 507
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.a

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sponsor-Defined Ide
ntifier:

Not Applic
able

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Lab Normal Range: Not Applic
able

5.a Sponsor ID:

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.a Test:

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.a Result:

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.a Not Done:

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.a LNMT

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.b

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sponsor-Defined Ide
ntifier:

Not Applic
able

Initial Entry

09
01

77
e1

96
ae

2f
66

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0136897



Page 372 of 507

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

Lab Normal Range: Not Applic
able

5.b Sponsor ID:

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.b Test:

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.b Result:

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.b Not Done:

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.b LNMT

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sponsor-Defined Ide
ntifier:

Not Applic
able

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

Lab Normal Range: Not Applic
able

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sponsor ID:

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.c Test:

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.c Result:

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.c Not Done:

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.c LNMT

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.d

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sponsor-Defined Ide
ntifier:

Not Applic
able

Test:: Not Applic
able

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: Not Applic
able

Not Done:: Not Applic
able

Lab Normal Range: Not Applic
able

5.d Sponsor ID:

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.d Test:

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.d Result:

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.d Not Done:

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.d LNMT

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sponsor-Defined Ide
ntifier:

Not Applic
able

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

Lab Normal Range: Not Applic
able

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.e Sponsor ID:

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.e Test:

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.e Result:

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.e Not Done:

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.e LNMT

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.f

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sponsor-Defined Ide
ntifier:

Not Applic
able

Test:: Not Applic
able

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: Not Applic
able

Not Done:: Not Applic
able

Lab Normal Range: Not Applic
able

5.f Sponsor ID:

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.f Test:

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.f Result:

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.f Not Done:

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.f LNMT

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sponsor-Defined Ide
ntifier:

Not Applic
able

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

Lab Normal Range: Not Applic
able

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.g Sponsor ID:

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.g Test:

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.g Result:

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.g Not Done:

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.g LNMT

Date Location User Value Reason

Nov-09-2020 13:07:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.a

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sponsor-Defined Ide
ntifier:

Not Applic
able

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

Initial Entry

09
01

77
e1

96
ae

2f
66

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0136907



Page 382 of 507

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Lab Normal Range: Not Applic
able

5.a Sponsor ID:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.a Test:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.a Result:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.a Not Done:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.a LNMT

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.b

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sponsor-Defined Ide
ntifier:

Not Applic
able

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

Lab Normal Range: Not Applic
able

5.b Sponsor ID:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.b Test:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.b Result:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.b Not Done:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.b LNMT

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sponsor-Defined Ide
ntifier:

Not Applic
able

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

Lab Normal Range: Not Applic
able

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sponsor ID:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.c Test:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.c Result:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.c Not Done:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.c LNMT

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.d

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sponsor-Defined Ide
ntifier:

Not Applic
able

Test:: Not Applic
able

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: Not Applic
able

Not Done:: Not Applic
able

Lab Normal Range: Not Applic
able

5.d Sponsor ID:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.d Test:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.d Result:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.d Not Done:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.d LNMT

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sponsor-Defined Ide
ntifier:

Not Applic
able

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

Lab Normal Range: Not Applic
able

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.e Sponsor ID:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.e Test:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.e Result:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.e Not Done:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.e LNMT

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.f

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sponsor-Defined Ide
ntifier:

Not Applic
able

Test:: Not Applic
able

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: Not Applic
able

Not Done:: Not Applic
able

Lab Normal Range: Not Applic
able

5.f Sponsor ID:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.f Test:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.f Result:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.f Not Done:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.f LNMT

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sponsor-Defined Ide
ntifier:

Not Applic
able

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

Lab Normal Range: Not Applic
able

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.g Sponsor ID:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.g Test:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.g Result:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.g Not Done:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.g LNMT

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.h

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sponsor-Defined Ide
ntifier:

Not Applic
able

Test:: Not Applic
able

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: Not Applic
able

Not Done:: Not Applic
able

Lab Normal Range: Not Applic
able

5.h Sponsor ID:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.h Test:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.h Result:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.h Not Done:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.h LNMT

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sponsor-Defined Ide
ntifier:

Not Applic
able

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

Lab Normal Range: Not Applic
able

Initial Entry

09
01

77
e1

96
ae

2f
66

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0136919



Page 394 of 507

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

5.i Sponsor ID:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.i Test:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.i Result:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.i Not Done:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.i LNMT

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.j

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sponsor-Defined Ide
ntifier:

Not Applic
able

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

Lab Normal Range: Not Applic
able

5.j Sponsor ID:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.j Test:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.j Result:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.j Not Done:

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5.j LNMT

Date Location User Value Reason

Nov-09-2020 13:07:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Nov-09-2020 13:07:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

2.a

Date Location User Value Reason

Nov-09-2020 13:07:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Record Identifier:: Not App

licable

Systolic:: Not App
licable

Diastolic:: Not App
licable

Respiratory Rate in re
spirations/minute:

Not App
licable

Heart Rate in beats/mi
nute:

Not App
licable

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Nov-09-2020 13:07:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

2.a Systolic:

Date Location User Value Reason

Nov-09-2020 13:07:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Nov-09-2020 13:07:52
(UTC-05:00) Eastern

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Not Applicable

Initial Entry09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe mstephens)

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Nov-09-2020 13:07:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Nov-09-2020 13:07:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Nov-09-2020 13:08:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

2.a

Date Location User Value Reason

Nov-09-2020 13:08:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Record Identifier:
:

Not Applicabl
e

Oxygen Saturatio
n:

Not Applicabl
e

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Nov-09-2020 13:08:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Nov-09-2020 13:08:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: OXYGENATION PARAMETERS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Time of Assessment:

Date Location User Value Reason

Nov-09-2020 13:08:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

2. Arterial Blood Gases PaO2 (mmHg):

Date Location User Value Reason

Nov-09-2020 13:08:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

3. FiO2 (Fraction of Inhaled Oxygen):

Date Location User Value Reason

Nov-09-2020 13:08:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF
Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Nov-09-2020 13:08:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

2. Category:

Date Location User Value Reason

Nov-09-2020 13:08:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Nov-09-2020 13:08:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown, enter the
full trade or proprietary name. Include clarifying information in the Medication text (e.g., Ingredient(s), route, use,
formulation).

Date Location User Value Reason

Nov-09-2020 13:08:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5. Start Date:

Date Location User Value Reason

Nov-09-2020 13:08:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

6. Ongoing?

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF
Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov-09-2020 13:08:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/09/2020

Form: IMAGING - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Nov-09-2020 13:08:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Nov-09-2020 13:08:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Nov-09-2020 13:08:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

4. Assessment:

Date Location User Value Reason

Nov-09-2020 13:08:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Nov-04-2020 17:13:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Nov/4/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Nov-04-2020 17:13:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Nov-04-2020 17:13:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Sep-02-2020 08:54:45
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Matthew
Stephens
(pfe mstephens)

Form Created

09
01

77
e1

96
ae

2f
66

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0136930



Page 405 of 507

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Sep-16-2020 17:22:12
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Monica
Cooper
(pfe mcooper)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Sep-16-2020 17:23:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Monica
Cooper
(pfe mcooper)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Sep-16-2020 17:24:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Monica
Cooper
(pfe mcooper)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Sep-16-2020 17:25:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Monica
Cooper
(pfe mcooper)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Sep-16-2020 17:26:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Monica
Cooper
(pfe mcooper)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Sep-16-2020 17:27:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Monica
Cooper
(pfe mcooper)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Sep-16-2020 17:28:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Monica
Cooper
(pfe mcooper)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Oct-28-2020 14:48:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Matthew
Stephens
(pfe mstephens)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Oct-28-2020 14:49:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Matthew
Stephens
(pfe mstephens)
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Oct-28-2020 14:50:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Matthew
Stephens
(pfe mstephens)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Oct-28-2020 14:51:51
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Matthew
Stephens
(pfe mstephens)

Form Created
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Back to Form

Date Location User Value Reason

Nov-11-2020 10:04:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created
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Back to Form

Date Location User Value Reason

Mar-08-2021 15:23:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created
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Back to Form

1. Category:

Date Location User Value Reason

Sep-02-2020 08:54:45
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Sep-02-2020 08:54:45
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Sep-22-2020 15:03:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 4: Closed Response satisfies
query

Sep-22-2020 09:44:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 5: Closed moving query about
'chronic' to new AE for
chronic CHF (not in
past med hx)

Sep-17-2020 19:30:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Charu
Sabharwal
(pfe.sabhac)

Query 3: Closed Clinical_will close
query as it was
communicated that an
SAE fu was submitted
to update the term in
the safety database to
from "lysis of
adhesions" to
"abdominal
adhesions".

Sep-16-2020 17:17:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 5: Answered New Information

Sep-16-2020 17:17:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 4: Answered New Information

Sep-16-2020 17:17:27 ACV0PFEINFP6000  auto query Query 3: Answered New Information
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(UTC-05:00) Eastern
Time (US & Canada)

(autoquery)

Sep-16-2020 17:17:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica Cooper
(pfe mcooper)

Data Entry:
abdominal adhesions

New Information

Sep-16-2020 13:08:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 5: Opened CLINICAL SAE report
includes chronic
congestive heart failure
(CHF). Medical
History does not
include CHF; please
review and update if
CHF is chronic.

Sep-16-2020 12:47:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 4: Opened Clinical Please report
the underlying
diagnosis that led to
the surgical treatment.
Reported in the SAE
narrative, the subject
had a small bowel
obstruction – if this is
the underlying
diagnosis, please
update accordingly

Sep-16-2020 12:47:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Closed update of query
language

Sep-16-2020 09:54:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Reissued:Opened CLINICAL - to avoid
use of a surgical
treatment (lysis)
consider SAE event
term as high grade
small bowel
obstruction (treated by
lysis of adhesions) as
reported in SAE
followup

Sep-16-2020 09:52:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Closed Response satisfies
query

Sep-15-2020 13:31:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Charu
Sabharwal
(pfe.sabhac)

Query 3: Opened Clinical_following
terms were submitted
as SERIOUS to safety
db - acute hypoxic
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respiratory failure post
extubation, anemia,
hypokalemia, chronic
CHF, altered mental
status. 1) Update AE
log according. 2)
Submit fu SAE with
details of clinical
course

Sep-15-2020 08:30:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered New Information

Sep-15-2020 08:30:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Sep-15-2020 08:30:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
LYSIS OF ADHESION

New Information

Sep-13-2020 23:53:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Opened CLINICAL Please
clarify the medical
issue caused by Abd
Adhesions that
required
hospitalization, e.g.
pain, ileus, bowel
obstruction or other
clinical complaint

Sep-13-2020 23:51:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Opened CLINICAL Abd
Adhesions are not
reported on Med Hx;
are Abd Adhesions a
previously known
complication of prior
Sm. bowel
perforation/resection?
If so please add to
Medical Hx. If not
previously known,
include workup in SAE
which diagnosed Abd
Adhesions.

Sep-02-2020 08:54:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
ABDOMINAL ADHESIONS

Initial Entry
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4. Start Date Time:

Date Location User Value Reason

Sep-02-2020 08:54:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Aug/29/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Oct-05-2020 11:40:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Closed Response satisfies
query

Oct-05-2020 08:56:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answered Correct as recorded.

Oct-02-2020 13:40:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Opened CLINICAL Upon
review of the SAE
report, stop date for
this event was 16
Sept 2020; however
this does not match
with the AE stop
date. Please review,
and update
accordingly.

Sep-16-2020 17:18:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica Cooper
(pfe mcooper)

Data Entry:
NO

End Date Time:

Aug/30/2020 UNK:UNK

New Information

Sep-02-2020 08:54:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Sep-02-2020 08:54:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
3

Initial Entry

7. Is the adverse event serious?09
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If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Nov-11-2020 08:56:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 4: Closed information received

Nov-10-2020 22:49:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 4: Opened CLINICAL - No
update in recent SAE
09Nov20 for COVID
test status in Hosp
(Yes/No/no info
available; if Yes then
date/result); this is a
request from
independent Data
Monitoring
Committee; please
submit to SAE.

Nov-05-2020 14:27:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Closed Query closed; will
follow for SAE
update with the
requested COVID
test info

Nov-03-2020 13:36:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 3: Answered CRC WILL
FOLLOW UP.

Nov-03-2020 13:26:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Erik Sundgaard
(pfe.sundgaardea)

Query 3: Opened Clinical Followup -
COVID testing has
not been reported [by
CRC] in the SAE
submitted to safety.
Please submit a
follow-up SAE form
[#2020339639] to
provide whether
COVID testing was
performed (yes/no)
and if yes, the results.

Nov-03-2020 09:36:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Candidate Clinical Followup -
COVID testing has
not been reported [by
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CRC] in the SAE
submitted to safety.
Please submit a
follow-up SAE form
[#2020339639] to
provide whether
COVID testing was
performed (yes/no)
and if yes, the results.

Oct-28-2020 00:32:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Closed Query closed; will
follow for SAE
update with
requested COVID
test info

Oct-27-2020 08:02:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 2: Answered CRC WILL
UPDATE.

Oct-22-2020 22:15:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Opened Clinical - COVID
testing has not been
reported in the SAE
submitted to safety.
Please submit a
follow-up SAE form
[#2020339639] to
provide whether
COVID testing was
performed (yes/no)
and if yes, the results.

Sep-03-2020 06:37:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-02-2020 08:54:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE
ABDOMINAL
ADHESIONS:
Response to "Is the
adverse event
serious?" is 'Yes' but
"Serious Adverse
Event Number" is
blank.

Sep-02-2020 08:54:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Is this serious event associated
with congenital anomaly or birt
h defect?

Initial Entry
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NO

Did this serious event result in
death?

NO

Did this serious event require o
r prolong hospitalization?

YES

Did this serious event result in
persistent or significant disabili
ty/incapacity?

NO

Is this serious event life threate
ning?

NO

Other medically important seri
ous event

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Sep-02-2020 08:54:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Sep-02-2020 09:01:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NOT RELATED

If Not Related to study treatment
(s), this event is due to:

OTHER

If Other, specify:

Transcription Error
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PREVIOUS SURGERY

Sep-02-2020 08:54:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NOT RELATED

If Not Related to study treatment
(s), this event is due to:

OTHER

If Other, specify:

ABDOMINAL ADHESION
S

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Sep-02-2020 08:54:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Sep-02-2020 08:54:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Oct-13-2020 18:32:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Closed Response satisfies
query

Oct-13-2020 08:21:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 1: Answered PER SOURCE PER
AE OF
ABDOMINAL
ADHESIONS NO
OTHER NO DRUG
TREATMENT
REQUIRED.

Oct-12-2020 12:10:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Reissued:Opened CLINICAL: The
query is not about
medications; but
about non-Drug
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treatment including
surgery; please
review surgery for
lysis of adhesions,
and update as
appropriate.

Oct-12-2020 08:48:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 1: Answered PER SOURCE
SUBJECT ONLY
TOOK CONMEDS
FOR AE.

Oct-09-2020 17:58:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Reissued:Opened Clinical AE unlocked
/ For this AE,
non-drug treatment is
answered 'no';
however, subject had
surgery for lysis of
adhesions. Please
review, and update as
appropriate
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Back to Form

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Oct-09-2020 08:37:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answered PLEASE UNLOCK
AE SO DATA CAN
BE UPDATED.

Oct-09-2020 07:42:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Opened CLINICAL For this
AE, non-drug
treatment is
answered 'no';
however, subject had
surgery for lysis of
adhesions. Please
review, and update
as appropriate

Sep-02-2020 08:54:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Sep-22-2020 06:50:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann Piojo
(pfe.quitor)

Query 6: Closed Response satisfies query

Sep-21-2020 07:58:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 6: Answered Changed data per query

Sep-21-2020 06:53:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann Piojo
(pfe.quitor)

Query 6: Opened SAE RECON:AER#
2020339639 ,outcome was
recorded as
RECOVERING/RESOLVING
in Safety DB. Per previous
query response
RECOVERED/RESOLVED
is the correct outcome. Please
submit a follow up AEM form
to update SDB outcome.

Sep-19-2020 01:47:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Vijay Venugopal
(pfe.venugv04)

Query 5: Closed Response satisfies query
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Sep-18-2020 10:15:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 5: Answered CORRECT AS RECORDED.

Sep-18-2020 05:30:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann Piojo
(pfe.quitor)

Query 5: Opened SAE RECON:AER#
2020339639 ,outcome was
recorded as
RECOVERING/RESOLVING
in Safety DB however,updated
to
RECOVERED/RESOLVED
on AE CRF. Please confirm
correct outcome.If safety
update is required, please
submit a follow-up for

Sep-16-2020 17:18:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 4: Closed Close Auto Query

Sep-16-2020 17:17:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 4: Opened For AE abdominal adhesions:
Response to "What was the
outcome of this adverse
event?" is 3 but End
Date/Time is missing.

Sep-16-2020 17:17:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica Cooper
(pfe mcooper)

Data Entry:
RECOVERED/RESOLVE
D

Transcription Error

Sep-15-2020 06:50:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann Piojo
(pfe.quitor)

Query 3: Closed resolved

Sep-14-2020 07:57:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Answered updated in error.

Sep-14-2020 07:57:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
RECOVERING/RESOLV
ING

updated in error.

Sep-14-2020 05:17:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann Piojo
(pfe.quitor)

Query 3: Opened SAE RECON:AER#
2020339639 ,outcome was
updated to
RECOVERING/RESOLVING
in Safety DB however,
recorded as NOT
RECOVERED/NOT
RESOLVED on AE CRF.
Please confirm correct
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outcome.If safety update is
required, please submit a
follow-up form

Sep-09-2020 07:33:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann Piojo
(pfe.quitor)

Query 1: Closed data updated. issue resolved

Sep-08-2020 07:57:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Sep-08-2020 07:57:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NOT RECOVERED/NOT
RESOLVED

Transcription Error

Sep-07-2020 05:04:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann Piojo
(pfe.quitor)

Query 1: Reissued:Opene
d

SAE RECON 1: Per latest
SAE listing,the outcome was
updated to NOT
RECOVERED/NOT
RESOLVED. Please confirm
correct outcome for the event.
If safety update is required,
please submit a follow-up
form.

Sep-03-2020 11:32:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Erik Sundgaard
(pfe.sundgaardea)

Query 2: Closed Response satisfies query

Sep-03-2020 07:55:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 2: Answered Changed data per query

Sep-03-2020 07:54:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened For AE ABDOMINAL
ADHESIONS: Response to
"What was the outcome of
this adverse event?" is
'Unknown' but End Date/Time
is provided or "Is the adverse
event still ongoing?" is
marked "Yes".

Sep-03-2020 07:54:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Sep-03-2020 07:54:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
UNKNOWN

Transcription Error
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Sep-03-2020 06:50:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann Piojo
(pfe.quitor)

Query 1: Opened SAE RECON:AER#
2020319554 ,outcome was
reported as UNKNOWN in
SAE form however, recorded
as
RECOVERING/RESOLVING
on AE CRF. Please confirm
correct outcome. If safety
update is required, please
submit a follow-up form.

Sep-02-2020 08:54:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
RECOVERING/RESOLV
ING

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Sep-21-2020 20:50:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Lingyan Zuo
(pfe.zuol02)

Query 2: Closed Response satisfies
query

Sep-18-2020 10:14:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered Transcription Error

Sep-18-2020 10:14:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-18-2020 10:14:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Transcription Error

Sep-17-2020 19:43:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Lingyan Zuo
(pfe.zuol02)

Query 2: Opened ClinQuery:
abdominal adhesions:
'Did the AE cause
study discontinuation'
marked as yes,
however, EOT and
FUP are blank.
Please review/update.
Thanks

Sep-16-2020 17:18:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Did the adverse
event cause the
subject to be
discontinued from the
study?' is Yes but
neither
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DISPOSITION -
TREATMENT form
nor DISPOSITION -
FOLLOW-UP has
Status as ''ADVERSE
EVENT''. Please
review and update as
appropriate.

Sep-16-2020 17:18:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica Cooper
(pfe.mcooper)

Data Entry:
YES

New Information

Sep-02-2020 08:54:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Sep-03-2020 06:37:06
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020339639

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Sep-16-2020 17:22:12
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Sep-16-2020 17:22:12
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Oct-08-2020 00:21:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Closed closed pending
records

Oct-05-2020 08:32:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 1: Answered CRC WILL
UPDATE AS
NECESSARY

Oct-02-2020 13:51:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Opened ClinQuery If
information for a
safety update on
hospital lab tests
(renal function,
potassium) and other
information about the
clinical course of
additional AEs
(mental status) is
available, please
submit a follow-up
form.

Sep-16-2020 17:22:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica Cooper
(pfe mcooper)

Data Entry:
altered mental status

Initial Entry

4. Start Date Time:
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Date Location User Value Reason

Sep-16-2020 17:22:12
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Aug/29/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Sep-16-2020 17:22:12
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

End Date Time:

Sep/16/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Sep-16-2020 17:22:12
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
3

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Oct-31-2020 09:47:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 2: Closed Response satisfies query

Oct-31-2020 06:45:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nikita Singh
(pfe.singhn98)

Query 3: Closed Relevant SAE Recon query
present.

Oct-30-2020 09:04:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 3: Answered DATA HAS BEEN
CHANGED TO NO.

Oct-30-2020 08:55:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Sonal K
(pfe ks66)

Query 3: Opened For AE altered mental
status: Response to "Is the
adverse event serious?" is
'No' but "Serious Adverse
Event Number" is present.
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Oct-30-2020 08:07:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Candidate For AE altered mental
status: Response to "Is the
adverse event serious?" is
'No' but "Serious Adverse
Event Number" is present.

Oct-30-2020 08:07:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered Changed Information

Oct-30-2020 08:07:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Changed Information

Oct-30-2020 01:23:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 2: Reissued:Opened SAE RECON 1: Form is
now unfrozen. Please
update accordingly

Oct-29-2020 10:02:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 2: Answered PLEASE UNLOCK AE
SO DATA CAN BE
UPDATED.

Oct-29-2020 06:51:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 2: Opened SAE
RECON:AER#2020339639
Altered mental
status(Onset
date:29Aug2020) is not
reported to Safety database
but marked serious on AE
CRF. Confirm seriousness
and report to Pfizer
immediately. If this event is
not serious, downgrade the
event on AE CRF

Sep-17-2020 22:12:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-16-2020 17:22:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE altered mental
status: Response to "Is the
adverse event serious?" is
'Yes' but "Serious Adverse
Event Number" is blank.

Sep-16-2020 17:22:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica Cooper
(pfe mcooper)

Data Entry:
YES

Is this serious event associat
ed with congenital anomaly
or birth defect?

Initial Entry
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NO

Did this serious event result
in death?

NO

Did this serious event requir
e or prolong hospitalization?

YES

Did this serious event result
in persistent or significant di
sability/incapacity?

NO

Is this serious event life thre
atening?

NO

Other medically important s
erious event

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Sep-16-2020 17:22:12
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Sep-23-2020 09:17:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ahmed Hassan
(pfe hassaa38)

Query 1: Closed Response satisfies
query

Sep-22-2020 16:27:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed Information

Sep-22-2020 16:27:53 ACV0PFEINFP6000  Matthew Data Entry: Changed Information
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(UTC-05:00) Eastern
Time (US & Canada)

Stephens
(pfe mstephens)

NOT RELATED
If Not Related to study treatment
(s), this event is due to:

CONCOMITANT NON-DRU
G TREATMENT

Sep-22-2020 09:53:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Closed error in wording

Sep-22-2020 09:52:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Opened ClinQuery: SAE
narrative states
subject was septic;
consider if this
should be reported as
an AE, and if sepsis
(versus surgical
procedure) could be
causative for some of
these symptoms,
particularly if present
pre-operatively

Sep-21-2020 21:50:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Lingyan Zuo
(pfe.zuol02)

Query 1: Opened ClinQuery: altered
mental status:
Question 9 states this
is related to 'prior
surgery'. Please can
you review and
update as
appropriate? Thanks

Sep-16-2020 17:22:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica Cooper
(pfe mcooper)

Data Entry:
NOT RELATED

If Not Related to study treatment
(s), this event is due to:

OTHER

If Other, specify:

prior surgery

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Sep-16-2020 17:22:12
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NOT APPLICABLE

Initial Entry09
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11. Was a Concomitant Medication given?

Date Location User Value Reason

Sep-16-2020 17:22:12
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Sep-16-2020 17:22:12
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Sep-16-2020 17:22:12
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Sep-16-2020 17:22:12
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Nov-01-2020 10:01:17
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry: downgraded to non
serious

Sep-17-2020 22:12:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020339639

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Sep-16-2020 17:23:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Sep-16-2020 17:23:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Sep-16-2020 17:23:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
acute hypoxic respiratory failure

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Nov-07-2020 09:50:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Closed Response satisfies
query

Nov-07-2020 09:12:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed Information

Nov-07-2020 09:12:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rebecca
Klipper
(pfe rklipper)

Data Entry:
Aug/30/2020 UNK:UNK

Changed Information

Nov-06-2020 05:20:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Opened SAE RECON:
AER#2020339639
onset date was
updated to 30Aug2020
in SDB however,
recorded as
29Aug2020 on AE
CRF. Please confirm
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correct Onset Date. If
safety update is
required, please
submit a follow-up
SAE form.

Sep-16-2020 17:23:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
Aug/29/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Sep-16-2020 17:23:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

End Date Time:

Sep/11/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Sep-16-2020 17:23:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
3

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Sep-17-2020 22:12:51
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-16-2020 17:23:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE acute
hypoxic respiratory
failure: Response to
"Is the adverse event
serious?" is 'Yes' but
"Serious Adverse
Event Number" is
blank.09
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Sep-16-2020 17:23:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
YES

Is this serious event associated wit
h congenital anomaly or birth defe
ct?

NO

Did this serious event result in dea
th?

NO

Did this serious event require or p
rolong hospitalization?

YES

Did this serious event result in per
sistent or significant disability/inc
apacity?

NO

Is this serious event life threatenin
g?

NO

Other medically important serious
event

NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Sep-16-2020 17:23:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Sep-16-2020 17:23:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
NOT RELATED

If Not Related to study treatment(s

Initial Entry
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), this event is due to:

OTHER

If Other, specify:

prior surgery

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Sep-16-2020 17:23:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Sep-16-2020 17:23:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Sep-16-2020 17:23:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Sep-16-2020 17:23:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Sep-16-2020 17:23:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason
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Sep-17-2020 22:12:51
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020339639

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Sep-16-2020 17:24:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Sep-16-2020 17:24:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Nov-11-2020 10:47:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 6: Closed Query closed; will
follow for SAE update
with requested term
split

Nov-11-2020 10:46:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 5: Closed Response satisfies
query

Nov-11-2020 10:02:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 5: Answered Changed data per
query

Nov-11-2020 10:02:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 6: Answered Changed data per
query

Nov-10-2020 22:36:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 6: Opened CLINICAL - SAE
report on 09Nov20
has LVH included
with CHF term;
although mild LVH
appears to be a
non-serious event.
Also 2 terms cannot
be reported together;
please separate in a
SAE update.
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Nov-10-2020 22:34:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 5: Opened Clinical On review of
the SAE
(#2020339639, an
event of Concentric
Left Ventricular
Hypertrophy was
reported, not yet an
AE. Please review
LVH for safety and
report as a
SEPARATE AE on
the CRF accordingly.

Nov-10-2020 22:32:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 4: Closed reword

Nov-10-2020 22:30:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 4: Opened Clinical On review of
the SAE
(#2020339639, an
event of Concentric
Left Ventricular
Hypertrophy was
reported, yet it does
not appear in the CRF.
Please review for
safety and update AE
log CRF accordingly.

Nov-06-2020 05:07:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 3: Closed sdb term updated

Nov-04-2020 23:54:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 3: Opened SAE RECON:
AER#2020339639
Event term in Safety
database has been
updated to
"CHRONIC
congestive heart
failure" while retained
as CHF in AE log.
Updates should be
reflected in InForm.
Please review term
and update
accordingly

Oct-08-2020 12:12:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Closed will review next SAE
safety submission
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Oct-08-2020 07:57:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 2: Answered CRC WILL UPDATE
WITH SAFETY
FOLLOW UP.

Oct-08-2020 00:13:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Reissued:Opened CLINICAL - the
reported SAE term is
still 'Chronic CHF';
however, the event is
new CHF with onset
date of 29 Aug 2020.
Please update SAE
term with a safety
followup

Oct-05-2020 09:00:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 2: Answered Changed in source.

Oct-02-2020 13:42:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Opened ClinQuery - AE term
of Congestive Heart
Failure (new event,
based on no past Med
Hx) does not match
the SAE term of
Chronic Congestive
Failure. Please review,
and if a safety update
is required, please
submit a follow-up
form.

Sep-22-2020 15:04:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Closed Response satisfies
query

Sep-22-2020 14:10:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed Information

Sep-22-2020 14:10:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
CONGESTIVE HEART FAILUR
E

Changed Information

Sep-22-2020 09:58:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Opened ClinQuery please
clarify the basis for
'Chronic' in this AE
term, as CHF is not in
medical history as a
prior condition & this
new event lasted 17
days; modify term as
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required

Sep-16-2020 17:24:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica Cooper
(pfe.mcooper)

Data Entry:
chronic congestive heart failure

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Nov-07-2020 09:51:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Closed Response satisfies
query

Nov-07-2020 09:13:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed Information

Nov-07-2020 09:13:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rebecca
Klipper
(pfe rklipper)

Data Entry:
Aug/30/2020 UNK:UNK

Changed Information

Nov-06-2020 05:15:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Opened SAE RECON:
AER#2020339639
onset date was
updated to 30Aug2020
in SDB however,
recorded as
29Aug2020 on AE
CRF. Please confirm
correct Onset Date. If
safety update is
required, please
submit a follow-up
SAE form.

Sep-16-2020 17:24:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
Aug/29/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Sep-16-2020 17:24:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

End Date Time:

Sep/16/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:
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Date Location User Value Reason

Sep-16-2020 17:24:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
3

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Nov-11-2020 13:11:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Closed Query closed; will
follow for SAE
update with the
requested COVID
test info

Nov-11-2020 11:17:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ute Frantz
(pfe frantu)

Query 2: Deleted Query is invalid or
does not apply

Nov-11-2020 10:47:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 3: Answered crc will update

Nov-11-2020 10:43:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Reissued:Opened CLINICAL - thank
you for your reply.
Please submit the
CHANGE (to
non-serious) for all 5
[CHF, Sepsis,
Anemia,
hypokalemia, acute
renal failure] as a
safety update, so SAE
report will also have
non-serious

Nov-11-2020 09:57:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 3: Answered CORRECT AS
RECORDED. PER
CRC AE EVENT
WAS CHANGED TO
A NON SAE.

Nov-10-2020 22:38:30
(UTC-05:00) Eastern

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Opened CLINICAL - Event
of CHF is reported as
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Time (US & Canada) non-serious; however,
SAE report as of
09Nov20 has CHF as
serious. Please
review, and
harmonize serious
status; updating
where appropriate.

Nov-10-2020 12:51:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate For AE
CONGESTIVE
HEART FAILURE:
Response to "Is the
adverse event
serious?" is 'No' but
"Serious Adverse
Event Number" is
present.

Nov-10-2020 12:51:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Changed Information

Sep-17-2020 22:16:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-16-2020 17:24:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE chronic
congestive heart
failure: Response to
"Is the adverse event
serious?" is 'Yes' but
"Serious Adverse
Event Number" is
blank.

Sep-16-2020 17:24:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica Cooper
(pfe mcooper)

Data Entry:
YES

Is this serious event associated
with congenital anomaly or birth
defect?

NO

Did this serious event result in d
eath?

NO

Did this serious event require or
prolong hospitalization?

Initial Entry
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YES

Did this serious event result in p
ersistent or significant disability/
incapacity?

NO

Is this serious event life threaten
ing?

NO

Other medically important serio
us event

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Sep-16-2020 17:24:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Sep-16-2020 17:24:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
NOT RELATED

If Not Related to study treatment(s
), this event is due to:

OTHER

If Other, specify:

prior surgery

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Sep-16-2020 17:24:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NOT APPLICABLE

Initial Entry
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11. Was a Concomitant Medication given?

Date Location User Value Reason

Sep-16-2020 17:24:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Sep-16-2020 17:24:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Sep-16-2020 17:24:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Sep-16-2020 17:24:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Nov-13-2020 05:49:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry: downgraded to non
serious

Sep-17-2020 22:16:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020339639

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Sep-16-2020 17:25:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Sep-16-2020 17:25:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Sep-16-2020 17:25:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
hypokalemia

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Nov-07-2020 09:48:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Closed Response satisfies
query

Nov-07-2020 09:14:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed Information

Nov-07-2020 09:14:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rebecca
Klipper
(pfe rklipper)

Data Entry:
Aug/30/2020 UNK:UNK

Changed Information

Nov-06-2020 05:22:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Opened SAE RECON:
AER#2020339639
onset date was
updated to 30Aug2020
in SDB however,
recorded as
29Aug2020 on AE
CRF. Please confirm
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correct Onset Date. If
safety update is
required, please
submit a follow-up
SAE form.

Sep-16-2020 17:25:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
Aug/29/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Sep-16-2020 17:25:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

End Date Time:

Sep/16/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Sep-16-2020 17:25:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
3

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Nov-11-2020 11:18:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ute Frantz
(pfe frantu)

Query 2: Deleted Query is invalid or
does not apply

Nov-11-2020 10:44:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Closed Response satisfies
query

Nov-11-2020 10:03:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 3: Answered CORRECT AS
RECORDED PER
CRC. DATA WAS
CHANGED FROM
SAE TO AE
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EVENT.

Nov-10-2020 22:39:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Opened CLINICAL - Event
of hypokalemia is
reported as
non-serious;
however, SAE report
as of 09Nov20 has
hypokalemia as
serious. Please
review, and
harmonize serious
status; updating
where appropriate.

Nov-10-2020 12:49:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate For AE hypokalemia:
Response to "Is the
adverse event
serious?" is 'No' but
"Serious Adverse
Event Number" is
present.

Nov-10-2020 12:49:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

Nov-10-2020 12:49:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: Changed Information

Sep-17-2020 22:16:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-16-2020 17:25:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE hypokalemia:
Response to "Is the
adverse event
serious?" is 'Yes' but
"Serious Adverse
Event Number" is
blank.

Sep-16-2020 17:25:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica Cooper
(pfe mcooper)

Data Entry:
YES

Is this serious event associated w
ith congenital anomaly or birth d
efect?

NO

Initial Entry
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Did this serious event result in d
eath?

NO

Did this serious event require or
prolong hospitalization?

YES

Did this serious event result in p
ersistent or significant disability/
incapacity?

NO

Is this serious event life threateni
ng?

NO

Other medically important seriou
s event

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Sep-16-2020 17:25:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Sep-16-2020 17:25:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
NOT RELATED

If Not Related to study treatment(s
), this event is due to:

OTHER

If Other, specify:

prior surgery

Initial Entry
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10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Sep-16-2020 17:25:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Sep-16-2020 17:25:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Sep-16-2020 17:25:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Sep-16-2020 17:25:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Sep-16-2020 17:25:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Nov-13-2020 05:50:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry: downgraded to non
serious

Sep-17-2020 22:16:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020339639

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Sep-16-2020 17:26:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Sep-16-2020 17:26:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Sep-21-2020 20:50:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Lingyan Zuo
(pfe.zuol02)

Query 1: Closed Response satisfies
query

Sep-18-2020 10:36:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answered PER CRC NO
INFORMATION
HAS BEE
RECEIVED AS OF
YET. WILL UPDATE
AS INFORMATION
IS GIVEN TO SITE.

Sep-17-2020 19:53:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Lingyan Zuo
(pfe.zuol02)

Query 1: Opened ClinQuery: anemia:
Please can you
confirm if subject was
given any bloods as a
result of this AE?

Sep-16-2020 17:26:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica Cooper
(pfe.mcooper)

Data Entry:
anemia

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Nov-07-2020 09:52:06
(UTC-05:00) Eastern

ACV0PFEINFP6000  Ricell Ann
Piojo

Query 1: Closed Response satisfies
query
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Time (US & Canada) (pfe.quitor)

Nov-07-2020 09:14:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed Information

Nov-07-2020 09:14:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rebecca
Klipper
(pfe rklipper)

Data Entry:
Aug/30/2020 UNK:UNK

Changed Information

Nov-06-2020 05:11:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Opened SAE RECON:
AER#2020339639
onset date was
updated to 30Aug2020
in SDB however,
recorded as
29Aug2020 on AE
CRF. Please confirm
correct Onset Date. If
safety update is
required, please
submit a follow-up
SAE form.

Sep-16-2020 17:26:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
Aug/29/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Sep-16-2020 17:26:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

End Date Time:

Sep/16/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Sep-16-2020 17:26:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
3

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
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disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Nov-11-2020 11:19:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ute Frantz
(pfe frantu)

Query 2: Deleted Query is invalid or
does not apply

Nov-11-2020 10:44:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Closed Response satisfies
query

Nov-11-2020 10:03:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 3: Answered CORRECT AS
RECORDED PER
CRC. EVENT WAS
CHANGED FROM
SAE TO AE.

Nov-10-2020 22:40:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Opened CLINICAL - Event
of anemia is reported
as non-serious;
however, SAE report
as of 09Nov20 has
anemia as serious.
Please review, and
harmonize serious
status; updating
where appropriate.

Nov-10-2020 12:50:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate For AE anemia:
Response to "Is the
adverse event
serious?" is 'No' but
"Serious Adverse
Event Number" is
present.

Nov-10-2020 12:50:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Changed Information

Sep-18-2020 05:46:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-16-2020 17:26:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE anemia:
Response to "Is the
adverse event
serious?" is 'Yes' but
"Serious Adverse
Event Number" is
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blank.

Sep-16-2020 17:26:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica Cooper
(pfe mcooper)

Data Entry:
YES

Is this serious event associated w
ith congenital anomaly or birth d
efect?

NO

Did this serious event result in d
eath?

NO

Did this serious event require or
prolong hospitalization?

YES

Did this serious event result in p
ersistent or significant disability/
incapacity?

NO

Is this serious event life threateni
ng?

NO

Other medically important seriou
s event

NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Sep-16-2020 17:26:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Sep-16-2020 17:26:28 ACV0PFEINFP6000  Monica Data Entry: Initial Entry
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(UTC-05:00) Eastern Time
(US & Canada)

Cooper
(pfe mcooper)

NOT RELATED
If Not Related to study treatment(s
), this event is due to:

OTHER

If Other, specify:

prior surgery

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Sep-16-2020 17:26:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Sep-16-2020 17:26:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Sep-16-2020 17:26:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Sep-16-2020 17:26:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Sep-16-2020 17:26:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only
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Date Location User Value Reason

Nov-13-2020 05:51:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry: downgraded to non
serious

Sep-18-2020 05:46:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020339639

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Sep-16-2020 17:27:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Sep-16-2020 17:27:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Sep-16-2020 17:27:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
acute renal failure

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Sep-16-2020 17:27:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Aug/29/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Sep-16-2020 17:27:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

End Date Time:

Sep/16/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Sep-16-2020 17:27:27
(UTC-05:00) Eastern Time

ACV0PFEINFP6000  Monica
Cooper

Data Entry:
3

Initial Entry09
01
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(US & Canada) (pfe.mcooper)

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Nov-11-2020 11:19:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ute Frantz
(pfe frantu)

Query 2: Deleted Query is invalid or
does not apply

Nov-11-2020 10:45:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Closed Response satisfies
query

Nov-11-2020 10:02:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 3: Answered CORRECT AS
RECORDED PER
CRC. DATA WAS
CHANGED FROM
SAE TO AE.

Nov-10-2020 22:42:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Opened CLINICAL - Event
of acute renal failure
is reported as
non-serious;
however, SAE report
as of 09Nov20 has
ARF as serious.
Please review, and
harmonize serious
status; updating
where appropriate.

Nov-10-2020 12:47:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate For AE acute renal
failure: Response to
"Is the adverse event
serious?" is 'No' but
"Serious Adverse
Event Number" is
present.

Nov-10-2020 12:47:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Changed Information

Sep-17-2020 22:19:00 ACV0PFEINFP6000  auto query Query 1: Deleted Close Auto Query
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(UTC-05:00) Eastern
Time (US & Canada)

(autoquery)

Sep-16-2020 17:27:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE acute renal
failure: Response to
"Is the adverse event
serious?" is 'Yes' but
"Serious Adverse
Event Number" is
blank.

Sep-16-2020 17:27:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica Cooper
(pfe mcooper)

Data Entry:
YES

Is this serious event associated w
ith congenital anomaly or birth d
efect?

NO

Did this serious event result in d
eath?

NO

Did this serious event require or
prolong hospitalization?

YES

Did this serious event result in p
ersistent or significant disability/
incapacity?

NO

Is this serious event life threateni
ng?

NO

Other medically important seriou
s event

NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason09
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Sep-16-2020 17:27:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Sep-16-2020 17:27:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
NOT RELATED

If Not Related to study treatment(s
), this event is due to:

OTHER

If Other, specify:

prior surgery

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Sep-16-2020 17:27:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Sep-16-2020 17:27:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Sep-16-2020 17:27:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Sep-16-2020 17:27:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
RECOVERED/RESOLVED

Initial Entry
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14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Sep-16-2020 17:27:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Nov-13-2020 05:51:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry: downgraded to non
serious

Sep-17-2020 22:19:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020339639

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Sep-16-2020 17:28:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Sep-16-2020 17:28:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
8

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Sep-16-2020 17:28:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
sepsis

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Sep-16-2020 17:28:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Aug/29/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Sep-16-2020 17:28:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

End Date Time:

Sep/16/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Sep-16-2020 17:28:09
(UTC-05:00) Eastern Time

ACV0PFEINFP6000  Monica
Cooper

Data Entry:
3

Initial Entry09
01
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e1

96
ae

2f
66

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0136993



Page 468 of 507

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(US & Canada) (pfe.mcooper)

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Nov-11-2020 11:20:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ute Frantz
(pfe.frantu)

Query 2: Deleted Query is invalid or
does not apply

Nov-11-2020 10:45:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Closed Response satisfies
query

Nov-11-2020 09:59:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 3: Answered CORRECT AS
RECORDED. PER
CRC SAE WAS
CHANGED TO
NON SAE EVENT.

Nov-10-2020 22:43:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Opened CLINICAL - Event
of Sepsis is reported
as non-serious;
however, SAE report
as of 09Nov20 has
sepsis as serious.
Please review, and
harmonize serious
status; updating
where appropriate.

Nov-10-2020 12:49:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate For AE sepsis:
Response to "Is the
adverse event
serious?" is 'No' but
"Serious Adverse
Event Number" is
present.

Nov-10-2020 12:49:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Changed Information

Sep-17-2020 22:19:16
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query09
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Time (US & Canada)

Sep-16-2020 17:28:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE sepsis:
Response to "Is the
adverse event
serious?" is 'Yes' but
"Serious Adverse
Event Number" is
blank.

Sep-16-2020 17:28:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica Cooper
(pfe.mcooper)

Data Entry:
YES

Is this serious event associated w
ith congenital anomaly or birth d
efect?

NO

Did this serious event result in d
eath?

NO

Did this serious event require or
prolong hospitalization?

YES

Did this serious event result in p
ersistent or significant disability/
incapacity?

NO

Is this serious event life threateni
ng?

NO

Other medically important serio
us event

NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Sep-16-2020 17:28:09 ACV0PFEINFP6000  Monica Data Entry: Initial Entry
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(UTC-05:00) Eastern Time
(US & Canada)

Cooper
(pfe.mcooper)

NO

9. Is this event related to study treatment:

Date Location User Value Reason

Sep-16-2020 17:28:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
NOT RELATED

If Not Related to study treatment(s
), this event is due to:

OTHER

If Other, specify:

prior surgery

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Sep-16-2020 17:28:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Sep-16-2020 17:28:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Sep-16-2020 17:28:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Sep-16-2020 17:28:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?
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Date Location User Value Reason

Sep-16-2020 17:28:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Nov-13-2020 05:58:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry: downgraded to non
serious

Sep-17-2020 22:19:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020339639

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Oct-28-2020 14:48:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Oct-28-2020 14:48:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
9

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Oct-28-2020 14:48:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
HYPONATREMIA

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Oct-28-2020 14:48:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Aug/29/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Oct-28-2020 14:48:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

End Date Time:

Sep/7/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Oct-28-2020 14:48:27
(UTC-05:00) Eastern

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
2

Initial Entry09
01
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Time (US & Canada) (pfe mstephens)

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Oct-30-2020 06:04:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 2: Closed Response satisfies query

Oct-29-2020 10:03:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered Transcription Error

Oct-29-2020 10:03:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Transcription Error

Oct-29-2020 06:43:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Deleted Query can be addressed
internally

Oct-29-2020 06:43:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 2: Opened SAE RECON:
HYPONATREMIA(Onset
date:29Aug2020) is not
reported to Safety
database but marked
serious on AE CRF.
Confirm seriousness and
report to Pfizer
immediately. If this event
is not serious, downgrade
the event on AE CRF

Oct-28-2020 14:48:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE
HYPONATREMIA:
Response to "Is the
adverse event serious?" is
'Yes' but "Serious
Adverse Event Number"
is blank.

Oct-28-2020 14:48:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Is this serious event associate

Initial Entry
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d with congenital anomaly or
birth defect?

NO

Did this serious event result i
n death?

NO

Did this serious event require
or prolong hospitalization?

YES

Did this serious event result i
n persistent or significant disa
bility/incapacity?

NO

Is this serious event life threat
ening?

NO

Other medically important ser
ious event

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Oct-28-2020 14:48:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Oct-28-2020 14:48:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NOT RELATED

If Not Related to study treatment(
s), this event is due to:

OTHER

Initial Entry
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If Other, specify:

BOWEL OBSTRUCTION

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Oct-28-2020 14:48:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Oct-28-2020 14:48:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Oct-28-2020 14:48:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Oct-28-2020 14:48:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Oct-28-2020 14:48:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Oct-28-2020 14:49:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Oct-28-2020 14:49:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Oct-31-2020 13:04:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Sian Jones
(pfe.jones111)

Query 1: Closed Response satisfies
query

Oct-30-2020 12:53:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answered the lab value is 1.9
per crc.

Oct-30-2020 12:30:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Sian Jones
(pfe.jones111)

Query 1: Opened clinical: pls provide
lab values. Thank
you

Oct-28-2020 14:49:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
LEUKOPENIA

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Oct-28-2020 14:49:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Aug/29/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?
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Oct-28-2020 14:49:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

End Date Time:

Sep/7/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Oct-28-2020 14:49:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
2

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Oct-30-2020 06:04:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 2: Closed Response satisfies
query

Oct-29-2020 10:03:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered Transcription Error

Oct-29-2020 10:03:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-29-2020 10:03:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Transcription Error

Oct-29-2020 06:44:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 2: Opened SAE RECON:
LEUKOPENIA(Onset
date:29Aug2020) is not
reported to Safety
database but marked
serious on AE CRF.
Confirm seriousness
and report to Pfizer
immediately. If this
event is not serious,
downgrade the event
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on AE CRF

Oct-28-2020 14:49:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE
LEUKOPENIA:
Response to "Is the
adverse event serious?"
is 'Yes' but "Serious
Adverse Event
Number" is blank.

Oct-28-2020 14:49:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Is this serious event associated
with congenital anomaly or birt
h defect?

NO

Did this serious event result in
death?

NO

Did this serious event require o
r prolong hospitalization?

YES

Did this serious event result in
persistent or significant disabili
ty/incapacity?

NO

Is this serious event life threate
ning?

NO

Other medically important seri
ous event

NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Oct-28-2020 14:49:32 ACV0PFEINFP6000  Matthew Data Entry: Initial Entry
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(UTC-05:00) Eastern
Time (US & Canada)

Stephens
(pfe mstephens)

NO

9. Is this event related to study treatment:

Date Location User Value Reason

Oct-28-2020 14:49:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NOT RELATED

If Not Related to study treatment(
s), this event is due to:

OTHER

If Other, specify:

BOWEL OBSTRUCTION

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Oct-28-2020 14:49:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Oct-28-2020 14:49:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Oct-28-2020 14:49:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Oct-28-2020 14:49:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?
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Date Location User Value Reason

Oct-28-2020 14:49:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Oct-28-2020 14:50:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Oct-28-2020 14:50:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
11

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Oct-28-2020 14:50:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
SMALL BOWEL OBSTRUCTIO
N

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Oct-28-2020 14:50:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Aug/29/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Oct-28-2020 14:50:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

End Date Time:

Aug/30/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Oct-28-2020 14:50:42
(UTC-05:00) Eastern

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
2

Initial Entry09
01

77
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Time (US & Canada) (pfe mstephens)

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Oct-30-2020 06:06:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto Query

Oct-30-2020 06:05:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Closed Response satisfies query

Oct-29-2020 10:04:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate For AE SMALL BOWEL
OBSTRUCTION:
Response to "Is the adverse
event serious?" is 'Yes' but
"Serious Adverse Event
Number" is blank.

Oct-29-2020 10:04:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed Information

Oct-29-2020 10:04:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Is this serious event associat
ed with congenital anomaly
or birth defect?

NO

Did this serious event result
in death?

NO

Did this serious event requir
e or prolong hospitalization?

YES

Did this serious event result
in persistent or significant di

Changed Information
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sability/incapacity?

NO

Is this serious event life thre
atening?

NO

Other medically important s
erious event

NO

Oct-29-2020 06:35:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Opened SAE
RECON:AER#2020339639
Small bowel
obstruction(onset
date:29Aug2020)was
reported as serious in
Safety database but non
serious in AE CRF. Please
confirm and update CRF. If
safety update is required,
submit a follow-up SAE
Form.

Oct-28-2020 14:50:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Oct-28-2020 14:50:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Oct-28-2020 14:50:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NOT RELATED

If Not Related to study treatment(
s), this event is due to:

OTHER

Initial Entry

09
01

77
e1

96
ae

2f
66

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0137009



Page 484 of 507

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

If Other, specify:

ADHESIONS

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Oct-28-2020 14:50:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Oct-28-2020 14:50:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Oct-28-2020 14:50:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Oct-28-2020 14:50:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Oct-28-2020 14:50:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Oct-30-2020 06:06:57
(UTC-05:00) Eastern Time

ACV0PFEINFP6000  Ricell Ann
Piojo

Data Entry:
2020339639

Initial Entry09
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(US & Canada) (pfe.quitor)
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Back to Form

1. Category:

Date Location User Value Reason

Oct-28-2020 14:51:51
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Oct-28-2020 14:51:51
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
12

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Nov-10-2020 23:57:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Closed Response satisfies
query

Nov-09-2020 13:05:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answered Changed data per
query

Nov-04-2020 15:28:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Reissued:Opened Medical monitor:
Despite telehealth
visit was not done,
please complete the
potential COVID-19
Illness Visit CRF
forms with all
information available.
Should be captured
only on the SOD CRF
form and a NASAL
SWAB will not be
collected.

Nov-04-2020 09:35:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answered PER CRC NO
COVID ILLNESS
VISIT REUIRED AS
ASPIRATION
PNEUMONIA WAS
FOUND IN THE
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HOSPITAL.

Nov-03-2020 16:53:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Reissued:Opened Clin: Per Prot Sect
8.13., potential
COVID-19 related
ASPIRATION
PNEUMONIA should
have please triggered
a COVID Illness Visit
irrespective if the
subject was
hospitalized or not.
Please complete the
COVID-19 CRF
forms. Nasal swab not
collected

Nov-02-2020 13:32:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answered PER CRC, EVENT
WAS FOUND WHEN
SUBJECT WAS
HOPSITALIZED. SO
NO ILLNESS VISIT
REQUIRED.

Nov-02-2020 11:36:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Opened Clin: Per Prot Sect
8.13., potential
COVID-19 related
ASPIRATION
PNEUMONIA should
have please triggered
a COVID Illness Visit
irrespective of
perceived etiology or
clinical significance.
Please complete the
COVID-19 CRF
forms. Nasal swab not
collected

Oct-28-2020 14:51:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
ASPIRATION PNEUMONIA

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Nov-05-2020 22:33:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Closed Per PSSR response
'Onset date has bene
updated in the Safety
Database (Argus) to
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30-Aug-2020. ' Isssue
resolved

Nov-05-2020 05:18:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Reissued:Candidate For PSSR review

Nov-04-2020 09:32:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answered CRC WILL UPDATE
TODAY.

Nov-04-2020 05:38:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Reissued:Opened SAE RECON 2:
Onset date in SDB for
Aspiration Pneumonia
is still 29Aug2020
while 30Aug2020.
Please confirm and
update accordingly.

Nov-03-2020 07:25:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Reissued:Candidate SAE RECON:
Pending SDB update

Nov-02-2020 08:11:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answered CRC WILL UPDATE

Oct-31-2020 09:52:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Reissued:Opened SAE RECON 1: onset
date was reported as
29Aug2020 in Safety
database, please
confirm if a follow up
AEM form was
submitted to correct
onset date in Safety
database.

Oct-30-2020 09:15:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answered August 30, 2020 is the
correct date.

Oct-30-2020 06:11:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Opened SAE RECON:
AER#2020339639
,onset date was
reported as
29Aug2020 in Safety
database however,
recorded as
30Aug2020 on AE
CRF. Please confirm
correct Onset Date. If

09
01

77
e1

96
ae

2f
66

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0137014



Page 489 of 507

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

safety update is
required, please
submit a follow-up
SAE form.

Oct-28-2020 14:51:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/30/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Oct-28-2020 14:51:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

End Date Time:

Sep/16/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Oct-28-2020 14:51:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
2

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Oct-30-2020 06:10:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto Query

Oct-30-2020 06:06:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Closed Response satisfies query

Oct-29-2020 10:05:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate For AE ASPIRATION
PNEUMONIA: Response
to "Is the adverse event
serious?" is 'Yes' but
"Serious Adverse Event
Number" is blank.
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Oct-29-2020 10:05:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed Information

Oct-29-2020 10:05:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Is this serious event associat
ed with congenital anomaly
or birth defect?

NO

Did this serious event result
in death?

NO

Did this serious event requir
e or prolong hospitalization?

YES

Did this serious event result
in persistent or significant di
sability/incapacity?

NO

Is this serious event life thre
atening?

NO

Other medically important s
erious event

NO

Changed Information

Oct-29-2020 06:36:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Opened SAE
RECON:AER#2020339639
Aspiration
Pneumonia(onset
date:29Aug2020)was
reported as serious in
Safety database but non
serious in AE CRF. Please
confirm and update CRF. If
safety update is required,
submit a follow-up SAE
Form.
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Oct-28-2020 14:51:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Oct-28-2020 14:51:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Oct-29-2020
07:05:33
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Amita Sushant Surve
(pfe.survea03)

Query 1: Clos
ed

raised in error ,
AE already
recorded

Oct-29-2020
07:03:16
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD
(pfe.PFESDQ_PROD)

Query 1: Ope
ned

Please review
"If not related
to study
treatment other"
field, the
following text
was indicated in
the comment
field
[adhesions].
Any symptoms,
AEs or other
key data should
be collected on
the appropriate
page. Please
review and
update as
necessary.
"[survea03
SDQ=26280]"

Oct-28-2020
14:51:51
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew Stephens
(pfe mstephens)

Data Entry:
NOT RELAT
ED

If Not Relate
d to study tr

Initial Entry
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eatment(s), t
his event is
due to:

OTHER

If Other, s
pecify:

ADHES
IONS

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Oct-28-2020 14:51:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Oct-28-2020 14:51:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Oct-28-2020 14:51:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Oct-28-2020 14:51:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Oct-28-2020 14:51:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry
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15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Oct-30-2020 06:10:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020339639

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Nov-11-2020 10:04:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Nov-11-2020 10:04:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
13

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Dec-16-2020 19:21:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Closed followup per monitor

Dec-14-2020 10:11:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answered PER CRC ALL
DOCUMENTAION
HAS BEEN
SUBMITTED

Dec-10-2020 10:27:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Reissued:Opened CLINICAL Thank
you. The only mention
of HTN in the most
recent SAE update
(12Nov20) is in the
indication for
amlodipine; not
include in the past med
Hx section with a start
date (so not in
narrative).

Dec-08-2020 13:23:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answered PER CRC ALL
DOCUMENTATION
SUBMITTED.

Dec-06-2020 12:00:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Reissued:Opened CLINICAL Folllowup
- please submit a SAE
safety update with past

09
01

77
e1

96
ae

2f
66

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0137020



Page 495 of 507

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131176 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

med Hx of HTN

Nov-30-2020 13:41:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answered CRC WILL SUBMIT
A SAFETY UPDATE.

Nov-25-2020 00:15:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Opened CLINICAL - please
submit a SAE safety
update (AER
#2020339639) to add
HTN to SAE medical
history section

Nov-11-2020 10:04:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
MILD CONCENTRIC LEFT VE
NTRICULAR HYPERTROPHY

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Nov-11-2020 10:04:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sep/16/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Nov-11-2020 10:04:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Nov-11-2020 10:04:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).
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Nov-11-2020 10:04:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Nov-11-2020 10:04:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Nov-11-2020 10:04:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT RELATED

If Not Related to study treatment(s
), this event is due to:

OTHER

If Other, specify:

UNKNOWN

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Nov-11-2020 10:04:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Nov-11-2020 10:04:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Nov-11-2020 10:04:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry
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13. What was the outcome of this adverse event?:

Date Location User Value Reason

Nov-11-2020 10:04:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
RECOVERING/RESOLVING

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Nov-11-2020 10:04:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Mar-08-2021 15:23:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Mar-08-2021 15:23:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
14

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Mar-08-2021 15:23:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
URINARY TRACT INFECTION

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Mar-08-2021 15:23:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/13/2021 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-08-2021 15:23:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

End Date Time:

Jan/22/2021 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Mar-08-2021 15:23:29
(UTC-05:00) Eastern Time

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1

Initial Entry09
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(US & Canada)

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Mar-08-2021 15:23:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Mar-08-2021 15:23:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Mar-08-2021 15:23:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT RELATED

If Not Related to study treatment(s
), this event is due to:

OTHER

If Other, specify:

UNKNOWN

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Mar-08-2021 15:23:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason
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Mar-08-2021 15:23:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Mar-08-2021 15:23:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Mar-08-2021 15:23:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Mar-08-2021 15:23:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry
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Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-31-2020 11:56:18
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Dec/30/2020

Initial Entry
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Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Feb-25-2021 10:04:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Participant is willing to return for V
accination 3

Participant is:

eligible and NOT confirmed to h
ave received only placebo at Vac
cination 1/2

Changed Information

Dec-31-2020 11:56:31
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Participant is NOT willing to return
for Vaccination 3 OR otherwise not
eligible

Initial Entry
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Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Dec-31-2020 11:56:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Dec/30/2020

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Feb-26-2021
00:37:54
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Amol Shinde
(pfe.shinda18)

Query 2:
Closed

Response satisfies
query

Feb-25-2021
10:05:39
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 2:
Answere
d

CRF UPDATED;
THANK YOU.

Feb-24-2021
17:18:14
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Katerina Trpeski
(pfe.TRPESK)

Query 2:
Reissued
:Opened

DM: REVAX CONT
visit has been unfrozen
for data updates. Thank
you.

Feb-24-2021
11:49:04
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 2:
Answere
d

REVAX CONT IS
STILL FROZEN.
PLEASE UNFREEZE;
THANK YOU.

Feb-23-2021
14:12:53
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Katerina Trpeski
(pfe.TRPESK)

Query 2:
Reissued
:Opened

DM: REVAX CONT
visit has been unfrozen
for data update. Thank
you.

Feb-23-2021
08:30:43

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 2:
Answere

PLEASE UNFREEZE
"REVAX CONT" CRF;
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(UTC-05:00)
Eastern Time
(US &
Canada)

d WILL UPDATE.

Feb-22-2021
22:47:44
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Mina Francisco
(pfe.francm73)

Query 2:
Reissued
:Opened

DM: Primary Reason
for Unblinding is
"ASSESS
ELIGIBILITY FOR
ADDITIONAL
VACCINATION", but
"Participant is NOT
willing to return for
Vaccination 3 OR
otherwise not eligible".
Please refer to CRF CR
for guidance, and
review and update as
appropriate.

Feb-22-2021
07:50:14
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 2:
Answere
d

WILL UPDATE
WHEN "REVAX
CONT" IS
UNFROZEN

Feb-22-2021
02:15:27
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query 2:
Opened

DMW7348642;Primary
Reason for Unblinding
is "ASSESS
ELIGIBILITY FOR
ADDITIONAL
VACCINATION", but
"Participant is willing
to return for
Vaccination 3" is not
selected in the Further
Vaccination
Confirmation CRF.
Please review and
update as appropriate.

Jan-06-2021
00:35:04
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Pratiksha Mahadik
(pfe.mahadp07)

Query 1:
Closed

Closed as data updated.

Jan-05-2021
09:22:41

ACV0PFEINFP6000  auto query
(autoquery)

Query 1:
Answere

Transcription Error
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(UTC-05:00)
Eastern Time
(US &
Canada)

d

Jan-05-2021
09:22:41
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Monica Cooper
(pfe.mcooper)

Data Ent
ry:
ASSESS
ELIGIBI
LITY FO
R ADDI
TIONAL
VACCIN
ATION

Transcription Error

Jan-04-2021
04:43:53
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Amol Deshmukh
(pfe.deshma24)

Query 1:
Opened

IVRS Reconciliation:
Please confirm reason
for Un-blinding marked
is per CCG section
8.65.2. If the Reason
for Un-blinding is for
the assessment of
eligibility to receive
Vaccination 3 and 4,
please select ‘ASSESS
ELIGIBILITY FOR
ADDITIONAL
VACCINATION’.

Dec-31-2020
11:56:05
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Ent
ry:
SUBJEC
T SAFE
TY CON
CERN

Initial Entry
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Back to Form

1. Subject Status

Date Location User Value Reason

Nov-04-2020 17:13:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Aug-13-2020 16:09:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Aug-13-2020 16:03:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Nov-04-2020 17:13:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Nov/4/2020

Initial Entry

Aug-13-2020 16:09:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/13/2020

Initial Entry

Aug-13-2020 16:03:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/13/2020

Initial Entry
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Back to Form

1. Casebook Signature

Date Location User Value Reason

Sep-14-2020 16:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Click Here to Enable

Initial Entry
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eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5,
STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response -
Protocol version

24 JUL 2020

2. Select appropriate response - What
cohort does the subject belong to?

STAGE 3 COHORTS
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eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Aug/17/2020
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eCRF Audit Trail History

Demography

1. Subject ID [10131190]

2. Birth Date: 1974

3. Sex: FEMALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): WHITE

6. Racial Designation:
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/17/2020

2. Erroneous Visit

09
01

77
e1

96
ae

2f
5f

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0137037



Page 5 of 431

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation/Death

Aug/17/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[MIGRAINE HEADACHES]

Start Date: UNK/UNK/2000

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[HYPERCHOLESTEROLEMIA]

Start Date: UNK/UNK/2017

Ongoing: YES

1.c Line/MH Number: [3]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[TARLOV CYST]

Start Date: Dec/UNK/2019

Ongoing: YES
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eCRF Audit Trail History

Vital Signs

1. Date: Aug/17/2020

2. Weight: [65.7]

3. Unit: kg

4. Height: [167.6]

5. Unit: cm

6. Body Mass Index: [23.4]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [36.5]

Unit: C

Temperature Location: ORAL CAVITY
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eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Aug/17/2020

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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eCRF Audit Trail History

Disposition

1. Randomization Date : Aug/17/2020

2. Randomization Number: [49018]

3. Randomization Group: [ ]
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Aug/17/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPYWD2]

5.b Sample ID [BPYWD3]

5.c Sample ID [BPYWD4]

5.d Sample ID [BNWHHW]

5.e Sample ID [BNWHHX]
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/17/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BM8S4N]
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eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/17/2020 10:21

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

YES - REACTOGENICITY E-DIARY COLLECTED FOR THIS SUBJECT
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/8/2020

2. Erroneous Visit
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eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat
fever/pain given on the last day the
Subject Diary was completed?

NO

2.a Symptom: FEVER

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

2.d Symptom: CHILLS

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

2.e Symptom: VOMITING

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.f Symptom: DIARRHEA

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

2.h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

3. Injection Site Location: DELTOID MUSCLE

4. Injection Site Body Side: LEFT

5.a Injection Site Reaction: REDNESS

Were injection site reactions
present on the last day the
Subject Diary was completed?

NO

5.b Injection Site Reaction: SWELLING

Were injection site reactions
present on the last day the
Subject Diary was completed?

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site reactions
present on the last day the
Subject Diary was completed?

NO
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eCRF Audit Trail History

Vital Signs

1. Date: Sep/8/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [36.8]

Unit: C

Temperature Location: ORAL CAVITY
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Sep/8/2020

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/8/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPC2SS]
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eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/8/2020 14:07

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/6/2020

2. Erroneous Visit
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eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat
fever/pain given on the last day the
Subject Diary was completed?

NO

2.a Symptom: FEVER

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

2.d Symptom: CHILLS

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

2.e Symptom: VOMITING

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.f Symptom: DIARRHEA

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

2.h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic
symptoms present on the last day
the Subject Diary was
completed?

NO

3. Injection Site Location: DELTOID MUSCLE

4. Injection Site Body Side: LEFT

5.a Injection Site Reaction: REDNESS

Were injection site reactions
present on the last day the
Subject Diary was completed?

NO

5.b Injection Site Reaction: SWELLING

Were injection site reactions
present on the last day the
Subject Diary was completed?

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site reactions
present on the last day the
Subject Diary was completed?

NO
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/6/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPC2HL]

5.b Sample ID [BPC2HM]

5.c Sample ID [BPC2HN]

5.d Sample ID [BS6ZBY]

5.e Sample ID [BS6ZBZ]
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Mar/8/2021

2. Erroneous Visit
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? NO

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[Recorded with convalescent visit.]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: V5_MONTH12_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
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Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/8/2021

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A
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Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: Feb/8/2021

2. Date of First Symptom Started: Jan/24/2021

3. Symptoms Ongoing? NO

Date of Last Symptom Resolved:
Feb/10/2021

Symptoms

4.a Symptoms: FEVER

Was symptom present? NO

4.b Symptoms: NEW OR INCREASED COUGH

Was symptom present? NO

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH

Was symptom present? NO

4.d Symptoms: CHILLS

Was symptom present? NO

4.e Symptoms: NEW OR INCREASED MUSCLE PAIN

Was symptom present? NO

4.f Symptoms: NEW LOSS OF TASTE OR SMELL

Was symptom present? NO

4.g Symptoms: NEW OR INCREASED SORE THROAT

Was symptom present? NO

4.h Symptoms: DIARRHEA

Was symptom present? YES
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Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.i Symptoms: VOMITING

Was symptom present? NO

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Date of C
ollection

Specimen Ty
pe

Specimen Collec
tion Location

Assay Code and Description Device Type
Form Instan

ce

 1. Feb/8/202
1 

SWABBED
MATERIAL 

NASOPHARYN
X 

SEVERE ACUTE RESP SYND
ROME CORONAVIRUS 2 

SARS-COV-2 DIA
GNOSTIC TEST 

Repeating
Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. Actual Date of Collection: Feb/8/2021 Comments

2. Specimen Type: SWABBED MATERIAL Comments

3. Specimen Collection Location: NASOPHARYNX Comments

4. Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2 Comments

5. Device Type: SARS-COV-2 DIAGNOSTIC TEST Comments

6. Trade Name: OTHER Comments

7. Test Result: NEGATIVE Comments

8. Comments/Findings/Details: [ ] Comments

9. Trade Name Other, Specify: [NALT UNKNOWN] Comments
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Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB_SELF

3. Sample Collected? YES

Date of Collection:
Feb/8/2021

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [CV08947]

09
01

77
e1

96
ae

2f
5f

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0137070



Page 38 of 431

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? NO

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[visit conducted via telehealth]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: HEALTH CARE UTILIZATION

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Health Care Utilization

1.a Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or Contacts: NO

1.b Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts: YES

Number of Visits or Contacts:
[1]

1.c Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or Contacts: NO

1.d Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or Contacts: NO

1.e Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts: NO

1.f Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or Contacts: NO

Health Care Utilization Other

2. Other Type of Practitioner Specify: [ ]

Health Care Utilization

3. Has the subject been hospitalized
due to potential COVID-19 illness?

NO
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Form Version: 06-Jul-2020 21:53

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Treatment Identi

fier
Con Non-Drug Treatments Pre-s

pecified
Treatment Treatment Start Date Form Instance

 1. Not Applicable  Not Applicable  Not Applica
ble 

Not Applica
ble 

Not Applica
ble 

Repeating
Pages
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Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

1. What is the treatment Identifier? Not Applicable

[ ]

Comments

2. Concomitant Non-drug Treatment
Pre-specified:

Not Applicable Comments

3. Treatment: Not Applicable Comments

4. Treatment: Not Applicable

[ ]

Comments

5. Start Date: Not Applicable

//

Comments

6. Ongoing? Not Applicable Comments
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Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: POTENTIAL COVID-19 ILLNESS

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

YES

Respiratory Illness Diagnosis:
[CLOSTRIDIUM DIFFICLE INFECTION]

Date of Diagnosis:
Jan/27/2021

3. Toxicity Grade: 3
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Form Version: 17-Jul-2020 21:55

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Category of Clinical Even

t:
Subcategory of Clinical Eve

nt
Diagnosis Obtaine

d
Toxicity Grad

e
Form Instance

 1. Not Applicable  Not Applicable  Not Applicable  Not Applicable
 

Repeating Pages
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Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: Not Applicable Comments

2. Subcategory of Clinical Event: Not Applicable Comments

3. Was a diagnosis obtained? Not Applicable Comments

4. Toxicity Grade: Not Applicable Comments
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#
Category for L

ab Test
Vendor N

ame
Collection

Date:
Specimen

Type
Lab Result

Form Instanc
e

 1. Not Done  Not Done  Not Done  Not Done  Sponsor-Defined I
dentifier

Test: Result:

Not Done  Not Do
ne 

Not Do
ne 

Not Done  Not Do
ne 

Not Do
ne 

Not Done  Not Do
ne 

Not Do
ne 

Not Done  Not Do
ne 

Not Do
ne 

Not Done  Not Do
ne 

Not Do
ne 

Not Done  Not Do
ne 

Not Do
ne 

Not Done  Not Do
ne 

Not Do
ne 

Repeating
Pages

09
01

77
e1

96
ae

2f
5f

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0137078



Page 46 of 431

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 20-Feb-2021 02:26

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Category f
or Lab Te

st
Vendor Name

Collect
ion Da

te:

Speci
men T

ype
Lab Result

Form Insta
nce

 2. CLINICA
L CHEMI
STRY 

ORLANDO REGIONAL MEDIC
AL CENTER, 1414 KUHL AVE.
ORLANDO, FL 32806 

Mar/9/
2021 

BLOO
D 

Sponsor-D
efined Ide

ntifier
Test:

Res
ult:

329  C Reactive Pr
otein_PX329 

1.0 

30  Alanine Ami
notransferase
_PX30 

15 

28  Aspartate Am
inotransferase
_PX28 

21 

35  Alkaline Phos
phatase_PX3
5 

92 

21  Bilirubin_PX
21 

0.5 

47  Blood Urea N
itrogen_PX47
 

15 

48  Creatinine_P
X48 

0.7
6 

Repeating
Pages

09
01

77
e1

96
ae

2f
5f

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0137079



Page 47 of 431

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Lab Chemistry Details

1. Lab Panel: Not Done Comments

2. Laboratory Name and Address Not Done

[ ]

Comments

3. Collection Date: Not Done

//

Comments

4. Specimen Type: Not Done Comments

Lab Result
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Lab Chemistry Details

1. Lab Panel: CLINICAL CHEMISTRY

2. Laboratory Name and Address [ORLANDO REGIONAL MEDICAL CENTER, 1414 KUHL AVE.
ORLANDO, FL 32806]

3. Collection Date: Mar/9/2021

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [329]

Test: C Reactive Protein_PX329

Result: [1.0]

Not Done:

LNMT Low
[ ]
High
[9.9]
Unit
mg/L

5.b Sponsor ID: [30]

Test: Alanine Aminotransferase_PX30

Result: [15]

Not Done:
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High
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Unit
U/L
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5.c Sponsor ID: [28]

Test: Aspartate Aminotransferase_PX28

Result: [21]

Not Done:
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High
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Unit
U/L

5.d Sponsor ID: [35]

Test: Alkaline Phosphatase_PX35

Result: [92]

Not Done:

LNMT Low
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High
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Unit
U/L
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Test: Bilirubin_PX21

Result: [0.5]

Not Done:

LNMT Low
[0.3]
High
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Unit
mg/dL
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Test: Blood Urea Nitrogen_PX47
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4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [1]
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Not Done:
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g/dL
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%
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5.c Sponsor ID: [3]

Test: Erythrocytes_PX3

Result: [4.06]

Not Done:

LNMT Low
[3.75]
High
[5.00]
Unit
10^6/cu mm

5.d Sponsor ID: [5]

Test: Platelets_PX5

Result: [273]

Not Done:

LNMT Low
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Unit
10^3/uL
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Test: Leukocytes_PX7

Result: [10.9]

Not Done:
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[4.4]
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Unit
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5.f Sponsor ID: [608]

Test: Neutrophils_PX608

Result: [6.8]

Not Done:
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Result: [0.3]
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Test: Monocytes_PX612

Result: [0.5]

Not Done:

LNMT Low
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High
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10^3/uL
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Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 20-Feb-2021 02:18 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.i Sponsor ID: [610]

Test: Basophils_PX610

Result: [0.1]

Not Done:

LNMT Low
[0.0]
High
[0.2]
Unit
10^3/uL

5.j Sponsor ID: [611]

Test: Lymphocytes_PX611

Result: [3.3]

Not Done:

LNMT Low
[1.0]
High
[4.8]
Unit
10^3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: VITAL SIGNS - COVID

Form Version: 30-Jul-2020 21:27

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date: Vital Signs Details Form Instance

 1. Not Applicable  Record Identifier: Systolic: Diastolic:

1  Not Applicable  Not Applicable 

Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: VITAL SIGNS - COVID

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Vital Signs

1. Date: Not Applicable

//

Comments

Vital Signs Details

2.a Record Identifier: Not Applicable

1

Systolic: Not Applicable

[ ]

Comments

Diastolic: Not Applicable

[ ]

Comments

Respiratory Rate in
respirations/minute:

Not Applicable

[ ]

Comments

Heart Rate in beats/minute: Not Applicable

[ ]

Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 30-Jul-2020 21:28

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date: Vital Signs Details Form Instance

 1. Not Done  Record Identifier: Oxygen Saturation

Not Done  Not Done 

Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Vital Signs

1. Date: Not Done

//

Comments

Vital Signs Details

2.a Record Identifier: Not Done

1

SPO2 Pulse Oximetry % Not Done

[ ]

Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date Time of Assessment Arterial Blood Gases PaO2 FiO2 (Fraction of Inhaled Oxygen) Form Instance

 1. Not Applicable  Not Applicable  Not Applicable  Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Oxygenation Parameters

1. Date Time of Assessment: Not Applicable

//

Comments

2. Arterial Blood Gases PaO2
(mmHg):

Not Applicable

[ ]

Comments

3. FiO2 (Fraction of Inhaled Oxygen): Not Applicable

[ ]

Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defined I

dentifier
Category for Me

dication
Concomitant Medications

Pre-specified
Name of Medi

cation
Start Date

Form Instanc
e

 1. Not Applicable  Not Applicable  Not Applicable  Not Applicable
 

Not Applic
able 

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Concomitant Medications

1. What is the medication identifier? Not Applicable

[ ]

Comments

2. Category: Not Applicable Comments

3. Concomitant Medications
Pre-specified:

Not Applicable Comments

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

Not Applicable

[ ]

Comments

5. Start Date: Not Applicable

//

Comments

6. Ongoing? Not Applicable Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date of Assessment Location of Assessment Imaging Method Overall Assessment Form Instance

 1. Not Applicable  Not Applicable  Not Applicable  Not Applicable  Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: IMAGING

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Imaging

1. Date of Assessment: Not Applicable

//

Comments

2. Location of Assessment: Not Applicable Comments

3. Type of Imaging Exam: Not Applicable Comments

4. Assessment: Not Applicable Comments
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Mar/08/2021

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Mar/8/2021

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A1
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Mar/08/2021

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Mar/8/2021

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BV0XKZ]

5.b Sample ID [BV0XL0]

5.c Sample ID [BV0XL1]

5.d Sample ID [BVSYRG]

5.e Sample ID [BVSYRH]
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Unplanned Assessments

1. Assessments
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation/Death
:

Oct/6/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Disposition - Follow-Up

1. Date of
Completion/Discontinuation/Death
:

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Category
AE Ide
ntifier

Adverse Event Start Date
Is the Adverse Event

Still Ongoing
Form Instan

ce

 1. ADVERSE
EVENT 

1  kidney stones  Jan/4/2021 U
NK:UNK 

NO
End Date Time:

Jan/5/2021 UNK:U
NK

 

Repeating
Pages

 2. DELETED ADVERSE
EVENT 

2  CLOSTRIDIUM DIFFI
CILE INFECTION 

Jan/27/2021
11:25 

YES  Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[kidney stones]

4. Start Date Time: Jan/4/2021 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Jan/5/2021 UNK:UNK

6. Toxicity Grade: 3

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

YES

Is this serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[kidney stone]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? YES

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[2021018675]
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[CLOSTRIDIUM DIFFICILE INFECTION]

4. Start Date Time: Jan/27/2021 11:25

5. Is the adverse event still ongoing? YES

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[C-DIFF]09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERING/RESOLVING

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment given?

8. Did the Medication Error cause the
subject to be discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

[ ]

5. Date: //
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Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?

09
01

77
e1

96
ae

2f
5f

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0137129



Page 97 of 431

***Confidential***

 

Header Text: c4591001

Visit: Logs Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21
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1. Transfusion Type:

2. Date of Transfusion: //
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and Address
(Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Informed Consent - Asymptomatic Surveillance

1. Consent Was:

09
01

77
e1

96
ae

2f
5f

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0137139



Page 107 of 431

***Confidential***

 

Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]

09
01

77
e1

96
ae

2f
5f

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0137140



Page 108 of 431

***Confidential***

 

Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/25/2021
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eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible and NOT confirmed to have received only placebo at Vaccination 1/2
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Treatment Unblinded

1. Date Treatment Unblinded : Jan/25/2021

2. Primary Reason for Unblinding: ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Death Details

1. Date of Collection / Notification of
Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Oct/6/2020
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Casebook Signature Form

1. Casebook Signature Click Here to Enable

09
01

77
e1

96
ae

2f
5f

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0137148



Page 116 of 431

***Confidential***

 

Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Patricia Brown  Approved Mar-12-2021 11:18:11 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, PatriciaBrown, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Scott Salmon  N/A Mar-11-2021 15:57:49 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael Dever  Approved Mar-11-2021 13:57:13 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Scott Salmon  N/A Mar-11-2021 11:56:42 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Michael Dever  Approved Mar-11-2021 06:54:00 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Scott Salmon  N/A Mar-09-2021 09:36:03 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael Dever  Approved Mar-05-2021 11:03:09 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Matthew
Stephens 

N/A Mar-04-2021 15:47:41 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael Dever  Approved Mar-04-2021 07:13:22 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed
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Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Scott Salmon  N/A Feb-26-2021 10:03:34 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Patricia Brown  Approved Feb-25-2021 13:41:28 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, PatriciaBrown, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Scott Salmon  N/A Feb-09-2021 10:38:57 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael Dever  Approved Jan-29-2021 06:43:21 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed
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Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Scott Salmon  N/A Jan-26-2021 13:59:52 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael Dever  Approved Jan-21-2021 07:08:55 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Monica Cooper  N/A Jan-12-2021 16:18:38 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael Dever  Approved Oct-21-2020 12:02:28 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed
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Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Matthew
Stephens 

N/A Oct-06-2020 13:59:34 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael Dever  Approved Oct-05-2020 12:44:24 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Aug-17-2020 14:36:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Aug-17-2020 14:36:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Aug-17-2020 14:36:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
OBTAINED

Date Written Consent Obtaine
d

Aug/17/2020

Initial Entry
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject ID

Date Location User Value Reason

Aug-17-2020 14:36:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10131190

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Aug-17-2020 14:36:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1974

Enrollment Entry

3. Sex:

Date Location User Value Reason

Aug-17-2020 14:36:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Aug-17-2020 14:36:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NOT HISPANIC OR LATINO(
A) OR OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Aug-17-2020 14:36:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
WHITE

Initial Entry
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-17-2020 14:36:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Aug/17/2020

Initial Entry
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Aug-17-2020 14:37:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Aug/17/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Aug-17-2020 14:37:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Aug-17-2020 14:37:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
COMPLETED

Initial Entry
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Aug-17-2020 14:37:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

1

Medical Histo
ry Term:

MIGRAINE HE
ADACHES

Start Date: UNK/UNK/2000

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Aug-17-2020 14:37:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-17-2020 14:37:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
MIGRAINE HEADACHES

Initial Entry

1.a Start Date:

Date Location User Value Reason

Aug-17-2020 14:37:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
UNK/UNK/2000

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Aug-17-2020 14:37:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.b

Date Location User Value Reason

Aug-17-2020 14:37:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

2

Medical Hist
ory Term:

HYPERCHOLES
TEROLEMIA

Start Date: UNK/UNK/2017

Ongoing: YES

Initial Entry

1.b Line/MH Number:

Date Location User Value Reason

Aug-17-2020 14:37:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-17-2020 14:37:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
HYPERCHOLESTEROLEMIA

Initial Entry

1.b Start Date:

Date Location User Value Reason

Aug-17-2020 14:37:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
UNK/UNK/2017

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Aug-17-2020 14:37:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry

1.c

Date Location User Value Reason
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Sep-23-2020 15:18:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

3

Medical History T
erm:

TARLOV C
YST

Start Date: Dec/UNK/20
19

Ongoing: YES

Initial Entry

1.c Line/MH Number:

Date Location User Value Reason

Sep-23-2020 15:18:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-23-2020 15:18:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
TARLOV CYST

Initial Entry

1.c Start Date:

Date Location User Value Reason

Sep-23-2020 15:18:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Dec/UNK/2019

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Sep-23-2020 15:18:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---
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Back to Form

1. Date:

Date Location User Value Reason

Aug-17-2020 14:38:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Aug/17/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Aug-17-2020 14:38:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
65.7

Initial Entry

3. Unit:

Date Location User Value Reason

Aug-17-2020 14:38:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
kg

Initial Entry

4. Height:

Date Location User Value Reason

Aug-17-2020 14:38:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
167.6

Initial Entry

5. Unit:

Date Location User Value Reason

Aug-17-2020 14:38:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Aug-17-2020 14:38:06
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
23.4

Initial Entry

09
01

77
e1

96
ae

2f
5f

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0137289



Page 257 of 431

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada)

7.a

Date Location User Value Reason

Aug-17-2020 14:38:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Record Identifier
::

1

Temperature: 36.5

Temperature Uni
t:

C

Temperature Loc
ation::

ORAL CA
VITY

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Aug-17-2020 14:38:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Aug-17-2020 14:38:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
36.5

Initial Entry

7.a Unit:

Date Location User Value Reason

Aug-17-2020 14:38:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
C

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Aug-17-2020 14:38:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Aug-17-2020 14:38:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Aug-17-2020 14:38:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Aug-17-2020 14:38:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Aug/17/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Aug-17-2020 14:38:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Aug-17-2020 14:38:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-17-2020 14:38:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

113

Test:: Choriogonadotro
pin Beta_PX113

Result:: NEGATIVE

Not Done::

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Aug-17-2020 14:38:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Aug-17-2020 14:38:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Choriogonadotropin Beta_PX11
3

Initial Entry

6.a Result:

Date Location User Value Reason

Aug-17-2020 14:38:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Randomization Date :

Date Location User Value Reason

Aug-17-2020 15:11:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Aug/17/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Aug-17-2020 15:11:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
49018

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-17-2020 14:38:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-17-2020 14:38:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-17-2020 17:02:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-17-2020 14:38:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-17-2020 14:38:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Date of Collection:

Aug/17/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-17-2020 17:02:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BPYWD2

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Aug-17-2020 17:02:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BPYWD2

Initial Entry

5.b

Date Location User Value Reason

Aug-17-2020 17:02:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BPYWD3

Initial Entry

5.b Sample ID

Date Location User Value Reason

Aug-17-2020 17:02:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BPYWD3

Initial Entry

5.c

Date Location User Value Reason

Aug-17-2020 17:02:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BPYWD4

Initial Entry

5.c Sample ID

Date Location User Value Reason

Aug-17-2020 17:02:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BPYWD4

Initial Entry

5.d

Date Location User Value Reason

Aug-17-2020 17:03:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BNWHHW

Transcription Error

09
01

77
e1

96
ae

2f
5f

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0137295



Page 263 of 431

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-17-2020 17:02:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BNWHHR

Initial Entry

5.d Sample ID

Date Location User Value Reason

Aug-17-2020 17:03:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BNWHHW

Transcription Error

Aug-17-2020 17:02:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BNWHHR

Initial Entry

5.e

Date Location User Value Reason

Aug-17-2020 17:04:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BNWHHX

Transcription Error

Aug-17-2020 17:02:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BNWHHS

Initial Entry

5.e Sample ID

Date Location User Value Reason

Aug-17-2020 17:04:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BNWHHX

Transcription Error

Aug-17-2020 17:02:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BNWHHS

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-17-2020 14:38:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-17-2020 14:38:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-17-2020 17:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-17-2020 14:38:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-17-2020 14:38:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Date of Collection:

Aug/17/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-17-2020 17:03:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BM8S4N

Transcription Error
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-17-2020 17:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BM8S4L

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-17-2020 17:03:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BM8S4N

Transcription Error

Aug-17-2020 17:02:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BM8S4L

Initial Entry
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-17-2020 14:39:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-17-2020 14:39:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-17-2020 14:39:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Aug-17-2020 14:39:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Aug/17/2020 10:21

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-17-2020 14:39:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-17-2020 14:39:18
(UTC-05:00) Eastern

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
LEFT

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe mstephens)

7. Route:

Date Location User Value Reason

Aug-17-2020 14:39:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-17-2020 14:39:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED O
BSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Aug-17-2020 14:39:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry
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Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Aug-17-2020 14:39:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES - REACTOGENICITY E-
DIARY COLLECTED FOR T
HIS SUBJECT

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-08-2020 14:36:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sep/8/2020

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptom:: FE

VE
R

Were fever or systemic sy
mptoms present on the la
st day the Subject Diary
was completed?:

N
O

Initial Entry

2.a Symptom:

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
FEVER

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptom:: FA

TI

Initial Entry

09
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GU
E

Were fever or systemic s
ymptoms present on the
last day the Subject Diar
y was completed?:

NO

2.b Symptom:

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptom:: HE

AD
AC
HE

Were fever or systemic s
ymptoms present on the
last day the Subject Dia
ry was completed?:

NO

Initial Entry

09
01
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e1
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2.c Symptom:

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptom:: CH

IL
LS

Were fever or systemic sy
mptoms present on the la
st day the Subject Diary
was completed?:

NO

Initial Entry

2.d Symptom:

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2.e
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Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptom:: VO

MIT
ING

Were fever or systemic s
ymptoms present on the
last day the Subject Dia
ry was completed?:

NO

Initial Entry

2.e Symptom:

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2.f

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptom:: DIA

RR
HE
A

Were fever or systemic s
ymptoms present on the
last day the Subject Dia
ry was completed?:

NO

Initial Entry

09
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2.f Symptom:

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptom:: NEW OR

WORSE
NED MU
SCLE PA
IN

Were fever or syste
mic symptoms pres
ent on the last day t
he Subject Diary w
as completed?:

NO

Initial Entry

2.g Symptom:

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NEW OR WORSENED MUSC
LE PAIN

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry09
01

77
e1

96
ae

2f
5f

\F
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al
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2.h

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptom:: NEW O

R WOR
SENED
JOINT P
AIN

Were fever or syste
mic symptoms pres
ent on the last day t
he Subject Diary w
as completed?:

NO

Initial Entry

2.h Symptom:

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NEW OR WORSENED JOINT
PAIN

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
LEFT

Initial Entry09
01

77
e1

96
ae

2f
5f
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5.a

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Injection Site Reaction:: RE

DN
ES
S

Were injection site reacti
ons present on the last d
ay the Subject Diary was
completed?:

NO

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
REDNESS

Initial Entry

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Injection Site Reaction:
:

SW
ELL
ING

Were injection site react
ions present on the last
day the Subject Diary w
as completed?:

NO

Initial Entry

09
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5.b Injection Site Reaction:

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Injection Site Reactio
n::

PAIN A
T INJE
CTION
SITE

Were injection site re
actions present on th
e last day the Subject
Diary was completed
?:

NO

Initial Entry

5.c Injection Site Reaction:

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
PAIN AT INJECTION SITE

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-08-2020 14:37:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

09
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Back to Form

1. Date:

Date Location User Value Reason

Sep-08-2020 14:37:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sep/8/2020

Initial Entry

2.a

Date Location User Value Reason

Sep-08-2020 14:37:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Record Identifier
::

1

Temperature: 36.8

Temperature Uni
t:

C

Temperature Loc
ation::

ORAL CA
VITY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Sep-08-2020 14:37:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Sep-08-2020 14:37:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
36.8

Initial Entry

2.a Unit:

Date Location User Value Reason

Sep-08-2020 14:37:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
C

Initial Entry

09
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2.a Temperature Location:

Date Location User Value Reason

Sep-08-2020 14:37:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
ORAL CAVITY

Initial Entry

09
01
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e1
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5f
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Back to Form

1. Lab Panel:

Date Location User Value Reason

Sep-08-2020 14:37:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Sep-08-2020 14:37:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Sep-08-2020 14:37:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sep/8/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Sep-08-2020 14:37:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Sep-08-2020 14:37:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason09
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Sep-08-2020 14:37:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

113

Test:: Choriogonadotro
pin Beta_PX113

Result:: NEGATIVE

Not Done::

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Sep-08-2020 14:37:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Sep-08-2020 14:37:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Choriogonadotropin Beta_PX11
3

Initial Entry

6.a Result:

Date Location User Value Reason

Sep-08-2020 14:37:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NEGATIVE

Initial Entry
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Back to Form

1. Data Origin

Date Location User Value Reason

Sep-08-2020 14:37:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-08-2020 14:37:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-08-2020 17:45:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-08-2020 14:37:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-08-2020 14:37:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Date of Collection:

Sep/8/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-08-2020 17:45:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Sample ID: BPC2SS

Initial Entry
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5.a Sample ID

Date Location User Value Reason

Sep-08-2020 17:45:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
BPC2SS

Initial Entry
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Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-08-2020 14:38:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-08-2020 14:38:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-08-2020 14:38:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Sep-08-2020 14:38:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sep/8/2020 14:07

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-08-2020 14:38:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-08-2020 14:38:55
(UTC-05:00) Eastern

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
LEFT

Initial Entry
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Time (US & Canada) (pfe mstephens)

7. Route:

Date Location User Value Reason

Sep-08-2020 14:38:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-08-2020 14:38:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED O
BSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Sep-08-2020 14:38:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry
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Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-09-2020 16:19:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Pamela Benne
prod
(pfe.bennep07)

Query 1: Closed Response satisfies
query

Nov-09-2020 13:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answered CRC WILL
UPDATE WITH
DCF.

Nov-09-2020 13:04:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Pamela Benne
prod
(pfe.bennep07)

Query 1: Reissued:Opened Ill ediary: Thanks
for the response,
however he Data in
the Ediary is YES
for 03NOV2020.
Please enter a
COVID Illness Visit
or consider raising
DCF to correct
eDiary data.

Nov-09-2020 09:46:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answered PER CRC,
SUBJECT
REPORTED IN
ERROR.

Nov-08-2020 04:27:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Sharat Nair
(pfe.nairs51)

Query 1: Opened Illness ediary: As
per Illness ediary
records, subject
reported "Yes" for
the question "Have
you experienced
any of the
following?” for the
COVID-19
symptoms or
diagnosis on
03NOV2020. But
corresponding
COVID Illness visit
not reported. Please
clarify.09
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Oct-06-2020 13:59:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Oct/6/2020

Initial Entry
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Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptom:: FE

VE
R

Were fever or systemic sy
mptoms present on the la
st day the Subject Diary
was completed?:

N
O

Initial Entry

2.a Symptom:

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
FEVER

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptom:: FA

TI

Initial Entry
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GU
E

Were fever or systemic s
ymptoms present on the
last day the Subject Diar
y was completed?:

NO

2.b Symptom:

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptom:: HE

AD
AC
HE

Were fever or systemic s
ymptoms present on the
last day the Subject Dia
ry was completed?:

NO

Initial Entry
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2.c Symptom:

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptom:: CH

IL
LS

Were fever or systemic sy
mptoms present on the la
st day the Subject Diary
was completed?:

NO

Initial Entry

2.d Symptom:

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry
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Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptom:: VO

MIT
ING

Were fever or systemic s
ymptoms present on the
last day the Subject Dia
ry was completed?:

NO

Initial Entry

2.e Symptom:

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2.f

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptom:: DIA

RR
HE
A

Were fever or systemic s
ymptoms present on the
last day the Subject Dia
ry was completed?:

NO

Initial Entry
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2.f Symptom:

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptom:: NEW OR

WORSE
NED MU
SCLE PA
IN

Were fever or syste
mic symptoms pres
ent on the last day t
he Subject Diary w
as completed?:

NO

Initial Entry

2.g Symptom:

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NEW OR WORSENED MUSC
LE PAIN

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry09
01

77
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2.h

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Symptom:: NEW O

R WOR
SENED
JOINT P
AIN

Were fever or syste
mic symptoms pres
ent on the last day t
he Subject Diary w
as completed?:

NO

Initial Entry

2.h Symptom:

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NEW OR WORSENED JOINT
PAIN

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
LEFT

Initial Entry09
01
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5.a

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Injection Site Reaction:: RE

DN
ES
S

Were injection site reacti
ons present on the last d
ay the Subject Diary was
completed?:

NO

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
REDNESS

Initial Entry

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Injection Site Reaction:
:

SW
ELL
ING

Were injection site react
ions present on the last
day the Subject Diary w
as completed?:

NO

Initial Entry
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5.b Injection Site Reaction:

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Injection Site Reactio
n::

PAIN A
T INJE
CTION
SITE

Were injection site re
actions present on th
e last day the Subject
Diary was completed
?:

NO

Initial Entry

5.c Injection Site Reaction:

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
PAIN AT INJECTION SITE

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-06-2020 13:59:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-06-2020 14:00:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-06-2020 14:00:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-06-2020 16:50:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-06-2020 14:00:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-06-2020 14:00:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Date of Collection:

Oct/6/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-06-2020 16:50:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BPC2HL

Initial Entry
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5.a Sample ID

Date Location User Value Reason

Oct-06-2020 16:50:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BPC2HL

Initial Entry

5.b

Date Location User Value Reason

Oct-06-2020 16:50:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BPC2HM

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-06-2020 16:50:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BPC2HM

Initial Entry

5.c

Date Location User Value Reason

Oct-06-2020 16:50:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BPC2HN

Initial Entry

5.c Sample ID

Date Location User Value Reason

Oct-06-2020 16:50:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BPC2HN

Initial Entry

5.d

Date Location User Value Reason

Oct-06-2020 16:50:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BS6ZBY

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sample ID

Date Location User Value Reason

Oct-06-2020 16:50:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BS6ZBY

Initial Entry

5.e

Date Location User Value Reason

Oct-06-2020 16:51:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BS6ZBZ

Initial Entry

5.e Sample ID

Date Location User Value Reason

Oct-06-2020 16:51:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BS6ZBZ

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-09-2021 09:36:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Mar/8/2021

Initial Entry
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Mar-09-2021 09:36:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Mar-09-2021 09:36:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-10-2021 08:24:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Closed Close Auto Query

Mar-10-2021 08:24:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened 'Sample Collected?'
is marked as No
and 'If no sample
was collected or
sample was not
collected according
to protocol, please
provide reason' is
missing. Please
review and update
as appropriate.

Mar-10-2021 08:24:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Mar-10-2021 08:24:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Changed
Information
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Mar-10-2021 06:40:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe.nairr29)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Mar-09-2021 09:36:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Mar-09-2021 09:36:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection:

Mar/8/2021

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Mar-10-2021 08:24:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Recorded with convalescent visit
.

Initial Entry
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-09-2021 10:40:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Feb-09-2021 10:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto Query

Feb-09-2021 10:38:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate Date of Visit is
completed but Date
of Assessment in
the Signs and
Symptoms form is
missing. Please
review and update
as appropriate.

Feb-09-2021 10:38:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate Date of Visit is
completed but Date
of Collection in
both Nasal Swab
Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Feb-09-2021 10:38:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/8/2021

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Feb-09-2021 10:38:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
COVID_A

Initial Entry
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Feb-09-2021 10:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/8/2021

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Feb-11-2021 15:59:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/24/2021

New Information

Feb-09-2021 10:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/27/2021

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

Mar-10-2021 14:14:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Date of Last Symptom Resolve
d:

Feb/10/2021

New Information

Feb-09-2021 10:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry

4.a

Date Location User Value Reason

Feb-09-2021 10:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: FEVER

Symptom Present: NO

Initial Entry

4.a Symptoms:
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Date Location User Value Reason

Feb-09-2021 10:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
FEVER

Initial Entry

4.a Was symptom present?

Date Location User Value Reason

Feb-09-2021 10:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

4.b

Date Location User Value Reason

Feb-09-2021 10:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms
:

NEW OR INCREA
SED COUGH

Symptom
Present:

NO

Initial Entry

4.b Symptoms:

Date Location User Value Reason

Feb-09-2021 10:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEW OR INCREASED COUG
H

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Feb-09-2021 10:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

4.c

Date Location User Value Reason

Feb-09-2021 10:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sympto NEW OR INCREASE

Initial Entry09
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Form Version: 14-Jan-2021 02:23 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

ms: D SHORTNESS OF B
REATH

Sympto
m Prese
nt:

NO

4.c Symptoms:

Date Location User Value Reason

Feb-09-2021 10:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEW OR INCREASED SHORT
NESS OF BREATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Feb-09-2021 10:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

4.d

Date Location User Value Reason

Feb-09-2021 10:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: CHILLS

Symptom Present: NO

Initial Entry

4.d Symptoms:

Date Location User Value Reason

Feb-09-2021 10:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Feb-09-2021 10:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry
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Form Version: 14-Jan-2021 02:23 Form Status: Data Complete
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.e

Date Location User Value Reason

Feb-09-2021 10:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom
s:

NEW OR INCREAS
ED MUSCLE PAIN

Symptom
Present:

NO

Initial Entry

4.e Symptoms:

Date Location User Value Reason

Feb-09-2021 10:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEW OR INCREASED MUSCL
E PAIN

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Feb-09-2021 10:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

4.f

Date Location User Value Reason

Feb-09-2021 10:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms
:

NEW LOSS OF TA
STE OR SMELL

Symptom
Present:

NO

Initial Entry
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4.f Symptoms:

Date Location User Value Reason

Feb-09-2021 10:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEW LOSS OF TASTE OR SM
ELL

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Feb-09-2021 10:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

4.g

Date Location User Value Reason

Feb-09-2021 10:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom
s:

NEW OR INCREAS
ED SORE THROAT

Symptom
Present:

NO

Initial Entry

4.g Symptoms:

Date Location User Value Reason

Feb-09-2021 10:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEW OR INCREASED SORE T
HROAT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Feb-09-2021 10:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

4.h

Date Location User Value Reason09
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on Feb/08/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-09-2021 10:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: DIARRHE

A

Symptom Present
:

YES

Initial Entry

4.h Symptoms:

Date Location User Value Reason

Feb-09-2021 10:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Feb-09-2021 10:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry

4.i

Date Location User Value Reason

Feb-09-2021 10:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: VOMITIN

G

Symptom Present
:

NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.i Symptoms:

Date Location User Value Reason

Feb-09-2021 10:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Feb-09-2021 10:39:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: MICROBIOLOGY SPECIMEN - Audit Trail

Form Version: 06-Jul-2020 21:54 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Mar-01-2021 15:22:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Matthew
Stephens
(pfe mstephens)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Mar-01-2021 15:22:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Feb/8/2021

Initial Entry

Mar-01-2021 15:19:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry: Initial Entry

Feb-09-2021 10:44:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Mar-01-2021 15:22:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
SWABBED MATERIAL

Initial Entry

Mar-01-2021 15:19:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry: Initial Entry

Feb-09-2021 10:44:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Mar-01-2021 15:22:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NASOPHARYNX

Initial Entry

Mar-01-2021 15:19:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry: Initial Entry

Feb-09-2021 10:44:19
(UTC-05:00) Eastern

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada)

4. Assay Code and Description:

Date Location User Value Reason

Mar-01-2021 15:22:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SEVERE ACUTE RESP SYN
DROME CORONAVIRUS 2

Initial Entry

Mar-01-2021 15:19:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry: Initial Entry

Feb-09-2021 10:44:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5. Device Type:

Date Location User Value Reason

Mar-01-2021 15:22:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SARS-COV-2 DIAGNOSTIC T
EST

Initial Entry

Mar-01-2021 15:19:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry: Initial Entry

Feb-09-2021 10:44:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

6. Trade Name:

Date Location User Value Reason

Mar-01-2021 15:22:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
OTHER

Initial Entry

Mar-01-2021 15:19:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry: Initial Entry

Feb-09-2021 10:44:19
(UTC-05:00) Eastern

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry09
01

77
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ae
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada)

7. Test Result:

Date Location User Value Reason

Mar-01-2021 15:22:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NEGATIVE

Initial Entry

Mar-01-2021 15:19:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry: Initial Entry

Feb-09-2021 10:44:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

8. Comments/Findings/Details:

Date Location User Value Reason

Mar-01-2021 15:19:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry: Initial Entry

Feb-09-2021 10:44:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

9. Trade Name Other, Specify:

Date Location User Value Reason

Mar-01-2021 15:22:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NALT UNKNOWN

Initial Entry

Mar-01-2021 15:19:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry: Initial Entry

Feb-09-2021 10:44:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-09-2021 10:40:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-09-2021 10:40:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-11-2021 13:02:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Feb-09-2021 15:33:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jennifer
Riddle
(pfe riddlj)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Feb-09-2021 10:40:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Feb-09-2021 10:40:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection:

Feb/8/2021

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a

Date Location User Value Reason

Feb-11-2021 13:02:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: CV08947

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-11-2021 13:02:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
CV08947

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-09-2021 10:40:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-09-2021 10:40:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-09-2021 10:49:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Closed Close Auto Query

Feb-09-2021 10:45:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened 'Sample Collected?'
is marked as No
and 'If no sample
was collected or
sample was not
collected according
to protocol, please
provide reason' is
missing. Please
review and update
as appropriate.

Feb-09-2021 10:45:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Feb-09-2021 10:45:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

No labs due to visit
conducted by
telehealth09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-09-2021 10:40:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Feb-09-2021 10:40:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection:

Feb/8/2021

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Feb-09-2021 10:49:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
visit conducted via telehealth

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Feb-09-2021 10:41:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practitioner: SPECIA

LIST

Occurrence of Visits
or Contacts:

NO

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

Feb-09-2021 10:41:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
SPECIALIST

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-09-2021 10:41:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

1.b

Date Location User Value Reason

Feb-09-2021 10:41:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practit
ioner:

EMERGENCY
ROOM

Occurrence of
Visits or Conta
cts:

YES
Number of Vis
its or Contact
s:

1

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Feb-09-2021 10:41:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
EMERGENCY ROOM

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-09-2021 10:41:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Number of Visits or Contacts:

1

Initial Entry

1.c

Date Location User Value Reason

Feb-09-2021 10:41:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practiti
oner:

PRIMARY CA
RE PHYSICIA
N

Occurrence of
Visits or Conta
cts:

NO

Initial Entry

1.c Physician or Healthcare Professional:

Date Location User Value Reason

Feb-09-2021 10:41:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
PRIMARY CARE PHYSICIAN

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-09-2021 10:41:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.d

Date Location User Value Reason

Feb-09-2021 10:41:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practitione
r:

URGENT
CARE

Occurrence of Visit
s or Contacts:

NO

Initial Entry

1.d Physician or Healthcare Professional:

Date Location User Value Reason

Feb-09-2021 10:41:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
URGENT CARE

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-09-2021 10:41:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

1.e

Date Location User Value Reason

Feb-09-2021 10:41:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practit
ioner:

TELEPHONE
CONSULTATI
ON

Occurrence of
Visits or Conta
cts:

NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.e Physician or Healthcare Professional:

Date Location User Value Reason

Feb-09-2021 10:41:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
TELEPHONE CONSULTATION

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-09-2021 10:41:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

1.f

Date Location User Value Reason

Feb-09-2021 10:41:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practitioner: OTH

ER

Occurrence of Visits or
Contacts:

NO

Initial Entry

1.f Physician or Healthcare Professional:

Date Location User Value Reason

Feb-09-2021 10:41:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
OTHER

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-09-2021 10:41:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

3. Has the subject been hospitalized due to potential COVID-19 illness?
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-09-2021 10:41:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

2f
5f

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0137355



Page 323 of 431

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. What is the treatment Identifier?

Date Location User Value Reason

Feb-09-2021 10:41:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Concomitant Non-drug Treatment Pre-specified:

Date Location User Value Reason

Feb-09-2021 10:41:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. Treatment:

Date Location User Value Reason

Feb-09-2021 10:41:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

4. Treatment:

Date Location User Value Reason

Feb-09-2021 10:41:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

5. Start Date:

Date Location User Value Reason

Feb-09-2021 10:41:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6. Ongoing?

Date Location User Value Reason09
01

77
e1

96
ae

2f
5f

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0137356



Page 324 of 431

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-09-2021 10:41:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Feb-09-2021 10:41:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
POTENTIAL COVID-19 ILLNES
S

Initial Entry

2. Was a diagnosis obtained for Potential COVID-19 Illness?

Date Location User Value Reason

Mar-04-2021 23:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 4: Closed Response satisfies
query

Mar-04-2021 15:47:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 4: Answered Transcription Error

Mar-04-2021 15:47:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Respiratory Illness Diagnosi
s:

CLOSTRIDIUM DIFFICL
E INFECTION

Date of Diagnosis:

Jan/27/2021

Transcription Error

Mar-03-2021 18:46:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Vrunda Parikh
(pfe.parikv06)

Query 5: Closed Response satisfies
query

Mar-01-2021 23:09:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 2: Closed Response satisfies
query

Mar-01-2021 23:09:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 3: Closed Response satisfies
query
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Mar-01-2021 23:08:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 4: Reissued:Opened Clin: Please consider
in response to "Was
a diagnosis obtained
for Potential
COVID-19 Illness"
entering
CLOSTRIDIUM
DIFFICILE
INFECTION

Mar-01-2021 15:21:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 5: Answered Transcription Error

Mar-01-2021 15:21:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Transcription Error

Mar-01-2021 10:58:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Vrunda Parikh
(pfe.parikv06)

Query 5: Opened CLINQUERY:
Please clarify
diagnosis of COVID
19? The local
COVID TEST page
does not indicate a
POSITIVE test.

Feb-26-2021 10:03:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 4: Answered Changed
Information

Feb-26-2021 10:03:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Answered Changed
Information

Feb-26-2021 10:03:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered Changed
Information

Feb-26-2021 10:03:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Respiratory Illness Diagnosi
s:

COVID 19

Date of Diagnosis:

Changed
Information
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb/8/2021

Feb-18-2021 11:07:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 4: Opened Medical monitor:
Please note that this
diagnosis should not
be limited to
Respiratory Illness
Diagnoses. Record
any diagnosis
(where available) for
the illness and in
relation to reported
symptoms, even if
the diagnosis is not
respiratory related

Feb-18-2021 11:05:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 3: Opened Clin: Please consider
in response to "Was
a diagnosis obtained
for Potential
COVID-19 Illness"
entering
CLOSTRIDIUM
DIFFICILE
INFECTION

Feb-18-2021 11:04:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 2: Opened Clin: Per Prot Sect
8.3.7., potential
COVID-19 relate
CLOSTRIDIUM
DIFFICILE
INFECTION does
not qualify as AE
and please should be
documented ONLY
on the ILLNESS
DETAILS CRF form
and should not be
captured on the AE
CRF form

Feb-18-2021 10:26:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Vrunda Parikh
(pfe.parikv06)

Query 1: Closed Response satisfies
query

Feb-17-2021 08:28:56
(UTC-05:00) Eastern

ACV0PFEINFP6000  Matthew
Stephens

Query 1: Answered NO DIAGNOSIS
TO ENTER
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe.mstephens)

Feb-15-2021 14:19:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Vrunda Parikh
(pfe.parikv06)

Query 1: Reissued:Opened CLINQUERWY:
CLOSTRIDIUM
DIFFICILE starting
27Jan2021 is noted
to have been
diagnosed and
overlaps with
symptoms of illness
visit date. Was a
diagnosis made in
relation to these
reported symptoms?
If so, enter the
diagnosis of the
event here.

Feb-11-2021 16:00:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answered ILLNESS VISIT
COMPLETED
2/FEB/21

Feb-10-2021 18:35:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Vrunda Parikh
(pfe.parikv06)

Query 1: Opened CLINQUERY: Is
diagnosis made in
relation to
symptoms? Enter the
diagnosis of the
event if available
even if not
COVID-19 or
Respiratory related.
Record any
diagnosis (where
available) for the
illness and in
relation to reported
symptoms

Feb-09-2021 10:41:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

3. Toxicity Grade:

Date Location User Value Reason09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-09-2021 10:41:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
3

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Feb-09-2021 10:42:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Subcategory of Clinical Event:

Date Location User Value Reason

Feb-09-2021 10:42:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. Was a diagnosis obtained?

Date Location User Value Reason

Feb-09-2021 10:42:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

4. Toxicity Grade:

Date Location User Value Reason

Feb-09-2021 10:42:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

3. Collection Date:

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.a

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Iden
tifier:

Not Do
ne

Test:: Not Do
ne

Result:: Not Do
ne

Initial Entry
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on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

5.a Sponsor ID:

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.a Test:

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.a Result:

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.a Not Done:

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.a LNMT

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.b
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Iden
tifier:

Not Do
ne

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

Initial Entry

09
01

77
e1

96
ae

2f
5f

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0137366
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b Sponsor ID:

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.b Test:

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.b Result:

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.b Not Done:

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.b LNMT

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.c

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Iden
tifier:

Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sponsor ID:

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.c Test:

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.c Result:

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.c Not Done:

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.c LNMT

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.d

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Iden
tifier:

Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sponsor ID:

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.d Test:

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.d Result:

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.d Not Done:

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.d LNMT

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.e

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Iden
tifier:

Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

09
01

77
e1

96
ae

2f
5f

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0137372



Page 340 of 431

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.e Sponsor ID:

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.e Test:

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.e Result:

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.e Not Done:

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.e LNMT

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.f

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Iden
tifier:

Not Do
ne

Initial Entry

09
01

77
e1

96
ae

2f
5f

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0137373



Page 341 of 431

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor ID:

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.f Test:

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.f Result:

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.f Not Done:

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.f LNMT

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.g

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Iden
tifier:

Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.g Sponsor ID:

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.g Test:

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.g Result:

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.g Not Done:

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.g LNMT

Date Location User Value Reason

Feb-09-2021 10:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Audit Trail

Form Version: 20-Feb-2021 02:26 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
CLINICAL CHEMISTRY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ORLANDO REGIONAL MEDI
CAL CENTER, 1414 KUHL AV
E. ORLANDO, FL 32806

Initial Entry

3. Collection Date:

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Mar/9/2021

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

329

Test:: C Reactive Prot
ein_PX329

Result:: 1.0

Not Done::

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Lab Normal Ra
nge:

High
9.9

Unit
mg/L

5.a Sponsor ID:

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
329

Initial Entry

5.a Test:

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
C Reactive Protein_PX329

Initial Entry

5.a Result:

Date Location User Value Reason

Mar-12-2021 01:38:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Malerato
Moloi
(pfe moloim)

Query 1: Closed Response satisfies
query

Mar-11-2021 15:58:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answered LOCAL
LABORATORY
DOES NOT
PROVIDE LOWER
RANGE FOR THIS
SPECIFIC TEST.

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is present, but
lab normal range
(Low, high or Unit)
is missing. Please
correct or confirm.

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1.0

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a LNMT

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
High

9.9

Unit
mg/L

Initial Entry

5.b

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

30

Test:: Alanine Aminotra
nsferase_PX30

Result:: 15

Not Done::

Lab Normal R
ange:

Low
7

High
52

Unit
U/L

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b Sponsor ID:

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30

Initial Entry

5.b Test:

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Alanine Aminotransferase_PX30

Initial Entry

5.b Result:

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
15

Initial Entry

5.b LNMT

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

7

High
52

Unit
U/L

Initial Entry

5.c

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defi
ned Identifier
:

28

Initial Entry
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ae
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Test:: Aspartate Aminot
ransferase_PX28

Result:: 21

Not Done::

Lab Normal
Range:

Low
13

High
39

Unit
U/L
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sponsor ID:

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
28

Initial Entry

5.c Test:

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Aspartate Aminotransferase_PX
28

Initial Entry

5.c Result:

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
21

Initial Entry

5.c LNMT

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

13

High
39

Unit
U/L

Initial Entry

5.d

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

35

Test:: Alkaline Phosph
atase_PX35

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 92

Not Done::

Lab Normal Ra
nge:

Low
34

High
104

Unit
U/L
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sponsor ID:

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
35

Initial Entry

5.d Test:

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Alkaline Phosphatase_PX35

Initial Entry

5.d Result:

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
92

Initial Entry

5.d LNMT

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

34

High
104

Unit
U/L

Initial Entry

5.e

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

21

Test:: Bilirubin_P
X21

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 0.5

Not Done::

Lab Normal Range: Low
0.3

High
1.0

Unit
mg/dL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.e Sponsor ID:

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
21

Initial Entry

5.e Test:

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Bilirubin_PX21

Initial Entry

5.e Result:

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
0.5

Initial Entry

5.e LNMT

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

0.3

High
1.0

Unit
mg/dL

Initial Entry

5.f

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

47

Test:: Blood Urea Nitr
ogen_PX47

Initial Entry

09
01

77
e1
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2f
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 15

Not Done::

Lab Normal Ra
nge:

Low
7

High
25

Unit
mg/dL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor ID:

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
47

Initial Entry

5.f Test:

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Blood Urea Nitrogen_PX47

Initial Entry

5.f Result:

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
15

Initial Entry

5.f LNMT

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

7

High
25

Unit
mg/dL

Initial Entry

5.g

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

48

Test:: Creatinine_
PX48

Initial Entry
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e1
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2f
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al
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 0.76

Not Done::

Lab Normal Range
:

Low
0.60

High
1.20

Unit
mg/dL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.g Sponsor ID:

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
48

Initial Entry

5.g Test:

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Creatinine_PX48

Initial Entry

5.g Result:

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
0.76

Initial Entry

5.g LNMT

Date Location User Value Reason

Mar-11-2021 15:57:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

0.60

High
1.20

Unit
mg/dL

Initial Entry

09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

3. Collection Date:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.a

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Iden
tifier:

Not Do
ne

Test:: Not Do
ne

Result:: Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

5.a Sponsor ID:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.a Test:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.a Result:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.a Not Done:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.a LNMT

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.b
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Iden
tifier:

Not Do
ne

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

Initial Entry

09
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e1
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ae
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5f
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b Sponsor ID:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.b Test:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.b Result:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.b Not Done:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.b LNMT

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.c

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Iden
tifier:

Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sponsor ID:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.c Test:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.c Result:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.c Not Done:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.c LNMT

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.d

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Iden
tifier:

Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sponsor ID:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.d Test:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.d Result:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.d Not Done:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.d LNMT

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.e

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Iden
tifier:

Not Do
ne

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.e Sponsor ID:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.e Test:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.e Result:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.e Not Done:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.e LNMT

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.f

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Iden
tifier:

Not Do
ne

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor ID:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.f Test:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.f Result:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.f Not Done:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.f LNMT

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.g

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Iden
tifier:

Not Do
ne

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.g Sponsor ID:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.g Test:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.g Result:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.g Not Done:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.g LNMT

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.h

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Iden
tifier:

Not Do
ne

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.h Sponsor ID:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.h Test:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.h Result:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.h Not Done:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.h LNMT

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.i

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Iden
tifier:

Not Do
ne

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

5.i Sponsor ID:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.i Test:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.i Result:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.i Not Done:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.i LNMT

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.j

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) Sponsor-Defined Iden
tifier:

Not Do
ne

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.j Sponsor ID:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.j Test:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.j Result:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.j Not Done:

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.j LNMT

Date Location User Value Reason

Feb-09-2021 10:46:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Audit Trail

Form Version: 20-Feb-2021 02:18 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created

09
01

77
e1
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2f
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n:
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:18 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HEMATOLOGY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ORLANDO REGIONAL MEDI
CAL CENTER, 1414 KUHL AV
E. ORLANDO, FL 32806

Initial Entry

3. Collection Date:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Mar/9/2021

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

1

Test:: Hemoglobin
_PX1

Result:: 13.4

Not Done::

Initial Entry

09
01

77
e1

96
ae

2f
5f

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0137414
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:18 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Lab Normal Range
:

Low
11.4

High
14.7

Unit
g/dL

5.a Sponsor ID:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

5.a Test:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Hemoglobin_PX1

Initial Entry

5.a Result:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
13.4

Initial Entry

5.a LNMT

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

11.4

High
14.7

Unit
g/dL

Initial Entry

09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:18 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

2

Test:: Hematocrit_
PX2

Result:: 46.1

Not Done::

Lab Normal Range
:

Low
34.3

High
45.5

Unit
%

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:18 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b Sponsor ID:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

5.b Test:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Hematocrit_PX2

Initial Entry

5.b Result:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
46.1

Initial Entry

5.b LNMT

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

34.3

High
45.5

Unit
%

Initial Entry

5.c

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

3

Test:: Erythrocytes
_PX3

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:18 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 4.06

Not Done::

Lab Normal Rang
e:

Low
3.75

High
5.00

Unit
10^6/cu m
m
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:18 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sponsor ID:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

5.c Test:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Erythrocytes_PX3

Initial Entry

5.c Result:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
4.06

Initial Entry

5.c LNMT

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

3.75

High
5.00

Unit
10^6/cu mm

Initial Entry

5.d

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

5

Test:: Platelets_P
X5

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:18 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 273

Not Done::

Lab Normal Range: Low
139

High
361

Unit
10^3/uL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:18 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sponsor ID:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

5.d Test:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Platelets_PX5

Initial Entry

5.d Result:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
273

Initial Entry

5.d LNMT

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

139

High
361

Unit
10^3/uL

Initial Entry

5.e

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

7

Test:: Leukocytes_
PX7

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:18 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 10.9

Not Done::

Lab Normal Range
:

Low
4.4

High
10.5

Unit
10^3/uL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:18 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.e Sponsor ID:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

5.e Test:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Leukocytes_PX7

Initial Entry

5.e Result:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
10.9

Initial Entry

5.e LNMT

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

4.4

High
10.5

Unit
10^3/uL

Initial Entry

5.f

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

608

Test:: Neutrophils_
PX608

Initial Entry

09
01

77
e1

96
ae

2f
5f

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0137423



Page 391 of 431

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:18 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 6.8

Not Done::

Lab Normal Rang
e:

Low
1.5

High
7.5

Unit
10^3/uL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:18 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor ID:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
608

Initial Entry

5.f Test:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Neutrophils_PX608

Initial Entry

5.f Result:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
6.8

Initial Entry

5.f LNMT

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

1.5

High
7.5

Unit
10^3/uL

Initial Entry

5.g

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

609

Test:: Eosinophils_
PX609

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:18 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 0.3

Not Done::

Lab Normal Rang
e:

Low
0.0

High
0.5

Unit
10^3/uL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:18 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.g Sponsor ID:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
609

Initial Entry

5.g Test:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Eosinophils_PX609

Initial Entry

5.g Result:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
0.3

Initial Entry

5.g LNMT

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

0.0

High
0.5

Unit
10^3/uL

Initial Entry

5.h

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

612

Test:: Monocytes_P
X612

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:18 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 0.5

Not Done::

Lab Normal Rang
e:

Low
0.0

High
0.8

Unit
10^3/uL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:18 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.h Sponsor ID:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
612

Initial Entry

5.h Test:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Monocytes_PX612

Initial Entry

5.h Result:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
0.5

Initial Entry

5.h LNMT

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

0.0

High
0.8

Unit
10^3/uL

Initial Entry

5.i

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

610

Test:: Basophils_P
X610

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:18 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 0.1

Not Done::

Lab Normal Range
:

Low
0.0

High
0.2

Unit
10^3/uL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:18 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.i Sponsor ID:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
610

Initial Entry

5.i Test:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Basophils_PX610

Initial Entry

5.i Result:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
0.1

Initial Entry

5.i LNMT

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

0.0

High
0.2

Unit
10^3/uL

Initial Entry

5.j

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

611

Test:: Lymphocytes
_PX611

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:18 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 3.3

Not Done::

Lab Normal Ran
ge:

Low
1.0

High
4.8

Unit
10^3/uL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:18 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.j Sponsor ID:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
611

Initial Entry

5.j Test:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Lymphocytes_PX611

Initial Entry

5.j Result:

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
3.3

Initial Entry

5.j LNMT

Date Location User Value Reason

Mar-11-2021 11:56:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

1.0

High
4.8

Unit
10^3/uL

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Feb-11-2021 08:44:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Amol
Deshmukh
(pfe.deshma24)

Query 1: Closed Closed per form
completed.

Feb-10-2021 13:56:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answered CRF updated

Feb-10-2021 13:56:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

Feb-10-2021 02:23:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rajashekhar
Reddy
(pfe.reddyr51)

Query 1: Opened DM: Kindly
consider to update
this form if require
else mark as Not
applicable by
selecting form
level comment.
Thank you.

2.a

Date Location User Value Reason

Feb-10-2021 13:56:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Record Identifier:: 1

Systolic:: Not App
licable

Diastolic:: Not App
licable

Respiratory Rate in r
espirations/minute:

Not App
licable

Heart Rate in beats/
minute:

Not App
licable

Initial Entry

Feb-09-2021 10:47:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Record Identifier:: 1

Systolic::

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Diastolic::

Respiratory Rate in respirati
ons/minute:

Heart Rate in beats/minute:

2.a Record Identifier:

Date Location User Value Reason

Feb-09-2021 10:47:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Feb-10-2021 13:56:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Feb-10-2021 13:56:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Feb-10-2021 13:56:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Feb-10-2021 13:56:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Feb-09-2021 10:47:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

2.a

Date Location User Value Reason

Feb-09-2021 10:47:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Record Identifier:: Not Done

Oxygen Saturation: Not Done

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-09-2021 10:47:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Feb-09-2021 10:47:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: OXYGENATION PARAMETERS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Time of Assessment:

Date Location User Value Reason

Feb-09-2021 10:48:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Arterial Blood Gases PaO2 (mmHg):

Date Location User Value Reason

Feb-09-2021 10:48:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. FiO2 (Fraction of Inhaled Oxygen):

Date Location User Value Reason

Feb-09-2021 10:48:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF
Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Feb-09-2021 10:48:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Category:

Date Location User Value Reason

Feb-09-2021 10:48:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Feb-09-2021 10:48:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown,
enter the full trade or proprietary name. Include clarifying information in the Medication text (e.g., Ingredient(s),
route, use, formulation).

Date Location User Value Reason

Feb-09-2021 10:48:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

5. Start Date:

Date Location User Value Reason

Feb-09-2021 10:48:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF
Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

6. Ongoing?

Date Location User Value Reason

Feb-09-2021 10:48:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: IMAGING - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Feb-09-2021 10:48:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Feb-09-2021 10:48:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Feb-09-2021 10:48:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

4. Assessment:

Date Location User Value Reason

Feb-09-2021 10:48:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

09
01

77
e1

96
ae

2f
5f

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0137440



Page 408 of 431

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Mar/08/2021

Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-10-2021 08:23:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Mar/8/2021

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Mar-10-2021 08:23:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
COVID_A1

Initial Entry

09
01

77
e1

96
ae

2f
5f

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0137441



Page 409 of 431

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Mar/08/2021

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Mar-10-2021 08:23:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Mar-10-2021 08:23:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-10-2021 08:25:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Mar-10-2021 08:23:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Mar-10-2021 08:23:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection:

Mar/8/2021

Initial Entry

5.a

Date Location User Value Reason

Mar-10-2021 08:25:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BV0XKZ

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Mar/08/2021

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Mar-10-2021 08:25:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BV0XKZ

Initial Entry

5.b

Date Location User Value Reason

Mar-10-2021 08:25:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BV0XL0

Initial Entry

5.b Sample ID

Date Location User Value Reason

Mar-10-2021 08:25:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BV0XL0

Initial Entry

5.c

Date Location User Value Reason

Mar-10-2021 08:25:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BV0XL1

Initial Entry

5.c Sample ID

Date Location User Value Reason

Mar-10-2021 08:25:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BV0XL1

Initial Entry

5.d

Date Location User Value Reason

Mar-10-2021 08:25:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BVSYRG

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Mar/08/2021

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sample ID

Date Location User Value Reason

Mar-10-2021 08:25:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BVSYRG

Initial Entry

5.e

Date Location User Value Reason

Mar-10-2021 08:25:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BVSYRH

Initial Entry

5.e Sample ID

Date Location User Value Reason

Mar-10-2021 08:25:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BVSYRH

Initial Entry
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-06-2020 14:00:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Oct/6/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-06-2020 14:00:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Oct-06-2020 14:00:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Jan-12-2021 16:18:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Monica
Cooper
(pfe.mcooper)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Feb-26-2021 10:04:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Deleted Changed
Information

Feb-09-2021 10:52:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Jan-12-2021 16:18:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Jan-12-2021 16:18:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-23-2021 13:20:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Closed Response satisfies
query

Feb-16-2021 12:23:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 1: Answered CRC WILL
UPDATE
ACCORDINGLY.

Feb-02-2021 08:25:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Sathenapalli
Suguna Srujan
(pfe.srujas)

Query 1: Opened Clinical Please
submit a SAE update
reporting the
presenting signs
and/or symptoms for
this SAE

Feb-01-2021 18:03:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Candidate Clinical Please
submit a SAE update
reporting the
presenting signs
and/or symptoms for
this SAE

Jan-12-2021 16:18:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica Cooper
(pfe mcooper)

Data Entry:
kidney stones

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4. Start Date Time:

Date Location User Value Reason

Jan-12-2021 16:18:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Jan/4/2021 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Jan-12-2021 16:18:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

End Date Time:

Jan/5/2021 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Jan-12-2021 16:18:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
3

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Jan-20-2021 22:16:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Closed Response satisfies
query

Jan-18-2021 14:47:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Query 2: Answered follow up SAE form
submitted; Records
showing COVID
testing completed
have not yet been
received

Jan-13-2021 11:25:48 ACV0PFEINFP6000  Kathryn Query 2: Opened Clinical COVID test
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00) Eastern
Time (US & Canada)

Sewell
(pfe.sewelk02)

status (yes/no)
during Hosp was not
reported in the SAE.
Please submit a
follow-up SAE form
[#2021018675] to
document if COVID
testing was
performed
(YES/NO or info
not available) and if
yes, the date and
results.

Jan-13-2021 04:08:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Jan-12-2021 16:18:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE kidney
stones: Response to
"Is the adverse event
serious?" is 'Yes' but
"Serious Adverse
Event Number" is
blank.

Jan-12-2021 16:18:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
YES

Is this serious event associate
d with congenital anomaly or
birth defect?

NO

Did this serious event result i
n death?

NO

Did this serious event require
or prolong hospitalization?

YES

Did this serious event result i
n persistent or significant disa
bility/incapacity?

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

NO

Is this serious event life threat
ening?

NO

Other medically important ser
ious event

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Jan-12-2021 16:18:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Jan-12-2021 16:18:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NOT RELATED

If Not Related to study treatme
nt(s), this event is due to:

OTHER

If Other, specify:

kidney stone

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Jan-12-2021 16:18:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?09
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Jan-12-2021 16:18:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Jan-12-2021 16:18:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
YES

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Jan-12-2021 16:18:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Jan-12-2021 16:18:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Jan-13-2021 04:08:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2021018675

Initial Entry
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*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Category:

Date Location User Value Reason

Feb-09-2021 10:52:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Feb-09-2021 10:52:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Mar-01-2021
23:10:41
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Salim Bouguermouh
(pfe.bougus)

Query
2: Clo
sed

Response satisfies
query

Feb-26-2021
10:04:19
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query (autoquery) Query
2: An
swere
d

Changed
Information

Feb-18-2021
11:03:32
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Salim Bouguermouh
(pfe.bougus)

Query
2: Rei
ssued:
Open
ed

Clin: Per Prot
Sect 8.3.7.,
potential
COVID-19 relate
CLOSTRIDIUM
DIFFICILE
INFECTION does
not qualify as AE
and please should
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*** THIS REPEATING FORM HAS BEEN DELETED ***

be documented
ONLY on the
ILLNESS
DETAILS CRF
form and should
not be captured on
the AE CRF form

Feb-17-2021
12:06:21
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS Oracle
(pfe.PFETMS)

Query
1: Clo
sed

Discrepancy has
been closed.

Feb-17-2021
10:48:32
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query (autoquery) Query
2: An
swere
d

New Information

Feb-17-2021
10:48:32
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query (autoquery) Query
1: An
swere
d

New Information

Feb-17-2021
10:48:32
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry
:
CLOS
TRID
IUM
DIFFI
CILE
INFE
CTIO
N

New Information

Feb-12-2021
07:54:27
(UTC-05:00)
Eastern Time
(US &

ACV0PFEINFP6000  Jeffrey Signora
TMSQUERY
(pfe.signoj01_tmsquery)

Query
1: Rei
ssued:
Open
ed

Thank you for the
comment. Please
update the term to
include
"INFECTION."
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*** THIS REPEATING FORM HAS BEEN DELETED ***

Canada)

Feb-10-2021
10:28:20
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Salim Bouguermouh
(pfe.bougus)

Query
2: Op
ened

Clin: Per Prot
Sect 8.1.,
COVID-19 listed
symptom
DIARRHEA
(CLOSTRIDIUM
DIFFICILE)
should please
trigger a potential
COVID-19 Visit
irrespective of
perceived etiology
or clinical
significance,
captured on the
SOD form and a
SWAB needs to
be collected
ASAP

Feb-09-2021
16:57:52
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query
1: An
swere
d

SUBJECT HAS
INFECTION
SECONDARY
TO THE
ORGANISM.

Feb-09-2021
13:20:31
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS Oracle
(pfe.PFETMS)

Query
1: Op
ened

Clarify
CLOSTRIDIUM
DIFFICILE as
follows..Organism
only term. Are
you reporting
TEST? TEST
POSITIVE?
INFECTION? If
so, edit.
Otherwise
clarify.Thank you.

Feb-09-2021
10:52:44
(UTC-05:00)
Eastern Time

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry
:
CLOS

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

(US &
Canada)

TRID
IUM
DIFFI
CILE

4. Start Date Time:

Date Location User Value Reason

Feb-09-2021 10:52:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/27/2021 11:25

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-09-2021 10:52:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Feb-09-2021 10:52:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
2

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Feb-09-2021 10:52:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Date Location User Value Reason

Feb-09-2021 10:52:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Feb-09-2021 10:52:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT RELATED

If Not Related to study treatmen
t(s), this event is due to:

OTHER

If Other, specify:

C-DIFF

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Feb-09-2021 10:52:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Feb-09-2021 10:52:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Feb-09-2021 10:52:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Deleted

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Date Location User Value Reason

Feb-09-2021 10:52:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
RECOVERING/RESOLVING

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Feb-09-2021 10:52:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-26-2021 14:00:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/25/2021

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Jan-26-2021 14:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Participant is willing to return for
Vaccination 3

Participant is:

eligible and NOT confirmed t
o have received only placebo
at Vaccination 1/2

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Jan-26-2021 13:59:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/25/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Jan-26-2021 13:59:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ASSESS ELIGIBILITY FOR A
DDITIONAL VACCINATION

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject Status

Date Location User Value Reason

Oct-06-2020 14:00:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Aug-17-2020 15:11:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Aug-17-2020 14:37:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Feb-10-2021 01:47:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy
Vedamuthu
(pfe.vedamn)

Query 1: Closed Response satisfies
query

Feb-09-2021 10:38:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answered Covid illness visit
2/8/21

Feb-08-2021 10:10:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kirubakaran
Kesavan
Kendhapedi
(pfe kendak01)

Query 1: Opened Illness eDiary:
Subject reported
"Yes" for the
question "Have you
experienced any of
the following?” for
the COVID-19
symptoms or
diagnosis on
04FEB2021. But
there is no COVID
Illness visit
reported in the
database. Please
clarify.

Oct-06-2020 14:00:38
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/6/2020

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada)

Aug-17-2020 15:11:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/17/2020

Initial Entry

Aug-17-2020 14:37:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/17/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131190 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Casebook Signature

Date Location User Value Reason

Sep-15-2020 09:51:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Click Here to Enable

Initial Entry
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Page 1 of 157

***Confidential***

Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per
protocol amendment 5, STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response
- Protocol version

24 JUL 2020

2. Select appropriate response
- What cohort does the
subject belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Aug/19/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Demography

1. Subject ID [10131229]

2. Birth Date: /1995

3. Sex: FEMALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that
apply):

ASIAN

6. Racial Designation:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/19/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Aug/19/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[ATTENTION DEFICIT HYPERACTIVITY DISORDER]

Start Date: UNK/UNK/2010

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[BREAST AUGMENTATION]

Start Date: Jun/UNK/2020

Ongoing: NO

End Date:
Jun/UNK/2020

1.c Line/MH Number: [3]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[OBESITY]

Start Date: UNK/UNK/2016

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Aug/19/2020

2. Weight: [79.3]

3. Unit: kg

4. Height: [162.6]

5. Unit: cm

6. Body Mass Index: [30.0]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [37.1]

Unit: C

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Aug/19/2020

4. Laboratory Name and
Address (Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition

1. Randomization Date : Aug/19/2020

2. Randomization Number: [55842]

3. Randomization Group: [ ]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Aug/19/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPYX91]

5.b Sample ID [BPYX92]

5.c Sample ID [BPYX93]

5.d Sample ID [BNWHMD]

5.e Sample ID [BNWHMF]
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/19/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BM8S6Z]
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eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/19/2020 09:40

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response
- Reactogenicity diary
collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR
THIS SUBJECT

09
01

77
e1

96
ae

2f
59

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0137478



Page 15 of 157

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/10/2020

2. Erroneous Visit
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Sep/10/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [37.1]

Unit: C

Temperature Location: ORAL CAVITY
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Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Sep/10/2020

4. Laboratory Name and
Address (Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/10/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPC2WL]
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eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/10/2020 14:50

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/14/2020

2. Erroneous Visit
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/14/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR9TRR]

5.b Sample ID [BR9TRS]

5.c Sample ID [BR9TRT]

5.d Sample ID [BMN58G]

5.e Sample ID [BMN58H]
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Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Unscheduled Visit

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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COVID-19
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---
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Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom
Started:

//

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL - New
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Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Form: HEALTH CARE UTILIZATION
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]

Health Care Utilization

3. Has the subject been
hospitalized due to potential
COVID-19 illness?
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Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained
for Potential COVID-19
Illness?

3. Toxicity Grade:
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Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Disposition - Treatment

1. Date of
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/Death :

Oct/14/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Date of Visit

1. Date of Visit //
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COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[Exposure During Pregnancy]

4. Start Date Time: Dec/10/2020 UNK:UNK

5. Is the adverse event still
ongoing?

YES

6. Toxicity Grade: Not Applicable Comments
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7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is
due to:
OTHER

If Other, specify:
[PREGNANCY]

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE
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11. Was a Concomitant
Medication given?

NO

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of
this adverse event?:

RECOVERING/RESOLVING

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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#
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Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with
Study Treatment:

6. Was a Concomitant
Medication given?

7. Was a Non-Drug Treatment
given?

8. Did the Medication Error
cause the subject to be
discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Back to Form

Radiation Treatment

1. Category:

2. What is the treatment
Identifier?

[ ]

3. Concomitant Non-drug
Treatment Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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1. Transfusion Type:

2. Date of Transfusion: //
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Date of Visit

1. Date of Visit //
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Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and
Address (Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Vaccination

1. Was there a temporary
delay of vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form Version: 14-Jan-2021 02:29 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Informed Consent - Asymptomatic Surveillance

1. Consent Was:
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Unscheduled

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/19/2021

2. Erroneous Visit
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Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response
- Is participant willing to
return for Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible and NOT confirmed to have received only placebo at
Vaccination 1/2
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Jan/19/2021

2. Primary Reason for
Unblinding:

ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Withdrawal Of Consent

1. Withdrawal of Consent
Date :

//

09
01

77
e1

96
ae

2f
59

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0137533



Page 70 of 157

***Confidential***

 

Header Text: c4591001

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started
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Death Details

1. Date of Collection /
Notification of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]

09
01

77
e1

96
ae

2f
59

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0137534



Page 71 of 157

***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Informed Consent - Further Vaccination

1. Consent Was:
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Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Disposition - Screening for Further Vaccination

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Oct/14/2020
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Michael
Dever 

Approved Mar-04-2021 07:15:53 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Aug-19-2020 14:11:02
(UTC-05:00) Eastern Time (US &
Canada)

Matthew
Stephens
(pfe.mstephens)

Not Applicable
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

6 Feb-01-2021 11:50:09 (UTC-05:00)
Eastern Time (US & Canada)

Monica
Cooper
(pfe.mcooper)

Not Applicable
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Michael
Dever 

Approved Mar-04-2021 07:15:53 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Scott
Salmon 

N/A Mar-02-2021 16:32:20 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael
Dever 

Approved Feb-02-2021 10:45:21 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Monica
Cooper 

N/A Feb-01-2021 11:49:57 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael
Dever 

Approved Feb-01-2021 09:49:25 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Scott
Salmon 

N/A Jan-28-2021 19:52:55 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael
Dever 

Approved Jan-22-2021 06:41:41 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Scott
Salmon 

N/A Jan-20-2021 13:42:51 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael
Dever 

Approved Oct-21-2020 12:22:53 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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Visit: Investigator Signature -
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Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Scott
Salmon 

N/A Oct-14-2020 14:42:12 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael
Dever 

Approved Oct-05-2020 13:02:31 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Aug-19-2020
14:10:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Aug-19-2020
14:10:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
STAGE 3 COHOR
TS

Initial Entry
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Aug-19-2020
14:10:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
OBTAINED

Date Written Cons
ent Obtained

Aug/19/2020

Initial Entry
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Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject ID

Date Location User Value Reason

Aug-19-2020
14:10:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10131229

Item copied
from previous
form

2. Birth Date:

Date Location User Value Reason

Aug-19-2020
14:10:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1995

Enrollment
Entry

3. Sex:

Date Location User Value Reason

Aug-19-2020
14:10:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason09
01

77
e1

96
ae

2f
59

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr
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03
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-19-2020
14:10:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NOT HISPANIC O
R LATINO(A) OR
OF SPANISH ORI
GIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Aug-19-2020
14:10:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
ASIAN

Initial Entry

09
01

77
e1

96
ae

2f
59

\F
in

al
\F

in
al

 O
n:

 0
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-19-2020
14:10:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/19/2020

Initial Entry

09
01

77
e1

96
ae

2f
59

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Aug-19-2020
14:11:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/19/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Aug-19-2020
14:11:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Aug-19-2020
14:11:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
COMPLETED

Initial Entry

09
01

77
e1

96
ae

2f
59

\F
in

al
\F

in
al

 O
n:

 0
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Aug-19-2020
14:11:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/
MH N
umber
:

1

Medic
al Hist
ory Te
rm:

ATTENTION
DEFICIT HY
PERACTIVIT
Y DISORDE
R

Start
Date:

UNK/UNK/20
10

Ongoi
ng:

YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Aug-19-2020
14:11:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

09
01

77
e1

96
ae

2f
59

\F
in

al
\F

in
al

 O
n:

 0
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-19-2020
14:11:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
ATTENTION DEFI
CIT HYPERACTI
VITY DISORDER

Initial Entry

1.a Start Date:

Date Location User Value Reason

Aug-19-2020
14:11:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
UNK/UNK/2010

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Aug-19-2020
14:11:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

1.b

Date Location User Value Reason

Aug-19-2020
14:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/M
H Numb
er:

2

Initial Entry

09
01

77
e1

96
ae

2f
59

\F
in

al
\F

in
al

 O
n:

 0
1-

A
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Medical
History
Term:

BREAST A
UGMENTA
TION

Start Da
te:

Jun/UNK/20
20

Ongoing
:

NO
End Date:

Jun/UNK
/2020

09
01

77
e1

96
ae

2f
59

\F
in

al
\F

in
al

 O
n:

 0
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Page 93 of 157

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.b Line/MH Number:

Date Location User Value Reason

Aug-19-2020
14:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-19-2020
14:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BREAST AUGME
NTATION

Initial Entry

1.b Start Date:

Date Location User Value Reason

Aug-19-2020
14:12:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Jun/UNK/2020

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Aug-19-2020
14:12:01

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
NO

Initial Entry09
01

77
e1

96
ae

2f
59

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr
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02
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) End Date:

Jun/UNK/2020

1.c

Date Location User Value Reason

Aug-19-2020
14:12:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

3

Medical His
tory Term:

OBESIT
Y

Start Date: UNK/U
NK/201
6

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

2f
59

\F
in

al
\F

in
al

 O
n:

 0
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.c Line/MH Number:

Date Location User Value Reason

Aug-19-2020
14:12:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-19-2020
14:12:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
OBESITY

Initial Entry

1.c Start Date:

Date Location User Value Reason

Aug-19-2020
14:12:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
UNK/UNK/2016

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Aug-19-2020
14:12:11

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
YES

Initial Entry09
01

77
e1

96
ae

2f
59

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02
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03

:4
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)
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens)

09
01

77
e1

96
ae

2f
59

\F
in

al
\F

in
al

 O
n:

 0
1-

A
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Aug-19-2020
14:12:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/19/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Aug-19-2020
14:12:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
79.3

Initial Entry

3. Unit:

Date Location User Value Reason

Aug-19-2020
14:12:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
kg

Initial Entry

4. Height:

Date Location User Value Reason

09
01

77
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ae

2f
59

\F
in

al
\F

in
al

 O
n:
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Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-19-2020
14:12:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
162.6

Initial Entry

5. Unit:

Date Location User Value Reason

Aug-19-2020
14:12:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Aug-19-2020
14:12:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

7.a

Date Location User Value Reason

Aug-19-2020
14:12:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Record Id
entifier::

1

Temperat
ure:

37.1

Initial Entry

09
01

77
e1

96
ae

2f
59

\F
in

al
\F

in
al

 O
n:

 0
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Temperat
ure Unit:

C

Temperat
ure Locati
on::

ORAL
CAVIT
Y

7.a Record Identifier:

Date Location User Value Reason

Aug-19-2020
14:12:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Aug-19-2020
14:12:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
37.1

Initial Entry

7.a Unit:

Date Location User Value Reason

Aug-19-2020
14:12:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
C

Initial Entry

09
01

77
e1

96
ae

2f
59

\F
in

al
\F

in
al

 O
n:

 0
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A
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

7.a Temperature Location:

Date Location User Value Reason

Aug-19-2020
14:12:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
ORAL CAVITY

Initial Entry

09
01

77
e1

96
ae

2f
59

\F
in

al
\F

in
al

 O
n:

 0
1-
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Aug-19-2020
14:12:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Aug-19-2020
14:12:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Aug-19-2020
14:12:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/19/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason
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al
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n:
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-19-2020
14:12:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Aug-19-2020
14:12:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Aug-19-2020
14:12:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

113

Test:: Choriogon
adotropin
Beta_PX11
3

Result:: NEGATIV
E

Not Done
::

Initial Entry

6.a Sponsor ID:

09
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77
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al

 O
n:

 0
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Aug-19-2020
14:12:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Aug-19-2020
14:12:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Choriogonadotropin
Beta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Aug-19-2020
14:12:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NEGATIVE

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Randomization Date :

Date Location User Value Reason

Aug-19-2020
14:13:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/19/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Aug-19-2020
14:13:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
55842

Initial Entry

09
01

77
e1

96
ae

2f
59
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al
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al
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-19-2020
14:13:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-19-2020
14:13:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-19-2020
17:56:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Aug-19-2020
14:13:13
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
2f

59
\F

in
al

\F
in

al
 O

n:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Aug-19-2020
14:13:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Date of Collectio
n:

Aug/19/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-19-2020
17:56:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BPYX9
1

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-19-2020
17:56:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BPYX91

Initial Entry

5.b
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Aug-19-2020
17:56:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BPYX9
2

Initial Entry

5.b Sample ID

Date Location User Value Reason

Aug-19-2020
17:56:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BPYX92

Initial Entry

5.c

Date Location User Value Reason

Aug-19-2020
17:56:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BPYX9
3

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sample ID

Date Location User Value Reason

Aug-19-2020
17:56:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BPYX93

Initial Entry

5.d

Date Location User Value Reason

Aug-19-2020
17:56:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample
ID:

BNWH
MD

Initial Entry

5.d Sample ID

Date Location User Value Reason

Aug-19-2020
17:56:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BNWHMD

Initial Entry

5.e

Date Location User Value Reason

Aug-19-2020
17:56:33

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Sample I BNWH

Initial Entry09
01

77
e1
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ae

2f
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) D: MF

5.e Sample ID

Date Location User Value Reason

Aug-19-2020
17:56:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BNWHMF

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-19-2020
14:13:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-19-2020
14:13:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-19-2020
17:56:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Aug-19-2020
14:13:19
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
2f

59
\F

in
al
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Aug-19-2020
14:13:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Date of Collectio
n:

Aug/19/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-19-2020
17:56:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BM8S6
Z

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-19-2020
17:56:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BM8S6Z

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-19-2020
14:13:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-19-2020
14:13:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-19-2020
14:13:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
e1

96
ae

2f
59
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\F
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al
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Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-19-2020
14:13:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/19/2020 09:40

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-19-2020
14:13:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-19-2020
14:13:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Aug-19-2020
14:13:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-19-2020
14:13:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Aug-19-2020
14:13:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

09
01

77
e1

96
ae

2f
59

\F
in

al
\F

in
al

 O
n:

 0
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History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Aug-20-2020
10:21:00
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO - REACTOG
ENICITY E-DIA
RY NOT COLLE
CTED FOR THIS
SUBJECT

Transcription
Error

Aug-19-2020
14:13:38
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES - REACTOG
ENICITY E-DIA
RY COLLECTED
FOR THIS SUBJ
ECT

Initial Entry

09
01

77
e1

96
ae

2f
59
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-10-2020
15:59:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sep/10/2020

Initial Entry

09
01

77
e1

96
ae

2f
59

\F
in

al
\F

in
al

 O
n:

 0
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Sep-10-2020
15:59:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sep/10/2020

Initial Entry

2.a

Date Location User Value Reason

Sep-10-2020
15:59:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Record Id
entifier::

1

Temperat
ure:

37.1

Temperat
ure Unit:

C

Temperat
ure Locati
on::

ORAL
CAVIT
Y

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Sep-10-2020
15:59:52
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
1

Initial Entry

09
01

77
e1

96
ae

2f
59

\F
in

al
\F

in
al
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 0
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

& Canada)

2.a Temperature:

Date Location User Value Reason

Sep-10-2020
15:59:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
37.1

Initial Entry

2.a Unit:

Date Location User Value Reason

Sep-10-2020
15:59:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
C

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Sep-10-2020
15:59:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
ORAL CAVITY

Initial Entry

09
01

77
e1

96
ae

2f
59
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Sep-10-2020
16:00:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Sep-10-2020
16:00:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Sep-10-2020
16:00:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sep/10/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

09
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-10-2020
16:00:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Sep-10-2020
16:00:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Sep-10-2020
16:00:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

113

Test:: Choriogon
adotropin
Beta_PX11
3

Result:: NEGATIV
E

Not Done
::

Initial Entry

6.a Sponsor ID:

09
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77
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2f
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\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0137584



Page 121 of 157

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Sep-10-2020
16:00:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Sep-10-2020
16:00:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Choriogonadotropin
Beta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Sep-10-2020
16:00:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-10-2020
16:00:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-10-2020
16:00:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-10-2020
17:05:00
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Sep-10-2020
16:00:13
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
2f
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in
al
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al
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Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time
(US & Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Sep-10-2020
16:00:13
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Date of Collectio
n:

Sep/10/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-10-2020
17:05:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BPC2W
L

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-10-2020
17:05:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BPC2WL

Initial Entry
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Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-10-2020
16:00:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-10-2020
16:00:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-10-2020
16:00:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
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Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-10-2020
16:00:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sep/10/2020 14:50

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-10-2020
16:00:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-10-2020
16:00:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Sep-10-2020
16:00:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-10-2020
16:00:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Sep-10-2020
16:00:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry
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ae
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-14-2020
14:42:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Oct/14/2020

Initial Entry

09
01
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e1

96
ae

2f
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\F
in

al
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al
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n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0137591



Page 128 of 157

***Confidential***

 

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-14-2020
14:42:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-14-2020
14:42:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-15-2020
08:17:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto
Query

Oct-15-2020
04:44:55
(UTC-05:00)

ACV0PFEINFP6000  Roshni Nair
(pfe.nairr29)

Query 1: Opened 'Sample
Collected?' is
Yes, however09
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\F

in
al

\F
in

al
 O

n:
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Oct-14-2020
14:42:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Oct-14-2020
14:42:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection
:

Oct/14/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-15-2020
08:17:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BR9TR
R

Initial Entry

5.a Sample ID

Date Location User Value Reason09
01

77
e1

96
ae

2f
59

\F
in

al
\F

in
al
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct-15-2020
08:17:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BR9TRR

Initial Entry

5.b

Date Location User Value Reason

Oct-15-2020
08:17:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BR9TR
S

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-15-2020
08:17:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BR9TRS

Initial Entry

5.c

Date Location User Value Reason

Oct-15-2020
08:17:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BR9TR
T

Initial Entry

09
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IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sample ID

Date Location User Value Reason

Oct-15-2020
08:17:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BR9TRT

Initial Entry

5.d

Date Location User Value Reason

Oct-15-2020
08:17:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BMN58
G

Initial Entry

5.d Sample ID

Date Location User Value Reason

Oct-15-2020
08:17:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BMN58G

Initial Entry

5.e

Date Location User Value Reason

Oct-15-2020
08:17:42

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Sample I BMN58

Initial Entry09
01

77
e1

96
ae
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al
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) D: H

5.e Sample ID

Date Location User Value Reason

Oct-15-2020
08:17:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BMN58H

Initial Entry

09
01

77
e1
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Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit
Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-14-2020
14:42:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Oct/14/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-14-2020
14:42:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Oct-14-2020
14:42:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
COMPLETED

Initial Entry
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Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Jan-28-2021
19:52:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Jan-28-2021
19:52:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Jan-28-2021
19:52:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Mar-04-2021
11:34:04
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response
satisfies query

Feb-25-2021
11:01:05
(UTC-05:00)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answere
d

CORRECT AS
CHARTED
AND WAS09
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Header Text: c4591001
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Eastern Time
(US & Canada)

SUBMITTED.

Feb-23-2021
15:58:39
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Closed Query closed;
will follow for
requested
miscarriage
history year
information.

Feb-23-2021
15:57:57
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 3: Closed Query closed;
will follow for
requested Father
information.

Feb-18-2021
18:36:08
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Reissued
:Opened

Clinical - no
further records
required to
match the SAE
with the AE;
please submit
correct term per
Pregnancy
reporting
instructions
'Exposure
during
Pregnancy' to
the PG Safety
report as well

Feb-17-2021
15:03:47
(UTC-05:00)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 3: Answere
d

CRC is still
attempting to
contact subject09
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Eastern Time
(US & Canada)

for additional
details.

Feb-17-2021
15:03:08
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 2: Answere
d

CRC still
attempting to
contact subject
for additional
details.

Feb-17-2021
15:02:19
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answere
d

CRC is still
trying to contact
subject for
additional
details.

Feb-17-2021
09:13:22
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Reissued
:Opened

Clinical As of
17Feb21, the
most recent
safety update
was the
08Feb21
submission;
year of prior
delivery still
remains missing
on PG safety
report

Feb-17-2021
09:07:46
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 3: Reissued
:Opened

Clinical As of
17Feb21, the
most recent
safety update
was the
08Feb21
submission; no09
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father info still
on PG safety
report other
than takes MVI

Feb-17-2021
09:06:44
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Reissued
:Opened

Clinical As of
17Feb21, the
most recent
safety update
was the
08Feb21
submission;
pregnancy is
still the event
term on PG
safety report

Feb-11-2021
16:13:03
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 3: Answere
d

UPDATED BY
CRC

Feb-11-2021
16:12:44
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 2: Answere
d

UPDATED BY
CRC

Feb-11-2021
16:10:29
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answere
d

UPDATE
SUBMITTED
BY CRC
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Feb-09-2021
02:00:13
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 3: Opened Clinical Thank
you; however
PG safety
update (08Feb)
did not report
Father
information

Feb-09-2021
01:59:29
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Reissued
:Opened

CLINICAL
Thank you; PG
safety update
(08Feb) did not
report year of
subject's prior
pregnancy, and
if the outcome
was miscarriage
(in Med Hx)

Feb-09-2021
01:55:26
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Reissued
:Opened

Clinical Thank
you; however
safety update
(08Feb21)
continues with
event term
'Pregnancy'.
Please submit a
PG safety
update reporting
the modified
event term EDP

Feb-01-2021
11:50:56
(UTC-05:00)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Query 2: Answere
d

Safety update
has been
submitted by09
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Eastern Time
(US & Canada)

CRC

Feb-01-2021
11:50:46
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Query 1: Answere
d

Safety update
has been
submitted by
CRC

Jan-29-2021
13:23:30
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Opened Clinical Please
submit a safety
update
(#2021058335)
with the year for
subject's
previous
miscarriage and
Father info (age,
meds, social hx)
on the
Pregnancy form

Jan-29-2021
13:22:12
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened Event term is
Exposure during
Pregnancy;
however, event
term in Safety
report is
Pregnancy.
Please submit a
Safety update to
report the full
term 'Exposure
during
Pregnancy'09
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Jan-29-2021
10:53:27
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Exposure During
Pregnancy

changed
information per
email query
instructions

Jan-28-2021
19:52:55
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
PREGNANCY

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Feb-26-2021
00:17:14
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response
satisfies query

Feb-25-2021
11:06:14
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answere
d

PER CRC;
CORRECT AS
IT IS THE
SAME ON AE
AND SAE
FORMS
SUBMITTED.

Feb-23-2021
15:56:46
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Reissued
:Opened

Clinical - the
correct date is
desired for both
AE and PG
safety report, &
must be the

09
01

77
e1

96
ae

2f
59

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0137605



Page 142 of 157

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

same in both
locations.
Please report
either 10Dec20
or ??Dec20 in
both locations

Feb-17-2021
14:59:45
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answere
d

Correct as
charted per
CRC.

Feb-17-2021
09:08:34
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Reissued
:Opened

Clinical As of
17Feb21, the
most recent
safety update
was the
08Feb21
submission;
start date still
remains
??Dec20 on PG
safety report

Feb-11-2021
16:11:33
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answere
d

UPDATE
SUBMITTED
BY CRC

Feb-09-2021
02:01:56
(UTC-05:00)
Eastern Time

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Reissued
:Opened

Clinical Thank
you; start date
of 10Dec20 is
Estimated date09
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(US & Canada) of Conception;
however, most
recent PG
safety report
still has
??Dec20

Feb-01-2021
12:04:34
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Query 1: Answere
d

correct as
recorded;
Safety update
has been
submitted by
CRC

Jan-29-2021
13:26:21
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened Clinical Event
start date is
10Dec20
(estimated date
of conception);
however, safety
report for
pregnancy has
start date of
??Dec20. Please
submit a safety
update to report
the full start
date

Jan-28-2021
19:52:55
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Dec/10/2020 UN
K:UNK

Initial Entry
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5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-04-2021
11:38:10
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Clos
ed

Response satisfies
query

Feb-25-2021
11:02:42
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Ans
wered

PER CRC, FORMS
ARE BEING
SUBMITTED
25/FEB/2021.

Feb-18-2021
18:37:59
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Reiss
ued:Opened

Clinical Please report
Subject's statement
as to whether she is
still pregnant or has
experienced a
miscarriage
(information from
subject does not
require medical
records)

Feb-17-2021
15:04:24
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Ans
wered

CRC is still
attempting to contact
subject for additional
details.

Feb-17-2021
09:12:10
(UTC-05:00)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Reiss
ued:Opened

Clinical As of
17Feb21, the most
recent safety update
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Eastern Time
(US & Canada)

was the 08Feb21
submission (current
status is Ongoing).
Please clarify in
query response - was
there a miscarriage?
If so, please record
this pregnancy
adverse outcome on
AE CRF

Feb-11-2021
16:11:14
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Ans
wered

UPDATED FORMS
PER CRC

Feb-09-2021
02:06:44
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Open
ed

Clinical - Current
status is Ongoing/no
stop date; however,
recent PG safety
update reported
'outcome of
spontaneous
abortion/miscarriage'.
If a PG adverse
outcome has
occurred, please
record it on the AE
CRF

Jan-28-2021
19:52:55
(UTC-05:00)
Eastern Time

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry
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(US & Canada)

6. Toxicity Grade:

Date Location User Value Reason

Feb-02-2021
09:58:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response
satisfies query

Feb-01-2021
11:50:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Not Applicable

Initial Entry

Feb-01-2021
11:49:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answere
d

Transcription
Error

Feb-01-2021
11:49:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry: Transcription
Error

Jan-29-2021
13:20:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened Clinical As per
CRF CG
8.50.2.5, the
toxicity grade
for “Exposure
During
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Pregnancy” is
reported as Not
Applicable

Jan-28-2021
19:52:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Jan-28-2021
19:52:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry
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Back to Form

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Jan-28-2021
19:52:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Jan-28-2021
19:52:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT RELATED

If Not Related to st
udy treatment(s), th
is event is due to:

OTHER

If Other, specify:

PREGNANCY

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Jan-28-2021
19:52:55

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT APPLICABLE

Initial Entry
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(UTC-05:00)
Eastern Time (US
& Canada)

11. Was a Concomitant Medication given?

Date Location User Value Reason

Jan-28-2021
19:52:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Jan-28-2021
19:52:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Jan-28-2021
19:52:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
RECOVERING/RE
SOLVING

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Jan-28-2021
19:52:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-20-2021
13:43:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/19/2021

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION -
eCRF Audit Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Mar-03-2021
06:25:45
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ajit Malode
(pfe.maloda)

Query 1: Closed Site has
updated the
response to
'have received
only placebo at
Vaccination
1/2 '.

Mar-02-2021
16:32:20
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answere
d

Transcription
Error

Mar-02-2021
16:32:20
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Participant is willi
ng to return for Va
ccination 3

Participant is:

eligible and N
OT confirmed t
o have receive
d only placebo
at Vaccination
1/2

Transcription
Error

Mar-02-2021
09:55:02

ACV0PFEINFP6000  Pratiksha
Mahadik

Query 1: Opened DM:
Participant is
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION -
eCRF Audit Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time
(US & Canada)

(pfe.mahadp07) eligible and
confirmed to
have received
Placebo on the
Further
Vaccination
Confirmation
CRF, However
Date Written
Consent
Obtained is
missing in
InFormed
Consent -
Further
Vaccination
CRF. Kindly
review and
update, else
clarify.

Jan-20-2021
13:43:21
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Participant is willi
ng to return for Va
ccination 3

Participant is:

eligible per loc
al/national reco
mmendations a
nd confirmed t
o have receive
d only placebo
at Vaccination
1/2

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Jan-20-2021
13:42:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/19/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Jan-20-2021
13:42:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ASSESS ELIGIBILI
TY FOR ADDITION
AL VACCINATION

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject Status

Date Location User Value Reason

Oct-14-2020
14:42:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Aug-19-2020
14:13:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDO
MIZED

Initial Entry

Aug-19-2020
14:11:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Feb-02-2021
18:33:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response
satisfies query

Jan-28-2021
19:48:09

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answered UPDATED
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

Jan-25-2021
11:46:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened Clinical
Please enter
the event
'Pregnancy' on
the AE CRF

Oct-14-2020
14:42:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/14/2020

Initial Entry

Aug-19-2020
14:13:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/19/2020

Initial Entry

Aug-19-2020
14:11:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/19/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131229 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Casebook Signature

Date Location User Value Reason

Sep-15-2020
10:36:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Click Here to Enable

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per
protocol amendment 5, STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response
- Protocol version

24 JUL 2020

2. Select appropriate response
- What cohort does the
subject belong to?

STAGE 3 COHORTS

09
01

77
e1

96
ae

2f
58

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0137622



Page 2 of 204

***Confidential***

 

Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Aug/20/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Demography

1. Subject ID [10131255]

2. Birth Date: /1990

3. Sex: FEMALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that
apply):

WHITE

6. Racial Designation:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/20/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Aug/20/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[WISDOM TEETH REMOVAL]

Start Date: May/UNK/2016

Ongoing: NO

End Date:
May/UNK/2016
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Aug/20/2020

2. Weight: [60.5]

3. Unit: kg

4. Height: [178.0]

5. Unit: cm

6. Body Mass Index: [19.1]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [35.7]

Unit: C

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Aug/20/2020

4. Laboratory Name and
Address (Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition

1. Randomization Date : Aug/20/2020

2. Randomization Number: [58170]

3. Randomization Group: [ ]

09
01

77
e1

96
ae

2f
58

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0137631



Page 11 of 204

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Aug/20/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPYXBB]

5.b Sample ID [BPYXBC]

5.c Sample ID [BPYXBD]

5.d Sample ID [BNWHN8]

5.e Sample ID [BNWHN9]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/20/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BM8S83]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/20/2020 10:10

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES

09
01

77
e1

96
ae

2f
58

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0137634



Page 14 of 204

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response
- Reactogenicity diary
collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR
THIS SUBJECT
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Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/10/2020

2. Erroneous Visit
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Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Sep/10/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [37.1]

Unit: C

Temperature Location: ORAL CAVITY
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Sep/10/2020

4. Laboratory Name and
Address (Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/10/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPC2WJ]
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Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/10/2020 15:50

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/14/2020

2. Erroneous Visit
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/14/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR9TT7]

5.b Sample ID [BR9TT8]

5.c Sample ID [BR9TT9]

5.d Sample ID [BMN59G]

5.e Sample ID [BMN59H]
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19

Form Version: 20-Feb-2021 02:17 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom
Started:

//

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]

Health Care Utilization

3. Has the subject been
hospitalized due to potential
COVID-19 illness?
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained
for Potential COVID-19
Illness?

3. Toxicity Grade:
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Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: Unplanned - New Unscheduled
Visit

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: Unplanned - New Unscheduled
Visit

Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Unplanned Assessments

1. Assessments
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Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Oct/14/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Visit: POT_COVID_REPEAT_SWAB
- New Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Visit: POT_COVID_REPEAT_SWAB
- New Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT
SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Category
AE Ide
ntifier

Adverse Event Start Date
Is the Adverse Ev
ent Still Ongoing

Form Instan
ce

 1. ADVERS
E EVENT
 

1  EXPOSURE DURI
NG PREGNANCY
 

Sep/UNK/20
20 UNK:UN
K 

NO
End Date Time:

Oct/UNK/2020
UNK:UNK

 

Repeating
Pages

 2. ADVERS
E EVENT
 

2  MISCARRIAGE  Oct/UNK/20
20 UNK:UN
K 

NO
End Date Time:

Oct/UNK/2020
UNK:UNK

 

Repeating
Pages
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[EXPOSURE DURING PREGNANCY]

4. Start Date Time: Sep/UNK/2020 UNK:UNK

5. Is the adverse event still
ongoing?

NO

End Date Time:
Oct/UNK/2020 UNK:UNK

6. Toxicity Grade: Not Applicable Comments
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is
due to:
OTHER

If Other, specify:
[PREGNANCY WITH MISCARRIAGE]

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE
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11. Was a Concomitant
Medication given?

NO

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[MISCARRIAGE]

4. Start Date Time: Oct/UNK/2020 UNK:UNK

5. Is the adverse event still
ongoing?

NO

End Date Time:
Oct/UNK/2020 UNK:UNK

6. Toxicity Grade: 3
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7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

YES

Is this serious event associated with congenital anomaly or
birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
NO

Did this serious event result in persistent or significant
disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
YES

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[MISCARRIAGE]

10. Latest Action Taken with
Study Treatment:
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11. Was a Concomitant
Medication given?

NO

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[2020503978]
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#
Categ

ory
Medicatio
n Error

Start
Date

Is the medication erro
r Still Ongoing

Study Medication
Errors Action

Form Instan
ce

 1.           Repeating
Pages
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Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with
Study Treatment:

6. Was a Concomitant
Medication given?

7. Was a Non-Drug Treatment
given?

8. Did the Medication Error
cause the subject to be
discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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#
Sponsor-Defin
ed Identifier

Category for
Medication

Concomitant Medica
tions Pre-specified

Name of M
edication

Start
Date

Form Instan
ce
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Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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#
Sponsor-Defi
ned Identifier

Category for
Medication

Concomitant Medic
ations Pre-specified

Name of
Medicatio

n

Dose Des
cription

Form Instan
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Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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#
Categ

ory
Treatment Ide
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Con Non-Drug Treatments

Pre-specified
Treatm

ent
Start D
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Form Instanc
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Back to Form

Radiation Treatment

1. Category:

2. What is the treatment
Identifier?

[ ]

3. Concomitant Non-drug
Treatment Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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# Transfusion Type Date of Transfusion Form Instance

 1.     Repeating Pages
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Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and
Address (Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Vaccination

1. Was there a temporary
delay of vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Mar/10/2021

2. Erroneous Visit
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eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response
- Is participant willing to
return for Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible per other protocol allowance(s) and confirmed to have
received only placebo at Vaccination 1/2
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eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Mar/10/2021

2. Primary Reason for
Unblinding:

ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Withdrawal Of Consent

1. Withdrawal of Consent
Date :

//
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Death Details

1. Date of Collection /
Notification of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Mar/10/2021

2. Erroneous Visit
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eCRF Audit Trail History

Informed Consent - Further Vaccination

1. Consent Was: OBTAINED

Date Written Consent Obtained
Mar/10/2021
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Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Disposition - Screening for Further Vaccination

1. Date of
Completion/Discontinuation
/Death :

Mar/10/2021

2. Phase of Disposition: REPEAT SCREENING 1

3. Status: COMPLETED

4. Specify Status: [ ]
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Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and
Address (Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Mar/10/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BV0XPK]

5.b Sample ID [BV0XPL]

5.c Sample ID [BV0XPM]

5.d Sample ID [BVSYTW]

5.e Sample ID [BVSYTX]

5.f Sample ID [ ]

5.g Sample ID [ ]09
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5.h Sample ID [ ]

5.i Sample ID [ ]

5.j Sample ID [ ]
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Mar/10/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BV0PGC]

5.b Sample ID [ ]
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eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

YES

Date of First Delay:
Mar/10/2021

Reason(s) for Temporary Delay of Vaccination
RECENT NON-STUDY VACCINATION

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and
Address (Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Vaccination

1. Was there a temporary
delay of vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Oct/14/2020
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eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign
CRF_Sign_1

Name Signature
Meaning

Date Type Action
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Back to Form

Item Date User Comment

Form Aug-20-2020 13:14:28
(UTC-05:00) Eastern Time (US &
Canada)

Matthew
Stephens
(pfe.mstephens)

Not Applicable
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Back to Form

Item Date User Comment

6 Feb-09-2021 09:58:07 (UTC-05:00)
Eastern Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

Not Applicable
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Back to Form

Item Date User Comment
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Eastern Time (US & Canada)

Scott Salmon
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Back to Form

Item Date User Comment

Form Mar-12-2021 11:32:00 (UTC-05:00)
Eastern Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

Not Applicable
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Back to Form

Item Date User Comment

1 Mar-12-2021 11:32:00 (UTC-05:00)
Eastern Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

Not Applicable
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Back to Form

Item Date User Comment

2 Mar-12-2021 11:32:00 (UTC-05:00)
Eastern Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

Not Applicable
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Comments
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

3 Mar-12-2021 11:32:00 (UTC-05:00)
Eastern Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

Not Applicable
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Comments
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

4 Mar-12-2021 11:32:00 (UTC-05:00)
Eastern Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

Not Applicable
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

5 Mar-12-2021 11:32:00 (UTC-05:00)
Eastern Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

Not Applicable
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Back to Form

Item Date User Comment

6.a Mar-12-2021 11:32:00 (UTC-05:00)
Eastern Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

Not Applicable
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Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

6.a Mar-12-2021 11:32:00 (UTC-05:00)
Eastern Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

Not Applicable
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

6.a Mar-12-2021 11:32:00 (UTC-05:00)
Eastern Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

Not Applicable
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Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign
CRF_Sign_1

Name Signature
Meaning

Date Type Action

Scott
Salmon 

N/A Mar-12-2021 11:29:44 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Patricia
Brown 

Approved Feb-25-2021 13:48:54 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, PatriciaBrown, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Scott
Salmon 

N/A Feb-09-2021 09:57:57 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated
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Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Affidavit:
N/A

Michael
Dever 

Approved Feb-04-2021 12:59:21 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Pamela
Benne prod 

N/A Feb-03-2021 09:29:06 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael
Dever 

Approved Feb-02-2021 11:05:14 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Scott
Salmon 

N/A Feb-01-2021 12:22:15 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael
Dever 

Approved Feb-01-2021 10:16:31 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

09
01

77
e1

96
ae

2f
58

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0137722



Page 102 of 204

***Confidential***

Header Text: c4591001

Visit: Investigator Signature -
Unscheduled
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History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Scott
Salmon 

N/A Jan-27-2021 15:04:11 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael
Dever 

Approved Jan-21-2021 09:23:04 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Matthew
Stephens 

N/A Dec-23-2020 11:13:15 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael
Dever 

Approved Oct-21-2020 12:39:18 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Matthew
Stephens 

N/A Oct-14-2020 17:18:39 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael
Dever 

Approved Oct-06-2020 06:39:05 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Aug-20-2020
13:13:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Aug-20-2020
13:13:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
STAGE 3 COHOR
TS

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Aug-20-2020
13:13:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
OBTAINED

Date Written Cons
ent Obtained

Aug/20/2020

Initial Entry
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Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject ID

Date Location User Value Reason

Aug-20-2020
13:13:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10131255

Item copied
from previous
form

2. Birth Date:

Date Location User Value Reason

Aug-20-2020
13:13:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1990

Enrollment
Entry

3. Sex:

Date Location User Value Reason

Aug-20-2020
13:14:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason09
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Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-20-2020
13:14:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NOT HISPANIC O
R LATINO(A) OR
OF SPANISH ORI
GIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Aug-20-2020
13:14:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
WHITE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-20-2020
13:14:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/20/2020

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Aug-20-2020
13:14:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/20/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Aug-20-2020
13:14:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Aug-20-2020
13:14:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
COMPLETED

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Aug-20-2020
13:15:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/M
H Num
ber:

1

Medical
History
Term:

WISDOM T
EETH REM
OVAL

Start Da
te:

May/UNK/2
016

Ongoing
:

NO
End Date:

May/UN
K/2016

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Aug-20-2020
13:15:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason
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Trail History
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-20-2020
13:15:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
WISDOM TEETH
REMOVAL

Initial Entry

1.a Start Date:

Date Location User Value Reason

Aug-20-2020
13:15:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
May/UNK/2016

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Aug-20-2020
13:15:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

End Date:

May/UNK/2016

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Aug-20-2020
13:15:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/20/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Aug-20-2020
13:15:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
60.5

Initial Entry

3. Unit:

Date Location User Value Reason

Aug-20-2020
13:15:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
kg

Initial Entry

4. Height:

Date Location User Value Reason

09
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Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-20-2020
13:15:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
178.0

Initial Entry

5. Unit:

Date Location User Value Reason

Aug-20-2020
13:15:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Aug-20-2020
13:15:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
19.1

Initial Entry

7.a

Date Location User Value Reason

Aug-20-2020
13:15:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Record Id
entifier::

1

Temperat
ure:

35.7

Initial Entry

09
01

77
e1

96
ae

2f
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Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Temperat
ure Unit:

C

Temperat
ure Locati
on::

ORAL
CAVIT
Y

7.a Record Identifier:

Date Location User Value Reason

Aug-20-2020
13:15:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Aug-21-2020
03:08:03
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ankita Thakur
(pfe.thakua20)

Query 1: Closed Closed by DM:
AT.

Aug-20-2020
13:16:00
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answe
red

CORRECT AS
RECORDED.
PER
INVESTIGATOR
WITHIN
NORMAL
LIMITS

Aug-20-2020 ACV0PFEINFP6000  auto query Query 1: Opene Temperature 35.709
01

77
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

13:15:37
(UTC-05:00)
Eastern Time
(US & Canada)

(autoquery) d C is outside of
Normal Range
36.1 - 37.5 C.

Aug-20-2020
13:15:37
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
35.7

Initial Entry

7.a Unit:

Date Location User Value Reason

Aug-20-2020
13:15:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
C

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Aug-20-2020
13:15:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
ORAL CAVITY

Initial Entry
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eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Aug-20-2020
13:16:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Aug-20-2020
13:16:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Aug-20-2020
13:16:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/20/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

09
01

77
e1

96
ae

2f
58

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0137737



Page 117 of 204

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-20-2020
13:16:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Aug-20-2020
13:16:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Aug-20-2020
13:16:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

113

Test:: Choriogon
adotropin
Beta_PX11
3

Result:: NEGATIV
E

Not Done
::

Initial Entry

6.a Sponsor ID:
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eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Aug-20-2020
13:16:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Aug-20-2020
13:16:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Choriogonadotropin
Beta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Aug-20-2020
13:16:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NEGATIVE

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Randomization Date :

Date Location User Value Reason

Aug-20-2020
13:16:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/20/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Aug-20-2020
13:16:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
58170

Initial Entry

09
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-20-2020
13:16:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-20-2020
13:16:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-20-2020
17:07:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Aug-20-2020
13:16:42
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
2f

58
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al
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Aug-20-2020
13:16:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Date of Collectio
n:

Aug/20/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-20-2020
17:07:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BPYXB
B

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-20-2020
17:07:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BPYXBB

Initial Entry

5.b
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2f
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Aug-20-2020
17:07:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BPYXB
C

Initial Entry

5.b Sample ID

Date Location User Value Reason

Aug-20-2020
17:07:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BPYXBC

Initial Entry

5.c

Date Location User Value Reason

Aug-20-2020
17:07:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BPYXB
D

Initial Entry

09
01

77
e1

96
ae

2f
58

\F
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sample ID

Date Location User Value Reason

Aug-20-2020
17:07:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BPYXBD

Initial Entry

5.d

Date Location User Value Reason

Aug-20-2020
17:07:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BNWH
N8

Initial Entry

5.d Sample ID

Date Location User Value Reason

Aug-20-2020
17:07:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BNWHN8

Initial Entry

5.e

Date Location User Value Reason

Aug-20-2020
17:07:27

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Sample I BNWH

Initial Entry09
01

77
e1
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2f
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) D: N9

5.e Sample ID

Date Location User Value Reason

Aug-20-2020
17:07:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BNWHN9

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-20-2020
13:16:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-20-2020
13:16:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-20-2020
17:07:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Aug-20-2020
13:16:49
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
2f

58
\F

in
al
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Aug-20-2020
13:16:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Date of Collectio
n:

Aug/20/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-20-2020
17:07:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BM8S8
3

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-20-2020
17:07:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BM8S83

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-20-2020
13:17:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-20-2020
13:17:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-20-2020
13:17:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
e1

96
ae

2f
58
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in

al
\F

in
al
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Aug-20-2020
13:17:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aug/20/2020 10:10

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-20-2020
13:17:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-20-2020
13:17:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Aug-20-2020
13:17:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-20-2020
13:17:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Aug-20-2020
13:17:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

09
01
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Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Aug-20-2020
13:17:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO - REACTOGE
NICITY E-DIARY
NOT COLLECTE
D FOR THIS SUBJ
ECT

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-10-2020
16:34:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Sep/10/2020

Initial Entry

09
01
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Back to Form

1. Date:

Date Location User Value Reason

Sep-10-2020
16:34:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Sep/10/2020

Initial Entry

2.a

Date Location User Value Reason

Sep-10-2020
16:34:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Record Ide
ntifier::

1

Temperatu
re:

37.1

Temperatu
re Unit:

C

Temperatu
re Locatio
n::

ORAL
CAVIT
Y

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Sep-10-2020
16:34:26
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
1

Initial Entry

09
01
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& Canada)

2.a Temperature:

Date Location User Value Reason

Sep-10-2020
16:34:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
37.1

Initial Entry

2.a Unit:

Date Location User Value Reason

Sep-10-2020
16:34:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
C

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Sep-10-2020
16:34:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
ORAL CAVITY

Initial Entry
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Back to Form

1. Lab Panel:

Date Location User Value Reason

Sep-10-2020
16:34:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Sep-10-2020
16:34:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Sep-10-2020
16:34:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Sep/10/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason
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Sep-10-2020
16:34:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Sep-10-2020
16:34:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Sep-10-2020
16:34:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

113

Test:: Choriogon
adotropin
Beta_PX11
3

Result:: NEGATIV
E

Not Done
::

Initial Entry

6.a Sponsor ID:
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Date Location User Value Reason

Sep-10-2020
16:34:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Sep-10-2020
16:34:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Choriogonadotropin
Beta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Sep-10-2020
16:34:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NEGATIVE

Initial Entry
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Back to Form

1. Data Origin

Date Location User Value Reason

Sep-10-2020
16:34:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-10-2020
16:34:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-10-2020
17:04:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Sep-10-2020
16:34:47
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09
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77
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96

ae
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58
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Sep-10-2020
16:34:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
YES

Date of Collection
:

Sep/10/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-10-2020
17:04:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BPC2
WJ

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-10-2020
17:04:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BPC2WJ

Initial Entry
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Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-10-2020
16:35:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-10-2020
16:35:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-10-2020
16:35:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
e1
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Sep-10-2020
16:35:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Sep/10/2020 15:50

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-10-2020
16:35:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-10-2020
16:35:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Sep-10-2020
16:35:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-10-2020
16:35:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Sep-10-2020
16:35:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
YES

Initial Entry

09
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Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-14-2020
17:18:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Oct/14/2020

Initial Entry
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Back to Form

1. Data Origin

Date Location User Value Reason

Oct-14-2020
17:18:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-14-2020
17:18:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-15-2020
08:33:11
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto
Query

Oct-15-2020
04:44:55
(UTC-05:00)

ACV0PFEINFP6000  Roshni Nair
(pfe.nairr29)

Query 1: Opened 'Sample
Collected?' is
Yes, however09
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Eastern Time
(US & Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Oct-14-2020
17:18:50
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

'Sample
Collected?' is
Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Oct-14-2020
17:18:50
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Date of Collectio
n:

Oct/14/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-15-2020
08:33:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BR9TT
7

Initial Entry

5.a Sample ID

Date Location User Value Reason09
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Oct-15-2020
08:33:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BR9TT7

Initial Entry

5.b

Date Location User Value Reason

Oct-15-2020
08:33:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BR9TT
8

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-15-2020
08:33:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BR9TT8

Initial Entry

5.c

Date Location User Value Reason

Oct-15-2020
08:33:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BR9TT
9

Initial Entry
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5.c Sample ID

Date Location User Value Reason

Oct-15-2020
08:33:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BR9TT9

Initial Entry

5.d

Date Location User Value Reason

Oct-15-2020
08:33:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BMN59
G

Initial Entry

5.d Sample ID

Date Location User Value Reason

Oct-15-2020
08:33:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BMN59G

Initial Entry

5.e

Date Location User Value Reason

Oct-15-2020
08:33:39

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Sample I BMN59

Initial Entry09
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(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) D: H

5.e Sample ID

Date Location User Value Reason

Oct-15-2020
08:33:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BMN59H

Initial Entry
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Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-14-2020
17:19:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Oct/14/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-14-2020
17:19:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Oct-14-2020
17:19:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
COMPLETED

Initial Entry
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Back to Form

Date Location User Value Reason

Dec-23-2020
11:13:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Matthew
Stephens
(pfe.mstephens)

Form Created
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Back to Form

Date Location User Value Reason

Feb-01-2021
12:26:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created
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Back to Form

1. Category:

Date Location User Value Reason

Dec-23-2020
11:13:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Dec-23-2020
11:13:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-23-2021
16:04:52
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3:
Closed

Clinical - thank you;
however date of contact /
notification of event was
not added in the most recent
SAE update, e.g at "During
this call, the subject
mentioned …..". Please
submit a safety update
reporting this date
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Feb-17-2021
08:17:50
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 3:
Answere
d

CRC WILL UPDATE
ACCORDINGLY.

Feb-15-2021
22:24:15
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3:
Opened

CLINICAL Please submit a
SAE update reporting the
date when site contacted the
subject (to review diary
compliance) and the subject
informed the site re
pregnancy and miscarriage

Feb-03-2021
09:34:07
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Pamela Benne
prod
(pfe.bennep07)

Query 2:
Closed

Response satisfies query

Feb-01-2021
12:22:15
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2:
Answere
d

Changed Information

Feb-01-2021
12:22:15
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data En
try:
EXPOS
URE D
URING
PREGN

Changed Information
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ANCY

Feb-01-2021
10:49:29
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Pamela Benne
prod
(pfe.bennep07)

Query 2:
Opened

SAE
RECON:AER#2020503978,
the term in AE CRF was
recorded as 'PREGNANCY
WITH MISCARRIAGE'
while reported as
MISCARRIAGE in SDB.
Please confirm correct term.
If safety update is required,
please submit a follow-up
form.

Jan-29-2021
13:31:49
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1:
Closed

Clinical Thank you;
however the event terms
need to be split on 2 lines:
Miscarriage (SAE) and
Exposure during Pregnancy
(not a SAE). Info currently
is correct for EDP section.

Jan-27-2021
15:00:57
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1:
Answere
d

UPDATED AE

Jan-12-2021
14:23:42
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1:
Opened

CLINICAL Event term is
Pregnancy with
Miscarriage; however, SAE
event term is Miscarriage.
As pregnancy is not an AE
(although reported on AE09
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log), please harmonize on
SAE term of miscarriage;
earlier PG info will be
retained

Dec-23-2020
11:13:15
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data En
try:
PREGN
ANCY
WITH
MISCA
RRIAG
E

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Feb-09-2021
01:31:13
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1:
Closed

Safety specifications
include EDP (non-serious
event) with Miscarriage
SAE

Feb-03-2021
09:38:39
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Pamela Benne
prod
(pfe.bennep07)

Query 1:
Reissued
:Opened

EXPOSURE DURING
PREGNANCY not in SDB
only miscarriage

Feb-02-2021
10:09:24
(UTC-05:00)
Eastern Time

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2:
Closed

Response satisfies query
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(US &
Canada)

Feb-01-2021
12:28:04
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1:
Answere
d

UPDATED

Jan-28-2021
10:01:46
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Gladys Noi
(pfe.noig)

Query 1:
Reissued
:Opened

SAE RECON 1: Thanks for
the response. Please
consider submitting an
updated SAE form to
update the Onset date in
safety database with the
Month since its recorded as
only 2020 in Safety
database.

Jan-27-2021
15:04:11
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data En
try:
Sep/UN
K/2020
UNK:U
NK

Changed Information

Jan-27-2021
15:01:47
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 2:
Answere
d

AE UPDATED

Jan-27-2021
14:56:13

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1:
Answere

SEPTEMBER 202009
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(UTC-05:00)
Eastern Time
(US &
Canada)

d

Jan-12-2021
14:20:25
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2:
Opened

CLINICAL Start date is
UNK; however, SAE report
for event Miscarriage
reports Start of event on
22Dec20. Please review,
harmonize reporting and
update where applicable

Jan-08-2021
07:25:13
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1:
Opened

SAE
RECON:AER#2020503978,
the onset date is blank in
Safety database while
recorded as UNK/UNK
/2020. Please confirm if the
month and year at least can
be provided for the onset
date.

Dec-23-2020
11:13:15
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data En
try:
UNK/U
NK/202
0 UNK:
UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-02-2021
10:09:00

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Closed Response
satisfies query
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(UTC-05:00)
Eastern Time
(US & Canada)

Jan-27-2021
15:04:33
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

End Date Time:

Oct/UNK/2020
UNK:UNK

Changed
Information

Jan-27-2021
14:59:53
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 2: Answere
d

UPDATED AE
FORM

Jan-26-2021
11:47:50
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Opened CLINICAL
End date is
UNK;
however,
original SAE
report for
event
Miscarriage
was on
18Dec20, so
End date
before that.
Please review
and update
End Month if
possible in
both AE/SAE
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Jan-26-2021
11:46:39
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Closed rewording

Jan-12-2021
14:19:56
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Opened CLINICAL
End date is
UNK;
however, SAE
report for
event
Miscarriage
reports end of
event on
22Dec20.
Please review,
harmonize
reporting and
update where
applicable

Dec-23-2020
12:49:21
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

End Date Time:

UNK/UNK/20
20 UNK:UNK

Transcription
Error

Dec-23-2020
11:13:15
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry
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6. Toxicity Grade:

Date Location User Value Reason

Feb-09-2021
09:58:07
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

Feb-09-2021
09:57:57
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: Changed
Information

Dec-23-2020
11:13:15
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
2

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Feb-04-2021
12:17:19
(UTC-05:00)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Clos
ed

Response satisfies
query09
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Eastern Time
(US & Canada)

Feb-03-2021
09:35:03
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Dele
ted

Close Auto Query

Feb-02-2021
10:08:12
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Reis
sued:Opened

Clinical Thank you;
however, SAE
report #2020503978
reports the event as
SERIOUS due to
Medically
important/significant
criterion. Please
review serious
status, harmonize
reporting, and
update where
appropriate

Feb-01-2021
12:22:15
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Can
didate

For AE EXPOSURE
DURING
PREGNANCY:
Response to "Is the
adverse event
serious?" is 'No' but
"Serious Adverse
Event Number" is
present.

Jan-27-2021
15:05:25

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Can
didate

For AE
PREGNANCY09
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(UTC-05:00)
Eastern Time
(US & Canada)

WITH
MISCARRIAGE:
Response to "Is the
adverse event
serious?" is 'No' but
"Serious Adverse
Event Number" is
present.

Jan-27-2021
15:05:25
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Changed
Information

Jan-27-2021
14:54:43
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 2: Ans
wered

UPDATED AE

Jan-04-2021
07:17:37
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Dele
ted

Close Auto Query

Dec-23-2020
15:38:39
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Ope
ned

Clinical - Event
criteria for serious is
Hospitalization;
however, SAE
report has event
criteria for serious
as Medically
Important. Please09

01
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review, harmonize
reporting, and
update in the
required location.
Note, reporting 2
criteria is
acceptable.

Dec-23-2020
12:49:47
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Can
didate

For AE
PREGNANCY
WITH
MISCARRIAGE:
Response to "Is the
adverse event
serious?" is 'Yes' but
"Serious Adverse
Event Number" is
blank.

Dec-23-2020
12:49:47
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Is this seriou
s event assoc
iated with co
ngenital ano
maly or birth
defect?

NO

Did this seri
ous event res
ult in death?

NO

Transcription Error
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Did this seri
ous event re
quire or prol
ong hospitali
zation?

YES

Did this seri
ous event res
ult in persist
ent or signifi
cant disabilit
y/incapacity
?

NO

Is this seriou
s event life t
hreatening?

NO

Other medic
ally importa
nt serious ev
ent

NO

Dec-23-2020
11:13:15
(UTC-05:00)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry
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Eastern Time
(US & Canada)

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Dec-23-2020
11:13:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Jan-27-2021
13:20:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Closed contraception
method
submitted to
SAE

Jan-12-2021
14:32:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Opened Clinical Please
submit a SAE
safety update
specifying the
contraceptive
method(s) this
subject was
utilizing when
conception
occurred
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Back to Form

9. Is this event related to study treatment:

Date Location User Value Reason

Jan-12-2021
14:31:41
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Closed SAE update
received with
this info

Jan-08-2021
12:49:48
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Opened CLINICAL
Please
complete the
supplement
Exposure
during
Pregnancy
form for
information
on subject
prior to
miscarriage,
and Paternal
information if
available; also
pregnancy
outcome

Dec-23-2020
11:13:15
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NOT RELATED

If Not Related to
study treatment(s
), this event is du
e to:

Initial Entry
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OTHER

If Other, speci
fy:

PREGNAN
CY WITH
MISCARRI
AGE

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Dec-23-2020
11:13:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NOT APPLICABL
E

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Dec-23-2020
11:13:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason09
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Dec-23-2020
11:13:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Dec-23-2020
12:50:57
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Cl
osed

Close Auto Query

Dec-23-2020
12:50:57
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry
:
RECOVER
ED/RESOL
VED

Transcription Error

Dec-23-2020
12:49:21
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: O
pened

For AE
PREGNANCY WITH
MISCARRIAGE:
Response to "What
was the outcome of
this adverse event?" is
'Recovering/Resolving'
but AE End Date/Time
is present.

Dec-23-2020 ACV0PFEINFP6000  Matthew Data Entry Initial Entry09
01
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11:13:15
(UTC-05:00)
Eastern Time
(US &
Canada)

Stephens
(pfe.mstephens)

:
RECOVER
ING/RESO
LVING

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Dec-23-2020
11:13:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Feb-03-2021
09:35:03
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Pamela Benne
prod
(pfe.bennep07)

Data Entry: New
Information

Jan-04-2021
07:17:37
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020503978

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Feb-01-2021
12:26:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Feb-01-2021
12:26:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Mar-04-2021
11:38:32
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Closed Response
satisfies query

Mar-01-2021
16:35:37

ACV0PFEINFP6000  Matthew
Stephens

Query 1: Answer
ed

CRC WILL
UPDATE SAE09

01
77
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(UTC-05:00)
Eastern Time
(US & Canada)

(pfe.mstephens) NARRATIVE.

Feb-26-2021
10:49:56
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Sathenapalli
Suguna Srujan
(pfe.srujas)

Query 1: Opened Clinical -
Miscarriage
SAE narrative
states that site
RA contacted
subject & was
told about the
miscarriage.
Please update
the SAE
narrative with
the date of this
call

Feb-25-2021
09:37:42
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Candida
te

Clinical -
Miscarriage
SAE narrative
states that site
RA contacted
subject & was
told about the
miscarriage.
Please update
the SAE
narrative with
the date of this
call

Feb-01-2021
12:26:08
(UTC-05:00)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
MISCARRIAGE

Initial Entry
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Eastern Time
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4. Start Date Time:

Date Location User Value Reason

Feb-22-2021
16:52:06
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Gladys Noi
(pfe.noig)

Query 3:
Closed

Onset date updated to
UNK/OCT/2020 in SDB

Feb-18-2021
01:56:56
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 3:
Opened

SAE
RECON:AER#2020503978,
the onset date is updated to
10OCT2020 in Safety
database while recorded as
UNK/OCT/2020. Please
confirm correct date. If
safety update is required,
please submit a follow-up
form or update Inform.

Feb-09-2021
01:25:07
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2:
Closed

SAE start date updated to
??Oct2020

Feb-08-2021
08:12:32
(UTC-05:00)
Eastern Time

ACV0PFEINFP6000  Pamela Benne
prod
(pfe.bennep07)

Query 1:
Closed

updated dates
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(US &
Canada)

Feb-04-2021
12:15:24
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2:
Opened

Clinical Start date is
UNK/Oct/2020; however in
Miscarriage SAE
(#2020503978), event start
date is UNK/Sep/2020.
Please review start date;
harmonize reporting, &
update where required

Feb-03-2021
09:31:06
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Pamela Benne
prod
(pfe.bennep07)

Query 1:
Opened

SAE
RECON:AER#2020503978,
the onset date is
UNK/SEP/2020 in Safety
database while recorded as
UNK/OCT/2020. Please
confirm dates. If safety
update is required, please
submit a follow-up form or
update Inform.

Feb-01-2021
12:26:08
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Ent
ry:
Oct/UNK
/2020 U
NK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-04-2021
12:14:06

ACV0PFEINFP6000  Kathryn
Sewell

Query 1: Closed rewording09
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(UTC-05:00)
Eastern Time
(US & Canada)

(pfe.sewelk02)

Feb-04-2021
12:12:54
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened Clinical In
Miscarriage
SAE
(#2020503978),
event start/end
dates are
UNK/Nov/2020.
Please review
dates here & in
SAE; harmonize
reporting, &
update where
required

Feb-01-2021
12:26:08
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

End Date Time:

Oct/UNK/202
0 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Feb-01-2021
12:26:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
3

Initial Entry
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7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Feb-03-2021
09:29:06
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Feb-01-2021
12:26:08
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

For AE
MISCARRIAGE:
Response to "Is
the adverse event
serious?" is 'Yes'
but "Serious
Adverse Event
Number" is
blank.

Feb-01-2021
12:26:08
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Is this serious ev
ent associated w
ith congenital an
omaly or birth d
efect?

Initial Entry
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NO

Did this serious
event result in d
eath?

NO

Did this serious
event require or
prolong hospitali
zation?

NO

Did this serious
event result in p
ersistent or signi
ficant disability/i
ncapacity?

NO

Is this serious ev
ent life threateni
ng?

NO

Other medically
important seriou
s event

YES09
01
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8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Feb-01-2021
12:26:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Feb-01-2021
12:26:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT RELATED

If Not Related to stu
dy treatment(s), this
event is due to:

OTHER

If Other, specify:

MISCARRIAG
E

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Feb-01-2021
12:26:08
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT APPLICABLE

Initial Entry
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& Canada)

11. Was a Concomitant Medication given?

Date Location User Value Reason

Feb-01-2021
12:26:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Feb-01-2021
12:26:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Feb-01-2021
12:26:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
RECOVERED/RES
OLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason09
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Feb-01-2021
12:26:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Feb-03-2021
09:29:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Pamela Benne
prod
(pfe.bennep07)

Data Entry:
2020503978

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-12-2021
11:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Mar/10/2021

Initial Entry
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e1

96
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58
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Mar-12-2021
11:30:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Participant is willing
to return for Vaccinat
ion 3

Participant is:

eligible per other
protocol allowanc
e(s) and confirme
d to have received
only placebo at Va
ccination 1/2

Initial Entry
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Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Mar-12-2021
11:29:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Mar/10/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Mar-12-2021
11:29:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ASSESS ELIGIBILI
TY FOR ADDITION
AL VACCINATION

Initial Entry
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-12-2021
11:30:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Mar/10/2021

Initial Entry

09
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Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER
VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Mar-12-2021
11:31:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
OBTAINED

Date Written Conse
nt Obtained

Mar/10/2021

Initial Entry
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Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Mar-12-2021
11:31:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Mar/10/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Mar-12-2021
11:31:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
REPEAT SCREENING
1

Initial Entry

3. Status:

Date Location User Value Reason

Mar-12-2021
11:31:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
COMPLETED

Initial Entry
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Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:14 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Mar-12-2021
11:32:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Mar-12-2021
11:32:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Mar-12-2021
11:32:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason
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Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:14 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Mar-12-2021
11:32:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Mar-12-2021
11:32:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason

Mar-12-2021
11:32:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-De
fined Identi
fier:

Not A
pplica
ble

Test:: Not A
pplica
ble

Result:: Not A
pplica
ble

Not Done:: Not A
pplica
ble

Initial Entry
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Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

6.a Sponsor ID:

Date Location User Value Reason

Mar-12-2021
11:32:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Mar-12-2021
11:32:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Mar-12-2021
11:32:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a Not Done:

Date Location User Value Reason

Mar-12-2021
11:32:00

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry09
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(UTC-05:00)
Eastern Time (US
& Canada)
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Back to Form

1. Data Origin

Date Location User Value Reason

Mar-12-2021
11:32:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Mar-12-2021
11:32:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-12-2021
14:03:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Mar-12-2021
11:32:19
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
2f

58
\F

in
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Mar-12-2021
11:32:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection
:

Mar/10/2021

Initial Entry

5.a

Date Location User Value Reason

Mar-12-2021
14:03:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample I
D:

BV0XP
K

Initial Entry

5.a Sample ID

Date Location User Value Reason

Mar-12-2021
14:03:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BV0XPK

Initial Entry

5.b
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Mar-12-2021
14:03:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID
:

BV0XP
L

Initial Entry

5.b Sample ID

Date Location User Value Reason

Mar-12-2021
14:03:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BV0XPL

Initial Entry

5.c

Date Location User Value Reason

Mar-12-2021
14:03:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample I
D:

BV0XP
M

Initial Entry
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5.c Sample ID

Date Location User Value Reason

Mar-12-2021
14:03:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BV0XPM

Initial Entry

5.d

Date Location User Value Reason

Mar-12-2021
14:04:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample I
D:

BVSYT
W

Initial Entry

5.d Sample ID

Date Location User Value Reason

Mar-12-2021
14:04:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BVSYTW

Initial Entry

5.e

Date Location User Value Reason

Mar-12-2021
14:05:10

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample I BVSYT

Initial Entry09
01
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

D: X

5.e Sample ID

Date Location User Value Reason

Mar-12-2021
14:05:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BVSYTX

Initial Entry

09
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Mar-12-2021
11:32:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Mar-12-2021
11:32:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-12-2021
14:16:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Mar-12-2021
11:32:35
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09
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Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Mar-12-2021
11:32:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection
:

Mar/10/2021

Initial Entry

5.a

Date Location User Value Reason

Mar-12-2021
14:16:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample I
D:

BV0PG
C

Initial Entry

5.a Sample ID

Date Location User Value Reason

Mar-12-2021
14:16:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BV0PGC

Initial Entry
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Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Mar-12-2021
11:34:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of First Delay:

Mar/10/2021

Reason(s) for Temp
orary Delay of Vacc
ination

RECENT NON-S
TUDY VACCINA
TION

Initial Entry
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject Status

Date Location User Value Reason

Oct-14-2020
17:19:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Aug-20-2020
13:16:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDO
MIZED

Initial Entry

Aug-20-2020
13:14:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Jan-27-2021
13:09:31
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query
3: Clos
ed

DSU querying date of
phone call, with is date PI
is first aware of event

Jan-27-2021 ACV0PFEINFP6000  Kathryn Sewell Query Response satisfies query09
01

77
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

13:07:33
(UTC-05:00)
Eastern Time
(US &
Canada)

(pfe.sewelk02) 4: Clos
ed

Jan-06-2021
15:05:58
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Erik Sundgaard
(pfe.sundgaardea)

Query
1: Clos
ed

Response satisfies query

Jan-05-2021
15:13:30
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query
1: Ans
wered

PER CRC, SUBJECT
REPORTED IN ERROR.

Jan-05-2021
00:37:47
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Nancy
Vedamuthu
(pfe.vedamn)

Query
1: Reis
sued:O
pened

RQ: Thank you for the
response. Please consider
to follow-up and confirm
for reported Illness eDiary
response of 01DEC2020.
Please update or clarify.

Dec-31-2020
04:35:26
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Swapna Varikuti
(pfe.variks)

Query
1: Reis
sued:C
andidat
e

RQ1: Thank you for the
response, please confirm if
the COVID visit is
scheduled for symptoms
reported on 01DEC2020
and update the details
accordingly , else clarify.

Dec-30-2020
14:04:36

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query
1: Ans

Attempting to contact09
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e1
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(UTC-05:00)
Eastern Time
(US &
Canada)

wered

Dec-30-2020
04:37:27
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Sonal K
(pfe.ks66)

Query
1: Reis
sued:O
pened

RQ1: Thank you for the
response, please confirm if
the COVID visit is
scheduled for symptoms
reported on 01DEC2020
and update the details
accordingly , else clarify.

Dec-23-2020
17:32:43
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query
4: Reis
sued:O
pened

Clinical Please send the
parent pregnancy info in a
SAE update FAX (LMP
date, prior pregnancies &
outcome, father age,
mother & father
smoke/alcohol/illicit drugs,
contraceptive method,
other info)

Dec-23-2020
17:26:03
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query
3: Reis
sued:O
pened

Clinical Thank you; please
send the information on the
date of the notification
phone call in a SAE update
FAX

Dec-23-2020
17:24:10
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query
5: Clos
ed

event entered on AE CRF
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Dec-23-2020
17:23:48
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query
2: Clos
ed

Response satisfies query

Dec-23-2020
11:14:09
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query
5: Ans
wered

Changed data per query

Dec-23-2020
11:13:59
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query
4: Ans
wered

Changed data per query

Dec-23-2020
11:13:51
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query
3: Ans
wered

Changed data per query

Dec-23-2020
11:13:33
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query
2: Ans
wered

Changed data per query

Dec-22-2020
09:24:33

ACV0PFEINFP6000  Ricell Ann Piojo
(pfe.quitor)

Query
5: Ope

SAE
RECON:AER#2020503978

09
01

77
e1

96
ae

2f
58

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0137821



Page 201 of 204

***Confidential***

Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time
(US &
Canada)

ned pregnany resulting in
miscarriage was reported as
serious in Safety database
but missing in AE CRF.
Please confirm and update
CRF. If safety update is
required, submit a
follow-up SAE Form.

Dec-21-2020
16:10:16
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query
4: Ope
ned

Clinical Please complete
the Parent Pregnancy
Information section on the
SAE form, to clarify
previous obstetric and
delivery history.

Dec-21-2020
16:08:59
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query
3: Ope
ned

CLINICAL SAE report
states that subject informed
the site of the event on a
phone call, when research
asst called about diary
compliance. However, date
of the call is missing;
please submit a SAE
update with the date of the
phone contact.

Dec-21-2020
16:05:49
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query
2: Ope
ned

CLINICAL SAE report
(#2020503978) states
subject had a miscarriage
'between visit 2 and visit 3'.
Please enter the event on
the AE CRF.

Dec-16-2020
03:48:31

ACV0PFEINFP6000  Nancy
Vedamuthu

Query
1: Reis

Query response indicate
NOT BEEN ABLE GET09

01
77

e1
96

ae
2f

58
\F

in
al

\F
in

al
 O

n:
 0

1-
A

pr
-2

02
1 

03
:4

0 
(G

M
T

)

FDA-CBER-2021-5683-0137822



Page 202 of 204

***Confidential***

Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131255 Subject Initials: ---
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(UTC-05:00)
Eastern Time
(US &
Canada)

(pfe.vedamn) sued:C
andidat
e

IN CONTACT. Please
query after 2 days to
confirm whether Cov ill
visit done or not.

Dec-15-2020
08:51:47
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query
1: Ans
wered

CRC CANNOT
CONFIRM WITH
SUBJECT AS THEY
HAVE NOT BEEN ABLE
GET IN CONTACT
WITH.

Dec-15-2020
00:42:13
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Nancy
Vedamuthu
(pfe.vedamn)

Query
1: Reis
sued:O
pened

RQ1: Thank you for the
response. Please consider
to follow-up and confirm
for reported Illness eDiary
response of 01DEC2020.
Please update or clarify.

Dec-14-2020
10:04:50
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query
1: Ans
wered

PER CRC, STILL
TRYING TO GET IN
CONTACT WITH
SUBJECT TO CONFIRM
SYMPTOMS.

Dec-08-2020
08:08:20
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Sharat Nair
(pfe.nairs51)

Query
1: Ope
ned

Illness ediary: As per
Illness ediary records,
subject reported "Yes" for
the question "Have you
experienced any of the
following?” for the
COVID-19 symptoms or
diagnosis on 01DEC2020.
But corresponding COVID
Illness visit not reported.09
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Please clarify.

Oct-14-2020
17:19:04
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data E
ntry:
Oct/14/
2020

Initial Entry

Aug-20-2020
13:16:35
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data E
ntry:
Aug/20
/2020

Initial Entry

Aug-20-2020
13:14:40
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data E
ntry:
Aug/20
/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - eCRF Audit
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Back to Form

1. Casebook Signature

Date Location User Value Reason

Sep-15-2020
10:47:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Click Here to Enable

Initial Entry
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eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per
protocol amendment 5, STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response
- Protocol version

24 JUL 2020

2. Select appropriate response
- What cohort does the
subject belong to?

STAGE 3 COHORTS
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Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Sep/1/2020
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Demography

1. Subject ID [10131386]

2. Birth Date: 1960

3. Sex: MALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that
apply):

WHITE

6. Racial Designation:
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/1/2020

2. Erroneous Visit
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Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Sep/1/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[RIGHT KNEE ACL REPAIR]

Start Date: UNK/UNK/1980

Ongoing: NO

End Date:
UNK/UNK/1980

1.b Line/MH Number: [2]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[ACL TEAR RIGHT KNEE]

Start Date: UNK/UNK/1978

Ongoing: NO

End Date:
UNK/UNK/1980
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Sep/1/2020

2. Weight: [96.8]

3. Unit: kg

4. Height: [187.9]

5. Unit: cm

6. Body Mass Index: [27.4]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [36.8]

Unit: C

Temperature Location: ORAL CAVITY
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Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition

1. Randomization Date : Sep/1/2020

2. Randomization Number: [248165]

3. Randomization Group: [ ]
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IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Sep/1/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPC3NM]

5.b Sample ID [BPC3NN]

5.c Sample ID [BPC3NP]

5.d Sample ID [BMN519]

5.e Sample ID [BMN51B]
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/1/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BN6241]
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Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/1/2020 10:50

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: RIGHT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response
- Reactogenicity diary
collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR
THIS SUBJECT
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/22/2020

2. Erroneous Visit
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Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Sep/22/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [36.7]

Unit: C

Temperature Location: ORAL CAVITY
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Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/22/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPC33S]
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/22/2020 09:55

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/20/2020

2. Erroneous Visit
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IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/20/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRC8FV]

5.b Sample ID [BRC8FW]

5.c Sample ID [BRC8FX]

5.d Sample ID [BMN5HW]

5.e Sample ID [BMN5HX]
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Visit: V4_MONTH6_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V5_MONTH12_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: V6_MONTH24_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V6_MONTH24_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19

Form Version: 20-Feb-2021 02:17 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---
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Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom
Started:

//

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]

Health Care Utilization

3. Has the subject been
hospitalized due to potential
COVID-19 illness?
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Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained
for Potential COVID-19
Illness?

3. Toxicity Grade:
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Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Unplanned Assessments

1. Assessments
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eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Oct/20/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Adverse Event Report

1. Category:

2. AE ID: [ ]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[ ]

4. Start Date Time: //

5. Is the adverse event still
ongoing?

6. Toxicity Grade:

7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).
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8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

9. Is this event related to study
treatment:

10. Latest Action Taken with
Study Treatment:

11. Was a Concomitant
Medication given?

12. Was a Non-Drug Treatment
given?

13. What was the outcome of
this adverse event?:

14. Did the adverse event cause
the subject to be
discontinued from the
study?

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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#
Categ

ory
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n Error

Start
Date

Is the medication erro
r Still Ongoing

Study Medication
Errors Action

Form Instan
ce
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Pages
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Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with
Study Treatment:

6. Was a Concomitant
Medication given?

7. Was a Non-Drug Treatment
given?

8. Did the Medication Error
cause the subject to be
discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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#
Sponsor-Defin
ed Identifier

Category for
Medication

Concomitant Medica
tions Pre-specified

Name of M
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Start
Date

Form Instan
ce
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Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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#
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Name of
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Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Back to Form

Radiation Treatment

1. Category:

2. What is the treatment
Identifier?

[ ]

3. Concomitant Non-drug
Treatment Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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1. Transfusion Type:

2. Date of Transfusion: //
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vaccination

1. Was there a temporary
delay of vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?
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Form Version: 10-Oct-2020 15:57 Form Status: Not Started
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Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Unscheduled

Form: INFORMED CONSENT - ASYMPTOMATIC
SURVEILLANCE

Form Version: 14-Jan-2021 02:29 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Informed Consent - Asymptomatic Surveillance

1. Consent Was:
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Unscheduled

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form Version: 10-Dec-2020 02:25 Form Status: Not Started
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Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Further Vaccination Confirmation

1. Select appropriate response
- Is participant willing to
return for Vaccination 3?
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Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Treatment Unblinded

1. Date Treatment Unblinded : //

2. Primary Reason for
Unblinding:

09
01

77
e1

96
ae

2f
60

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0137888



Page 64 of 117

***Confidential***

 

Header Text: c4591001

Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Withdrawal Of Consent

1. Withdrawal of Consent
Date :

//
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Death Details

1. Date of Collection /
Notification of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---
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eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Oct/20/2020
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Patricia
Brown 

Approved Oct-26-2020 10:36:27 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, PatriciaBrown, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Comments

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Sep-01-2020 16:38:02 (UTC-05:00)
Eastern Time (US & Canada)

Matthew
Stephens
(pfe.mstephens)

Not Applicable
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Patricia
Brown 

Approved Oct-26-2020 10:36:27 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, PatriciaBrown, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Matthew
Stephens 

N/A Oct-20-2020 10:44:52 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael
Dever 

Approved Oct-06-2020 07:26:21 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Sep-01-2020
16:37:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Sep-01-2020
16:37:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
STAGE 3 COHOR
TS

Initial Entry
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Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Sep-01-2020
16:37:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
OBTAINED

Date Written Cons
ent Obtained

Sep/1/2020

Initial Entry
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Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject ID

Date Location User Value Reason

Sep-01-2020
16:37:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10131386

Item copied
from previous
form

2. Birth Date:

Date Location User Value Reason

Sep-01-2020
16:37:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1960

Enrollment
Entry

3. Sex:

Date Location User Value Reason

Sep-01-2020
16:37:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
MALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason09
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Sep-01-2020
16:37:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NOT HISPANIC O
R LATINO(A) OR
OF SPANISH ORI
GIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Sep-01-2020
16:37:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
WHITE

Initial Entry
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-01-2020
16:37:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sep/1/2020

Initial Entry
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Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Sep-01-2020
16:38:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sep/1/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Sep-01-2020
16:38:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Sep-01-2020
16:38:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
COMPLETED

Initial Entry
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Sep-01-2020
16:38:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/M
H Numb
er:

1

Medical
History
Term:

RIGHT KN
EE ACL RE
PAIR

Start Da
te:

UNK/UNK/
1980

Ongoing
:

NO
End Date:

UNK/UN
K/1980

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Sep-01-2020
16:38:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

09
01

77
e1

96
ae

2f
60

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0137903



Page 79 of 117

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-01-2020
16:38:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
RIGHT KNEE AC
L REPAIR

Initial Entry

1.a Start Date:

Date Location User Value Reason

Sep-01-2020
16:38:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
UNK/UNK/1980

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Sep-01-2020
16:38:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

End Date:

UNK/UNK/1980

Initial Entry

1.b

Date Location User Value Reason

Sep-01-2020
16:38:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

2

Initial Entry

09
01

77
e1

96
ae

2f
60

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr
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02
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03
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Medical
History
Term:

ACL TEAR
RIGHT KN
EE

Start Dat
e:

UNK/UNK/
1978

Ongoing
:

NO
End Date:

UNK/U
NK/1980

09
01

77
e1

96
ae

2f
60

\F
in

al
\F

in
al

 O
n:

 0
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A
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.b Line/MH Number:

Date Location User Value Reason

Sep-01-2020
16:38:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-01-2020
16:38:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
ACL TEAR RIGH
T KNEE

Initial Entry

1.b Start Date:

Date Location User Value Reason

Sep-01-2020
16:38:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
UNK/UNK/1978

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Sep-01-2020
16:38:49

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
NO

Initial Entry09
01

77
e1

96
ae

2f
60

\F
in

al
\F

in
al

 O
n:

 0
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) End Date:

UNK/UNK/1980

09
01

77
e1

96
ae

2f
60

\F
in

al
\F

in
al

 O
n:

 0
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Sep-01-2020
16:39:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sep/1/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Sep-01-2020
16:39:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
96.8

Initial Entry

3. Unit:

Date Location User Value Reason

Sep-01-2020
16:39:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
kg

Initial Entry

4. Height:

Date Location User Value Reason

09
01

77
e1

96
ae

2f
60

\F
in
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al
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-01-2020
16:39:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
187.9

Initial Entry

5. Unit:

Date Location User Value Reason

Sep-01-2020
16:39:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Sep-01-2020
16:39:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
27.4

Initial Entry

7.a

Date Location User Value Reason

Sep-01-2020
16:39:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Record Id
entifier::

1

Temperat
ure:

36.8

Initial Entry

09
01

77
e1

96
ae

2f
60

\F
in

al
\F

in
al
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n:
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Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Temperat
ure Unit:

C

Temperat
ure Locati
on::

ORAL
CAVIT
Y

7.a Record Identifier:

Date Location User Value Reason

Sep-01-2020
16:39:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Sep-01-2020
16:39:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
36.8

Initial Entry

7.a Unit:

Date Location User Value Reason

Sep-01-2020
16:39:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
C

Initial Entry

09
01

77
e1

96
ae

2f
60

\F
in

al
\F

in
al

 O
n:

 0
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A
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

7.a Temperature Location:

Date Location User Value Reason

Sep-01-2020
16:39:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
ORAL CAVITY

Initial Entry

09
01

77
e1

96
ae

2f
60

\F
in

al
\F

in
al

 O
n:
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Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Randomization Date :

Date Location User Value Reason

Sep-01-2020
16:39:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sep/1/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Sep-01-2020
16:39:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
248165

Initial Entry

09
01

77
e1

96
ae

2f
60

\F
in

al
\F
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al

 O
n:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-01-2020
16:39:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-01-2020
16:39:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-01-2020
17:13:37
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Sep-01-2020
16:39:28
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
2f

60
\F

in
al

\F
in

al
 O

n:
 0

1-
A
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time
(US & Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Sep-01-2020
16:39:28
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Date of Collectio
n:

Sep/1/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-01-2020
17:13:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BPC3N
M

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-01-2020
17:13:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BPC3NM

Initial Entry

5.b

09
01

77
e1

96
ae

2f
60

\F
in

al
\F

in
al

 O
n:

 0
1-

A
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02
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Sep-01-2020
17:13:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BPC3N
N

Initial Entry

5.b Sample ID

Date Location User Value Reason

Sep-01-2020
17:13:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BPC3NN

Initial Entry

5.c

Date Location User Value Reason

Sep-01-2020
17:13:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BPC3N
P

Initial Entry

09
01

77
e1

96
ae

2f
60

\F
in

al
\F

in
al

 O
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sample ID

Date Location User Value Reason

Sep-01-2020
17:13:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BPC3NP

Initial Entry

5.d

Date Location User Value Reason

Sep-01-2020
17:14:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BMN51
9

Initial Entry

5.d Sample ID

Date Location User Value Reason

Sep-01-2020
17:14:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BMN519

Initial Entry

5.e

Date Location User Value Reason

Sep-01-2020
17:14:09

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Sample I BMN51

Initial Entry09
01

77
e1

96
ae

2f
60

\F
in

al
\F

in
al

 O
n:
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) D: B

5.e Sample ID

Date Location User Value Reason

Sep-01-2020
17:14:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BMN51B

Initial Entry

09
01

77
e1

96
ae

2f
60

\F
in

al
\F

in
al

 O
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-01-2020
16:39:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-01-2020
16:39:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-01-2020
17:14:21
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Sep-01-2020
16:39:34
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
2f

60
\F

in
al

\F
in

al
 O

n:
 0

1-
A
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time
(US & Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Sep-01-2020
16:39:34
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Date of Collectio
n:

Sep/1/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-01-2020
17:14:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BN624
1

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-01-2020
17:14:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BN6241

Initial Entry
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Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-01-2020
16:39:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-01-2020
16:39:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-01-2020
16:39:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
e1

96
ae

2f
60

\F
in

al
\F

in
al
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-01-2020
16:39:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sep/1/2020 10:50

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-01-2020
16:39:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-01-2020
16:39:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
RIGHT

Initial Entry

7. Route:

Date Location User Value Reason

Sep-01-2020
16:39:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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77
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-01-2020
16:39:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Sep-01-2020
16:39:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Sep-01-2020
16:39:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO - REACTOGE
NICITY E-DIARY
NOT COLLECTED
FOR THIS SUBJE
CT

Initial Entry
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-22-2020
12:13:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sep/22/2020

Initial Entry

09
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e1

96
ae

2f
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\F
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Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Sep-22-2020
12:13:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sep/22/2020

Initial Entry

2.a

Date Location User Value Reason

Sep-22-2020
12:13:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Record Id
entifier::

1

Temperat
ure:

36.7

Temperat
ure Unit:

C

Temperat
ure Locati
on::

ORAL
CAVIT
Y

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Sep-22-2020
12:13:23
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
1

Initial Entry

09
01

77
e1

96
ae
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\F
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al
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& Canada)

2.a Temperature:

Date Location User Value Reason

Sep-22-2020
12:13:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
36.7

Initial Entry

2.a Unit:

Date Location User Value Reason

Sep-22-2020
12:13:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
C

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Sep-22-2020
12:13:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
ORAL CAVITY

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-22-2020
12:13:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-22-2020
12:13:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-22-2020
15:53:31
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Sep-22-2020
12:13:30
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

'Sample
Collected?' is
Yes, however09
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Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time
(US & Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Sep-22-2020
12:13:30
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Date of Collectio
n:

Sep/22/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-22-2020
15:53:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BPC33
S

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-22-2020
15:53:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BPC33S

Initial Entry
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Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History
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Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-22-2020
12:13:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-22-2020
12:13:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-22-2020
12:13:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
e1

96
ae

2f
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\F
in

al
\F

in
al
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-22-2020
12:13:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sep/22/2020 09:55

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-22-2020
12:13:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-22-2020
12:13:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Sep-22-2020
12:13:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-22-2020
12:13:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Sep-22-2020
12:13:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

09
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ae
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\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0137931



Page 107 of 117

***Confidential***

 

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-10-2020
01:30:00
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Nancy
Vedamuthu
(pfe.vedamn)

Query 1: Closed Response
satisfies query

Nov-09-2020
13:39:42
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answer
ed

CRC WILL
UPDATE
WITH DCF.

Nov-09-2020
13:12:42
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Pamela Benne
prod
(pfe.bennep07)

Query 1: Reissue
d:Opened

Ill ediary:
Thanks for the
response,
however he
Data in the
Ediary is YES
for
03NOV2020.
Please enter a
COVID Illness
Visit or
consider raising
DCF to correct
eDiary data.

Nov-09-2020
09:02:55
(UTC-05:00)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answer
ed

CRC HAS
LEFT
MESSAGES
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time
(US & Canada)

FOR
SUBJECT TO
CONFIRM
SYMPTOMS.

Nov-08-2020
04:28:09
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Sharat Nair
(pfe.nairs51)

Query 1: Opened Illness ediary:
As per Illness
ediary records,
subject
reported "Yes"
for the question
"Have you
experienced
any of the
following?” for
the COVID-19
symptoms or
diagnosis on
03NOV2020.
But
corresponding
COVID Illness
visit not
reported. Please
clarify.

Oct-20-2020
10:44:52
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Oct/20/2020

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-20-2020
10:44:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-20-2020
10:44:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-21-2020
00:33:19
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ankita Thakur
(pfe.thakua20)

Query 1: Closed Response
satisfies query.

Oct-20-2020
11:06:34
(UTC-05:00)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answere
d

will update
today when
barcodes are09
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time
(US & Canada)

received from
lab.

Oct-20-2020
10:49:52
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe.nairr29)

Query 1: Opened 'Sample
Collected?' is
Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Oct-20-2020
10:44:59
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

'Sample
Collected?' is
Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Oct-20-2020
10:44:59
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Date of Collectio
n:

Oct/20/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-20-2020
16:44:11
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BRC8F
V

Initial Entry
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& Canada)

5.a Sample ID

Date Location User Value Reason

Oct-20-2020
16:44:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BRC8FV

Initial Entry

5.b

Date Location User Value Reason

Oct-20-2020
16:44:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BRC8F
W

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-20-2020
16:44:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BRC8FW

Initial Entry

5.c

Date Location User Value Reason09
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Oct-20-2020
16:44:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BRC8F
X

Initial Entry

5.c Sample ID

Date Location User Value Reason

Oct-20-2020
16:44:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BRC8FX

Initial Entry

5.d

Date Location User Value Reason

Oct-20-2020
16:44:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BMN5H
W

Initial Entry

5.d Sample ID

Date Location User Value Reason

Oct-20-2020
16:44:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BMN5HW

Initial Entry
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5.e

Date Location User Value Reason

Oct-20-2020
16:44:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BMN5H
X

Initial Entry

5.e Sample ID

Date Location User Value Reason

Oct-20-2020
16:44:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BMN5HX

Initial Entry
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Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-20-2020
10:45:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Oct/20/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-20-2020
10:45:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Oct-20-2020
10:45:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
COMPLETED

Initial Entry
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Back to Form

1. Subject Status

Date Location User Value Reason

Oct-20-2020
10:45:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Sep-01-2020
16:39:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDO
MIZED

Initial Entry

Sep-01-2020
16:38:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Oct-20-2020
10:45:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/20/2020

Initial Entry

Sep-01-2020
16:39:21

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sep/1/2020

Initial Entry
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(UTC-05:00)
Eastern Time (US
& Canada)

Sep-01-2020
16:38:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sep/1/2020

Initial Entry
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - eCRF Audit
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131386 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Casebook Signature

Date Location User Value Reason

Sep-23-2020
14:42:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Click Here to Enable

Initial Entry
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eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment
5, STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response -
Protocol version

24 JUL 2020

2. Select appropriate response -
What cohort does the subject
belong to?

STAGE 3 COHORTS
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Sep/10/2020
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Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Demography

1. Subject ID [10131517]

2. Birth Date: 1950

3. Sex: MALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): WHITE

6. Racial Designation:
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Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/10/2020

2. Erroneous Visit
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Sep/10/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[VITILIGO]

Start Date: UNK/UNK/1978

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[ASTHMA]

Start Date: UNK/UNK/1951

Ongoing: YES

1.c Line/MH Number: [3]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[MYOCARDIAL INFARCTION]

Start Date: Feb/14/2016

Ongoing: NO

End Date:
Feb/14/2016

1.d Line/MH Number: [4]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[STENT CARDIAC INSERTION]

Start Date: Feb/14/2016

Ongoing: NO

End Date:
Feb/14/2016

09
01

77
e1

96
ae

2f
65

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0137949



Page 8 of 144

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.e Line/MH Number: [5]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[HYPOTHYROIDISM]

Start Date: UNK/UNK/2016

Ongoing: YES

1 f Line/MH Number: [6]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[CORONARY ARTERY DISEASE]

Start Date: UNK/UNK/2005

Ongoing: YES
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Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Sep/10/2020

2. Weight: [77.1]

3. Unit: kg

4. Height: [182.8]

5. Unit: cm

6. Body Mass Index: [23.1]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [37.0]

Unit: C

Temperature Location: ORAL CAVITY
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Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition

1. Randomization Date : Sep/10/2020

2. Randomization Number: [256937]

3. Randomization Group: [ ]
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Sep/10/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BN62J2]

5.b Sample ID [BN62J3]

5.c Sample ID [BN62J4]

5.d Sample ID [BMN4KP]

5.e Sample ID [BMN4KR]
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/10/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPC2W4]
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eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/10/2020 13:05

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES

09
01

77
e1

96
ae

2f
65

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0137955



Page 14 of 144

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS
SUBJECT
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Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/30/2020

2. Erroneous Visit
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Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Sep/30/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [36.8]

Unit: C

Temperature Location: ORAL CAVITY
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Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/30/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRG2PB]

09
01

77
e1

96
ae

2f
65

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0137959



Page 18 of 144

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/30/2020 14:36

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/28/2020

2. Erroneous Visit
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/28/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR640M]

5.b Sample ID [BR640N]

5.c Sample ID [BR640P]

5.d Sample ID [BSHPSR]

5.e Sample ID [BSHPSS]
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Visit: V4_MONTH6_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: V5_MONTH12_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

09
01

77
e1

96
ae

2f
65

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0137965



Page 24 of 144

***Confidential***

 

Header Text: c4591001

Visit: V5_MONTH12_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: V6_MONTH24_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V6_MONTH24_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 20-Feb-2021 02:17 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom Started: //

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit

Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]

Health Care Utilization

3. Has the subject been hospitalized
due to potential COVID-19
illness?
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Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

3. Toxicity Grade:
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Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form Version: 22-Apr-2020 21:04 Form Status: Not Started
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Subject No: 10131517 Subject Initials: ---
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Unplanned Assessments

1. Assessments

09
01

77
e1

96
ae

2f
65

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0137978



Page 37 of 144

***Confidential***

 

Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Oct/28/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]

09
01

77
e1

96
ae

2f
65

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0137979



Page 38 of 144

***Confidential***

 

Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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# Category
AE Iden

tifier
Adverse Event Start Date

Is the Adverse Event S
till Ongoing

Form Instanc
e

 1. ADVERSE E
VENT 

1  INJECTION SITE PAIN T
O LEFT ARM 

Sep/10/2020 07
:00 

NO
End Date Time:

Sep/11/2020 08:00
 

Repeating
Pages

 2. ADVERSE E
VENT 

2  FATIGUE  Sep/11/2020 07
:00 

NO
End Date Time:

Sep/11/2020 19:00
 

Repeating
Pages

 3. ADVERSE E
VENT 

3  STEMI  Nov/8/2020 U
NK:UNK 

NO
End Date Time:

Nov/10/2020 UNK:U
NK

 

Repeating
Pages
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[INJECTION SITE PAIN TO LEFT ARM]

4. Start Date Time: Sep/10/2020 07:00

5. Is the adverse event still ongoing? NO

End Date Time:
Sep/11/2020 08:00

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant
disability/incapacity; Congenital
anomaly/birth defect; Important
medical event (i.e. may jeopardize
subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE09
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11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from
the study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[FATIGUE]

4. Start Date Time: Sep/11/2020 07:00

5. Is the adverse event still ongoing? NO

End Date Time:
Sep/11/2020 19:00

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant
disability/incapacity; Congenital
anomaly/birth defect; Important
medical event (i.e. may jeopardize
subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED
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10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from
the study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [3]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[STEMI]

4. Start Date Time: Nov/8/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Nov/10/2020 UNK:UNK

6. Toxicity Grade: 3

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant
disability/incapacity; Congenital
anomaly/birth defect; Important
medical event (i.e. may jeopardize
subject and may require
medical/surgical intervention to
prevent above outcomes).

YES

Is this serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant
disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO
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9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[CORONARY ARTERY DISEASE]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from
the study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[2020453470]
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#
Catego

ry
Medication E

rror
Start D
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Is the medication error Still

Ongoing
Study Medication Errors

Action
Form Instance
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Pages
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Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment
given?

8. Did the Medication Error cause
the subject to be discontinued
from the study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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#
Sponsor-Defined I

dentifier
Category for Me
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Concomitant Medications

Pre-specified
Name of Medi

cation
Start D
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Form Instanc
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 1.           Repeating
Pages
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Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name
is unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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#
Sponsor-Defined

Identifier
Category for Me

dication
Concomitant Medications

Pre-specified
Name of Med
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Dose Descr
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Form Instanc

e
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Pages
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Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name
is unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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#
Categor
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er
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t
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e
Form Instance
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Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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# Transfusion Type Date of Transfusion Form Instance
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1. Transfusion Type:

2. Date of Transfusion: //

09
01

77
e1

96
ae

2f
65

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0137999



Page 58 of 144

***Confidential***

 

Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Informed Consent - Asymptomatic Surveillance

1. Consent Was:
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Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/5/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible and NOT confirmed to have received only placebo at Vaccination
1/2
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Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Jan/5/2021

2. Primary Reason for Unblinding: ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Death Details

1. Date of Collection / Notification
of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Oct/28/2020
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Michael Dever  Approved Jan-26-2021 07:13:56 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - Comments

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Sep-10-2020 13:38:16 (UTC-05:00) Eastern
Time (US & Canada)

Matthew
Stephens
(pfe.mstephens)

Not Applicable
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Michael Dever  Approved Jan-26-2021 07:13:56 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Scott Salmon  N/A Jan-22-2021 08:21:28 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael Dever  Approved Jan-20-2021 12:30:34 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Matthew
Stephens 

N/A Dec-02-2020 13:52:15 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A09
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Michael Dever  Approved Nov-17-2020 16:40:54 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Ricell Ann
Piojo 

N/A Nov-17-2020 05:57:42 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael Dever  Approved Nov-16-2020 16:22:28 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Scott Salmon  N/A Nov-16-2020 11:19:43 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael Dever  Approved Nov-02-2020 10:23:48 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Sep-10-2020 13:37:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Sep-10-2020 13:37:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Sep-10-2020 13:37:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
OBTAINED

Date Written Consent Obtain
ed

Sep/10/2020

Initial Entry
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Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject ID

Date Location User Value Reason

Sep-10-2020 13:37:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10131517

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Sep-10-2020 13:37:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1950

Enrollment Entry

3. Sex:

Date Location User Value Reason

Sep-10-2020 13:37:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
MALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Sep-10-2020 13:37:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NOT HISPANIC OR LATIN
O(A) OR OF SPANISH ORIG
IN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Sep-10-2020 13:37:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
WHITE

Initial Entry
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-10-2020 13:38:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sep/10/2020

Initial Entry
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Sep-10-2020 13:38:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sep/10/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Sep-10-2020 13:38:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Sep-10-2020 13:38:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
COMPLETED

Initial Entry
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Sep-11-2020 07:49:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Line/MH Num
ber:

1

Medical Histor
y Term:

VITILIGO

Start Date: UNK/UNK
/1978

Ongoing: YES

Transcription Error

Sep-10-2020 13:38:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

1

Medical Histor
y Term:

VITALIG
O

Start Date: UNK/UNK
/1978

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Sep-10-2020 13:38:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-11-2020
21:35:07
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query 1: Cl
osed

Discrepancy
has been
closed.

Sep-11-2020
07:49:04

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: An
swered

Transcription
Error
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Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time
(US & Canada)

Sep-11-2020
07:49:04
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry
:
VITILIGO

Transcription
Error

Sep-11-2020
04:36:14
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query 1: Op
ened

Clarify the
term
VITALIGO as
follows.
Should
spelling be
VITILIGO? If
so, please edit
as such or
clarify further.
Thank you.

Sep-10-2020
13:38:42
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry
:
VITALIGO

Initial Entry

1.a Start Date:

Date Location User Value Reason

Sep-10-2020 13:38:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
UNK/UNK/1978

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Sep-10-2020 13:38:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

1.b09
01

77
e1

96
ae

2f
65

\F
in

al
\F

in
al
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Sep-10-2020 13:38:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

2

Medical History
Term:

ASTHMA

Start Date: UNK/UNK/1
951

Ongoing: YES

Initial Entry

1.b Line/MH Number:

Date Location User Value Reason

Sep-10-2020 13:38:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-10-2020 13:38:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
ASTHMA

Initial Entry

1.b Start Date:

Date Location User Value Reason

Sep-10-2020 13:38:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
UNK/UNK/1951

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Sep-10-2020 13:38:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

1.c09
01

77
e1

96
ae

2f
65
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Sep-10-2020 13:39:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

3

Medical Hist
ory Term:

MYOCARDIAL I
NFARCTION

Start Date: Feb/14/2016

Ongoing: NO
End Date:

Feb/14/2016

Initial Entry

09
01

77
e1

96
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2f
65
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.c Line/MH Number:

Date Location User Value Reason

Sep-10-2020 13:39:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-10-2020 13:39:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
MYOCARDIAL INFARCTIO
N

Initial Entry

1.c Start Date:

Date Location User Value Reason

Sep-10-2020 13:39:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Feb/14/2016

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Sep-10-2020 13:39:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

End Date:

Feb/14/2016

Initial Entry

1.d

Date Location User Value Reason

Sep-10-2020 15:56:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Line/MH
Number:

4

Medical Hi
story Term
:

STENT CARDI
AC INSERTIO
N

Start Date: Feb/14/2016

New Information
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Ongoing: NO
End Date:

Feb/14/2016

Sep-10-2020 13:40:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

4

Medical Histo
ry Term:

STENT CA
RDIAC

Start Date: Feb/14/2016

Ongoing: NO
End Date:

Feb/14/20
16

Initial Entry

09
01

77
e1

96
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.d Line/MH Number:

Date Location User Value Reason

Sep-10-2020 13:40:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-10-2020 15:56:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
STENT CARDIAC INSERTI
ON

New Information

Sep-10-2020 13:40:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
STENT CARDIAC

Initial Entry

1.d Start Date:

Date Location User Value Reason

Sep-10-2020 13:40:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Feb/14/2016

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Sep-10-2020 13:40:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

End Date:

Feb/14/2016

Initial Entry

1.e

Date Location User Value Reason

Sep-10-2020 13:40:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

5

Initial Entry

09
01

77
e1

96
ae

2f
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Medical Histor
y Term:

HYPOTHYRO
IDISM

Start Date: UNK/UNK/20
16

Ongoing: YES

1.e Line/MH Number:

Date Location User Value Reason

Sep-10-2020 13:40:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-10-2020 13:40:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
HYPOTHYROIDISM

Initial Entry

1.e Start Date:

Date Location User Value Reason

Sep-10-2020 13:40:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
UNK/UNK/2016

Initial Entry

1.e Ongoing:

Date Location User Value Reason

Sep-10-2020 13:40:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

1.f

Date Location User Value Reason

Sep-10-2020 13:41:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

6

Initial Entry

09
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Medical His
tory Term:

CORONARY AR
TERY DISEASE

Start Date: UNK/UNK/2005

Ongoing: YES

1.f Line/MH Number:

Date Location User Value Reason

Sep-10-2020 13:41:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-10-2020 13:41:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
CORONARY ARTERY DISE
ASE

Initial Entry

1.f Start Date:

Date Location User Value Reason

Sep-10-2020 13:41:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
UNK/UNK/2005

Initial Entry

1.f Ongoing:

Date Location User Value Reason

Sep-10-2020 13:41:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

09
01

77
e1

96
ae

2f
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Sep-10-2020 13:42:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Sep-10-2020 13:42:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sep/10/2020

Transcription Error

Sep-10-2020 13:41:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Vital signs Date
10/Feb/2020 is not
same as Date of
Visit 10/Sep/2020.
Please review and
update as
appropriate or
clarify.

Sep-10-2020 13:41:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Feb/10/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Sep-10-2020 13:41:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
77.1

Initial Entry

3. Unit:

Date Location User Value Reason

Sep-10-2020 13:41:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
kg

Initial Entry

4. Height:

Date Location User Value Reason
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-10-2020 13:41:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
182.8

Initial Entry

5. Unit:

Date Location User Value Reason

Sep-10-2020 13:41:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Sep-10-2020 13:41:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
23.1

Initial Entry

7.a

Date Location User Value Reason

Sep-10-2020 13:41:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Record Identifie
r::

1

Temperature: 37.0

Temperature U
nit:

C

Temperature Lo
cation::

ORAL CA
VITY

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Sep-10-2020 13:41:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason09
01

77
e1
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ae
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-10-2020 13:41:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
37.0

Initial Entry

7.a Unit:

Date Location User Value Reason

Sep-10-2020 13:41:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
C

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Sep-10-2020 13:41:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
ORAL CAVITY

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Randomization Date :

Date Location User Value Reason

Sep-10-2020 13:42:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sep/10/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Sep-10-2020 13:42:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
256937

Initial Entry

09
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-10-2020 13:42:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-10-2020 13:42:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-10-2020 15:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-10-2020 13:42:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-10-2020 13:42:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Date of Collection:

Sep/10/2020

Initial Entry

5.a

Date Location User Value Reason
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-10-2020 15:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample ID: BN62J2

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-10-2020 15:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BN62J2

Initial Entry

5.b

Date Location User Value Reason

Sep-10-2020 15:34:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample ID: BN62J3

Initial Entry

5.b Sample ID

Date Location User Value Reason

Sep-10-2020 15:34:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BN62J3

Initial Entry

5.c

Date Location User Value Reason

Sep-10-2020 15:34:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample ID: BN62J4

Initial Entry

5.c Sample ID

Date Location User Value Reason

Sep-10-2020 15:34:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BN62J4

Initial Entry

5.d
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Sep-10-2020 15:34:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample ID: BMN4KP

Initial Entry

5.d Sample ID

Date Location User Value Reason

Sep-10-2020 15:34:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BMN4KP

Initial Entry

5.e

Date Location User Value Reason

Sep-10-2020 15:35:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample ID: BMN4KR

Initial Entry

5.e Sample ID

Date Location User Value Reason

Sep-10-2020 15:35:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BMN4KR

Initial Entry

09
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-10-2020 13:42:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-10-2020 13:42:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-10-2020 15:35:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-10-2020 13:42:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-10-2020 13:42:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Date of Collection:

Sep/10/2020

Initial Entry

5.a

Date Location User Value Reason

09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-10-2020 15:35:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample ID: BPC2W4

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-10-2020 15:35:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BPC2W4

Initial Entry

09
01

77
e1

96
ae

2f
65

\F
in

al
\F

in
al
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-10-2020 13:42:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-10-2020 13:42:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-10-2020 13:42:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Sep-10-2020 13:42:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sep/10/2020 13:05

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-10-2020 13:42:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason09
01

77
e1
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ae

2f
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al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138044



Page 103 of 144
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-10-2020 13:42:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Sep-10-2020 13:42:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-10-2020 13:42:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED
OBSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Sep-10-2020 13:42:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Sep-10-2020 13:42:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO - REACTOGENICITY E-
DIARY NOT COLLECTED F
OR THIS SUBJECT

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-30-2020 15:12:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sep/30/2020

Initial Entry

09
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Sep-30-2020 15:13:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sep/30/2020

Initial Entry

2.a

Date Location User Value Reason

Sep-30-2020 15:13:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Record Identifie
r::

1

Temperature: 36.8

Temperature Uni
t:

C

Temperature Lo
cation::

ORAL CA
VITY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Sep-30-2020 15:13:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Sep-30-2020 15:13:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
36.8

Initial Entry

2.a Unit:

Date Location User Value Reason

Sep-30-2020 15:13:09
(UTC-05:00) Eastern

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
C

Initial Entry09
01

77
e1
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ae
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada)

2.a Temperature Location:

Date Location User Value Reason

Sep-30-2020 15:13:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ORAL CAVITY

Initial Entry

09
01
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e1
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ae

2f
65
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***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-30-2020 15:13:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-30-2020 15:13:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-30-2020 17:21:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-30-2020 15:13:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-30-2020 15:13:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection:

Sep/30/2020

Initial Entry

5.a

Date Location User Value Reason
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-30-2020 17:21:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample ID: BRG2PB

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-30-2020 17:21:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BRG2PB

Initial Entry

09
01

77
e1

96
ae

2f
65

\F
in

al
\F
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al

 O
n:
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-30-2020 15:14:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-30-2020 15:14:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-30-2020 15:14:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Sep-30-2020 15:14:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sep/30/2020 14:36

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-30-2020 15:14:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason09
01

77
e1
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ae

2f
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-30-2020 15:14:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Sep-30-2020 15:14:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-30-2020 15:14:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED
OBSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Sep-30-2020 15:14:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry

09
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-28-2020 13:03:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Oct/28/2020

Initial Entry

09
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ae
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
- eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-28-2020 13:04:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-28-2020 13:04:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-29-2020 07:54:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Oct-29-2020 07:35:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe nairr29)

Query 1: Opened 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-28-2020 13:04:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-28-2020 13:04:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Date of Collection:

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct/28/2020

5.a

Date Location User Value Reason

Oct-29-2020 07:54:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample ID: BR640M

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-29-2020 07:54:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BR640M

Initial Entry

5.b

Date Location User Value Reason

Oct-29-2020 07:54:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample ID: BR640N

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-29-2020 07:54:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BR640N

Initial Entry

5.c

Date Location User Value Reason

Oct-29-2020 07:54:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample ID: BR640P

Initial Entry
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5.c Sample ID

Date Location User Value Reason

Oct-29-2020 07:54:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BR640P

Initial Entry

5.d

Date Location User Value Reason

Oct-29-2020 07:54:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample ID: BSHPSR

Initial Entry

5.d Sample ID

Date Location User Value Reason

Oct-29-2020 07:54:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BSHPSR

Initial Entry

5.e

Date Location User Value Reason

Oct-29-2020 07:54:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample ID: BSHPSS

Initial Entry

5.e Sample ID

Date Location User Value Reason

Oct-29-2020 07:54:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BSHPSS

Initial Entry
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Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-28-2020 13:04:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Oct/28/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-28-2020 13:04:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Oct-28-2020 13:04:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
COMPLETED

Initial Entry

09
01

77
e1

96
ae

2f
65

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138058



Page 117 of 144

***Confidential***

 

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---
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Back to Form

Date Location User Value Reason

Sep-30-2020 15:18:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created
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Back to Form

Date Location User Value Reason

Sep-30-2020 15:21:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created
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Back to Form

Date Location User Value Reason

Nov-16-2020 11:19:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created
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Back to Form

1. Category:

Date Location User Value Reason

Sep-30-2020 15:18:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Sep-30-2020 15:18:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Sep-30-2020 15:18:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
INJECTION SITE PAIN TO L
EFT ARM

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Sep-30-2020 15:18:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sep/10/2020 07:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Sep-30-2020 15:18:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

End Date Time:

Sep/11/2020 08:00

Initial Entry

6. Toxicity Grade:09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Sep-30-2020 15:18:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or
significant disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize
subject and may require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Sep-30-2020 15:18:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Sep-30-2020 15:18:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Sep-30-2020 15:18:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Sep-30-2020 15:18:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?
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Date Location User Value Reason

Sep-30-2020 15:18:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Sep-30-2020 15:18:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Sep-30-2020 15:18:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Sep-30-2020 15:18:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Sep-30-2020 15:21:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Sep-30-2020 15:21:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Sep-30-2020 15:21:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
FATIGUE

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Sep-30-2020 15:21:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sep/11/2020 07:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Sep-30-2020 15:21:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

End Date Time:

Sep/11/2020 19:00

Initial Entry

6. Toxicity Grade:
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Sep-30-2020 15:21:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or
significant disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize
subject and may require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Sep-30-2020 15:21:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Sep-30-2020 15:21:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Sep-30-2020 15:21:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Sep-30-2020 15:21:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?
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Date Location User Value Reason

Sep-30-2020 15:21:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Sep-30-2020 15:21:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Sep-30-2020 15:21:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Sep-30-2020 15:21:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Nov-16-2020 11:19:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Nov-16-2020 11:19:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Dec-17-2020
16:42:45
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query
3: Clo
sed

Response
satisfies query

Dec-16-2020
15:48:15
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew Stephens
(pfe mstephens)

Query
3: An
swere
d

PER CRC, THE
REPORT THAT
WAS SENT IN
ONLY HAD
STEMI ON IT.

Dec-10-2020
10:20:51
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query
3: Rei
ssued:
Open
ed

CLINICAL
Thank you,
however
'original value'
is STEMI on AE
CRF and
NSTEMI on
SAE report. The
event must have
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the same name
in both
locations; please
update in the
appropriate
location.

Dec-08-2020
13:59:27
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query
3: An
swere
d

Original value is
correct

Dec-06-2020
11:57:34
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query
3: Op
ened

CLINICAL -
SAE reported
event term is
NSTEMI;
however, AE
term and SAE
narrative state
STEMI. Please
review,
harmonize
reporting, and
update in the
appropriate
locations;
include ECG
report if
available.

Dec-02-2020
19:23:53
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query
2: Clo
sed

Response
satisfies query

Dec-02-2020
13:52:15
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
2: An
swere
d

Changed
Information
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Dec-02-2020
13:52:15
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew Stephens
(pfe mstephens)

Data
Entry
:
STE
MI

Changed
Information

Dec-01-2020
18:02:21
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query
2: Op
ened

CLINICAL
Event term is
MI; however,
SAE narrative
states ST
elevation was
reported.
Consider
modifying the
event term with
this specific
information (eg
STEMI) on AE
CRF/in SAE
report

Nov-17-2020
14:46:19
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Gladys Noi (pfe noig) Query
1: Clo
sed

Response
satisfies query

Nov-17-2020
13:58:09
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew Stephens
(pfe mstephens)

Query
1: An
swere
d

NOT A
WORSENING
CONDITION
AS
MYOCARDIAL
INFARCTION
HAS A STOP
AND END
DATE. THIS IS
A NEW
SEPERATE
EVENT.

Nov-17-2020
13:22:24
(UTC-05:00)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD
(pfe.PFESDQ_PROD)

Query
1: Op
ened

The AE
MYOCARDIAL
INFARCTION

09
01

77
e1

96
ae

2f
65

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138070



Page 129 of 144

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time
(US &
Canada)

was reported but
is also listed in
Medical History.
Please clarify if
this is a
worsening of the
baseline
condition, and if
so, please
consider adding
"worsening" to
the AE term. AE
as baseline
conditions
should only be
reported as AEs
if they worsen.
"[vathm
SDQ=56236]"

Nov-16-2020
11:19:43
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry
:
MYO
CAR
DIAL
INFA
RCTI
ON

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Nov-16-2020 11:19:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Nov/8/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Nov-16-2020 11:19:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

End Date Time:

Initial Entry

09
01

77
e1

96
ae

2f
65

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138071



Page 130 of 144

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov/10/2020 UNK:UNK

6. Toxicity Grade:

Date Location User Value Reason

Nov-16-2020 11:19:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
3

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or
significant disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize
subject and may require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Dec-02-2020 19:28:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 4: Closed Query closed; will
follow for SAE
update with the
requested Con Meds
info

Dec-02-2020 13:53:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 4: Answered CRC WILL
UPDATE

Dec-02-2020 01:10:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Swetha
Thangellapally
(pfe.thangs22)

Query 4: Opened CLINICAL -
subject has chronic
med conditions
(CAD, asthma,
hypothyroid) which
suggest chronic
medications are
administered; if so,
please add to SAE
concomitant
Medications section
in a safety update

Dec-01-2020 18:03:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 4: Candidate CLINICAL -
subject has chronic
med conditions
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(CAD, asthma,
hypothyroid) which
suggest chronic
medications are
administered; if so,
please add to SAE
concomitant
Medications section
in a safety update

Dec-01-2020 17:59:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Closed Response satisfies
query

Nov-30-2020 14:05:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 3: Answered PER CRC THIS
INFORMATION
WAS ALREADY
SUBMITTED.

Nov-19-2020 00:48:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Opened Clinical COVID test
status (yes/no)
during Hosp was
not reported in the
SAE. Please submit
a follow-up SAE
form
[#2020453470] to
document if COVID
testing was
performed
(YES/NO or info
not available) and if
yes, the date and
results.

Nov-17-2020 05:57:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto Query

Nov-16-2020 11:22:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Nov-16-2020 11:22:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Is this serious event associ

Transcription Error
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ated with congenital anom
aly or birth defect?

NO

Did this serious event resul
t in death?

NO

Did this serious event requ
ire or prolong hospitalizati
on?

YES

Did this serious event resul
t in persistent or significant
disability/incapacity?

NO

Is this serious event life thr
eatening?

NO

Other medically important
serious event

NO

Nov-16-2020 11:19:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate For AE
MYOCARDIAL
INFARCTION:
Response to "Is the
adverse event
serious?" is 'Yes' but
"Serious Adverse
Event Number" is
blank.

Nov-16-2020 11:19:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened 'Is the adverse event
serious?' is marked
as YES, but
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responses to all of
the seriousness
criteria are NO. At
least one
seriousness criterion
is expected to be
YES for serious
events. Please
review and update
as appropriate.

Nov-16-2020 11:19:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Is this serious event associ
ated with congenital anom
aly or birth defect?

NO

Did this serious event resul
t in death?

NO

Did this serious event requ
ire or prolong hospitalizati
on?

NO

Did this serious event resul
t in persistent or significant
disability/incapacity?

NO

Is this serious event life thr
eatening?

NO

Other medically important
serious event

NO

Initial Entry
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8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Nov-16-2020 11:19:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Dec-06-2020 11:50:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Closed Response satisfies
query

Dec-04-2020 10:10:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed
Information

Dec-04-2020 10:10:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT RELATED

If Not Related to study trea
tment(s), this event is due t
o:

OTHER

If Other, specify:

CORONARY ARTER
Y DISEASE

Changed
Information

Dec-02-2020 19:26:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Reissued:Opened CLINICAL - Event
(now STEMI)
relationship is
unchanged (related
to itself ie MI)

Dec-02-2020 13:55:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 1: Answered Changed data per
query

Dec-01-2020 17:53:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Reissued:Opened CLINICAL This
query refers to AE
CRF (not SAE
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submission); event
MI cannot be
related to MI.
Subject with past
Med Hx of CAD;
please review &
update relationship
as appropriate.

Nov-30-2020 14:05:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 1: Answered PER CRD THIS
INFORMATION
WAS ARLEADY
SUBMITTED.

Nov-19-2020 00:47:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Opened Clinical Event is
reported as related
to itself, rather than
underlying med Hx
of CAD. Please
review and update
if appropriate.

Nov-16-2020 11:19:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT RELATED

If Not Related to study trea
tment(s), this event is due t
o:

OTHER

If Other, specify:

MYOCARDIAL INF
ARCTION

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Nov-16-2020 11:19:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason
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Nov-16-2020 11:19:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Nov-16-2020 11:19:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Dec-01-2020 07:12:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Closed Response satisfies
query

Nov-30-2020 14:05:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answered PER CRC THIS
INFORMATION
WAS ALREADY
SUBMITTED.

Nov-19-2020 04:45:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Reissued:Opened SAE RECON 2:
Outcome is still
recovering/resolving
in SDB. Per PSSR
confirmation, no
follow up form was
received. Please
submit a follow up
AEM form to update
outcome in Safety
database.

Nov-17-2020 14:46:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gladys Noi
(pfe.noig)

Query 1: Reissued:Candidat
e

Pending DB update

Nov-17-2020 11:32:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answered CORRECT AS
CHARTED.
FOLLOW UP
PENDING.09
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Nov-17-2020 10:38:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Reissued:Opened SAE RECON 1:
Please confirm if a
follow up AEM form
was submitted
indicating correct
outcome of
recovered/resolved in
SDB

09
01

77
e1

96
ae

2f
65

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138079



Page 138 of 144

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Nov-17-2020
08:14:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answe
red

Original value is correct

Nov-17-2020
06:00:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Opene
d

SAE
RECON:AER#2020453470,outcome
was reported as
RECOVERED/RESOLVED in AE
CRF however,recorded as
Recovering/Resolving in Safety
database. Please confirm correct
outcome. If safety update is
required, please submit a follow-up
form.

Nov-16-2020
11:19:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
RECOVERED/
RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Nov-16-2020 11:19:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Nov-17-2020 05:57:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020453470

Initial Entry
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Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-22-2021 08:21:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/5/2021

Initial Entry
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Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Jan-19-2021 07:35:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kimberly
Forbus
(pfe forbuk)

Query 2: Closed Response satisfies
query

Jan-18-2021 21:13:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered Transcription Error

Jan-18-2021 21:13:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Participant is willing to retur
n for Vaccination 3

Participant is:

eligible and NOT confirm
ed to have received only p
lacebo at Vaccination 1/2

Transcription Error

Jan-16-2021 09:42:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kimberly
Forbus
(pfe forbuk)

Query 2: Opened Source reports that
the subject received
BNT162b2. Please
review and update
if required.

Jan-06-2021 15:59:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Jan-06-2021 15:58:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate The response
indicates
participant was
unblinded, however
the TREATMENT
UNBLINDED date
is missing in the
DISP visit. Please
complete this date.

Jan-06-2021 15:58:51
(UTC-05:00) Eastern

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Participant is willing to retur

Initial Entry09
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Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe mstephens) n for Vaccination 3
Participant is:

eligible per local/national
recommendations and con
firmed to have received o
nly placebo at Vaccination
1/2
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Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Jan-06-2021 15:59:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Jan/5/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Jan-06-2021 15:59:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
ASSESS ELIGIBILITY FOR
ADDITIONAL VACCINATI
ON

Initial Entry
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject Status

Date Location User Value Reason

Oct-28-2020 13:04:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Sep-10-2020 13:42:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Sep-10-2020 13:38:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Oct-28-2020 13:04:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/28/2020

Initial Entry

Sep-10-2020 13:42:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sep/10/2020

Initial Entry

Sep-10-2020 13:38:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sep/10/2020

Initial Entry
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131517 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Casebook Signature

Date Location User Value Reason

Sep-23-2020 14:56:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe mcooper)

Data Entry:
Click Here to Enable

Initial Entry
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Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per
protocol amendment 5, STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response
- Protocol version

08 SEP 2020

2. Select appropriate response
- What cohort does the
subject belong to?

STAGE 3 COHORTS
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Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Sep/16/2020
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Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Demography

1. Subject ID [10131554]

2. Birth Date: 1961

3. Sex: FEMALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that
apply):

WHITE

6. Racial Designation:
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Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/16/2020

2. Erroneous Visit

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138090



Page 5 of 463

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Sep/16/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[cholecystitis]

Start Date: UNK/UNK/2009

Ongoing: NO

End Date:
UNK/UNK/2009

1.b Line/MH Number: [2]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[herniated disc C-5]

Start Date: UNK/UNK/2003

Ongoing: NO

End Date:
UNK/UNK/2003
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.c Line/MH Number: [3]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[surgical fusion of C5]

Start Date: UNK/UNK/2003

Ongoing: NO

End Date:
UNK/UNK/2003

1.d Line/MH Number: [4]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[cholecystectomy]

Start Date: UNK/UNK/2009

Ongoing: NO

End Date:
UNK/UNK/2009

1.e Line/MH Number: [5]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[total abdominal hysterectomy]

Start Date: UNK/UNK/2009

Ongoing: NO

End Date:
UNK/UNK/2009
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.f Line/MH Number: [6]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[bilateral oophorectomy]

Start Date: UNK/UNK/2009

Ongoing: NO

End Date:
UNK/UNK/2009

1.g Line/MH Number: [7]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[bilateral salpingectomy]

Start Date: UNK/UNK/2009

Ongoing: NO

End Date:
UNK/UNK/2009

1.h Line/MH Number: [8]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[endometriosis]

Start Date: UNK/UNK/2008

Ongoing: NO

End Date:
UNK/UNK/2009
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.i Line/MH Number: [9]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[hypertension]

Start Date: UNK/UNK/2017

Ongoing: YES

1.j Line/MH Number: [10]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[hypercholesterolemia]

Start Date: UNK/UNK/2019

Ongoing: YES

1.k Line/MH Number: [11]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[rheumatoid arthritis in remission]

Start Date: UNK/UNK/2010

Ongoing: YES

1.l Line/MH Number: [12]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[asthma]

Start Date: UNK/UNK/1968

Ongoing: YES09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138096



Page 11 of 463

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.m Line/MH Number: [13]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[seasonal allergies]

Start Date: UNK/UNK/1972

Ongoing: YES

1.n Line/MH Number: [14]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[irritable bowel syndrome]

Start Date: UNK/UNK/2014

Ongoing: YES

1.o Line/MH Number: [15]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[obesity]

Start Date: UNK/UNK/2016

Ongoing: YES

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138097



Page 12 of 463

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: HIV STATUS

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

HIV Status

1. Select appropriate response
- What is the subject HIV
status?

The subject is NOT known to be HIV POSITIVE
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Form Version: 15-Sep-2020 21:56 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Sep/16/2020

2. Weight: [94.6]

3. Unit: kg

4. Height: [166.5]

5. Unit: cm

6. Body Mass Index: [34.1]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [36.4]

Unit: C

Temperature Location: ORAL CAVITY
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and
Address (Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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eCRF Audit Trail History

Disposition

1. Randomization Date : Sep/16/2020

2. Randomization Number: [260125]

3. Randomization Group: [ ]
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Sep/16/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPC361]

5.b Sample ID [BPC362]

5.c Sample ID [BPC363]

5.d Sample ID [BMN4PK]

5.e Sample ID [BMN4PL]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/16/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPC2ZY]
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/16/2020 11:18

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: RIGHT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response
- Reactogenicity diary
collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR
THIS SUBJECT
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Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/5/2020 Comments

2. Erroneous Visit

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138106



Page 21 of 463

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Oct/5/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [36.4]

Unit: C

Temperature Location: ORAL CAVITY
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and
Address (Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Oct/5/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRG2S3]
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Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Oct/5/2020 15:14

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: RIGHT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/2/2020

2. Erroneous Visit
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IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Nov/2/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BSHPXL]

5.b Sample ID [BSHPXM]

5.c Sample ID [BR646F]

5.d Sample ID [BR646G]

5.e Sample ID [BR646H]
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Visit: V4_MONTH6_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V5_MONTH12_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: V6_MONTH24_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V6_MONTH24_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/14/2020

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: Dec/14/2020

2. Date of First Symptom
Started:

Nov/13/2020

3. Symptoms Ongoing? NO

Date of Last Symptom Resolved:
Dec/20/2020

Symptoms

4.a Symptoms: FEVER

Was symptom present? NO

4.b Symptoms: NEW OR INCREASED COUGH

Was symptom present? YES

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH

Was symptom present? YES

4.d Symptoms: CHILLS

Was symptom present? NO

4.e Symptoms: NEW OR INCREASED MUSCLE PAIN

Was symptom present? NO
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.f Symptoms: NEW LOSS OF TASTE OR SMELL

Was symptom present? YES

4.g Symptoms: NEW OR INCREASED SORE THROAT

Was symptom present? NO

4.h Symptoms: DIARRHEA

Was symptom present? NO

4.i Symptoms: VOMITING

Was symptom present? NO

Symptoms - Other

5.a Symptoms - Other Text: [HEADACHE]

5.b Symptoms - Other Text: [NASAL CONGESTION]
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Visit: POT_COVID_ILL 1 Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Date of Col

lection
Specimen

Type
Specimen Collecti

on Location
Assay Code and

Description
Device T

ype
Form Instan

ce

 1. Not Applic
able 

Not Appli
cable 

Not Applicable  Not Applicable  Not Appli
cable 

Repeating
Pages
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

1. Actual Date of Collection: Not Applicable

//

Comments

2. Specimen Type: Not Applicable Comments

3. Specimen Collection
Location:

Not Applicable Comments

4. Assay Code and
Description:

Not Applicable Comments

5. Device Type: Not Applicable Comments

6. Trade Name: Not Applicable Comments

7. Test Result: Not Applicable Comments

8. Comments/Findings
/Details:

Not Applicable

[ ]

Comments

9. Trade Name Other, Specify: Not Applicable

[ ]

Comments
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB_SELF

3. Sample Collected? NO

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[SWAB COLLECTED IN OFFICE]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Dec/14/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRHVRV]
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: HEALTH CARE UTILIZATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Health Care Utilization

1.a Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or
Contacts:

NO

1.b Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or
Contacts:

NO

1.c Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or
Contacts:

NO

1.d Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or
Contacts:

NO

1.e Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or
Contacts:

NO
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1.f Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or
Contacts:

NO

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]

Health Care Utilization

3. Has the subject been
hospitalized due to potential
COVID-19 illness?

NO
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#
Treatment I

dentifier
Con Non-Drug Treatme

nts Pre-specified
Treatme

nt
Treatme

nt
Start Dat

e
Form Instan

ce

 1. Not Applicab
le 

Not Applicable  Not Appli
cable 

Not Appli
cable 

Not Appli
cable 

Repeating
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Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

1. What is the treatment
Identifier?

Not Applicable

[ ]

Comments

2. Concomitant Non-drug
Treatment Pre-specified:

Not Applicable Comments

3. Treatment: Not Applicable Comments

4. Treatment: Not Applicable

[ ]

Comments

5. Start Date: Not Applicable

//

Comments

6. Ongoing? Not Applicable Comments
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eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: POTENTIAL COVID-19 ILLNESS

2. Was a diagnosis obtained
for Potential COVID-19
Illness?

NO

3. Toxicity Grade: 2
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#
Category of Clinica

l Event:
Subcategory of Clinic

al Event
Diagnosis Obt

ained
Toxicity G

rade
Form Instanc

e

 1. Not Applicable  Not Applicable  Not Applicable
 

Not Applic
able 
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09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138131



Page 46 of 463

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: Not Applicable Comments

2. Subcategory of Clinical
Event:

Not Applicable Comments

3. Was a diagnosis obtained? Not Applicable Comments

4. Toxicity Grade: Not Applicable Comments
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#
Categor
y for La
b Test

Vendor Name

Colle
ction
Date

:

Speci
men
Type

Lab Result
Form Inst

ance

 1. CLINIC
AL CH
EMIST
RY 

ORLANDO REGIONA
L MEDICAL CENTER
1414 KUHL AVE ORL
ANDO FL 32806 

Dec/
14/20
20 

BLO
OD 

Sponso
r-Defin
ed Iden

tifier

Test:
Re
sul
t:

329  C Reactiv
e Protein_
PX329 

9.4
 

30  Alanine A
minotrans
ferase_PX
30 

22 

28  Aspartate
Aminotra
nsferase_
PX28 

17 

35  Alkaline
Phosphata
se_PX35 

94 

21  Bilirubin_
PX21 

0.2
 

47  Blood Ure
a Nitroge
n_PX47 

17 

48  Creatinine
_PX48 

0.5
3 
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#
Categor
y for La
b Test

Vendor Name

Colle
ction
Date

:

Spec
imen
Type

Lab Result
Form Inst

ance

 2. CLINIC
AL CH
EMIST
RY 

ORLANDO REGIONA
L MEDICAL CENTER,
1414 KUHL AVE. ORL
ANDO, FL 32806 

Jan/1
2/202
1 

BLO
OD 

Sponso
r-Defin
ed Iden

tifier

Test:
Re
sul
t:

329  C Reactiv
e Protein_
PX329 

20.
7 

30  Alanine A
minotrans
ferase_PX
30 

31 

28  Aspartate
Aminotra
nsferase_
PX28 

21 

35  Alkaline
Phosphata
se_PX35 

85 

21  Bilirubin_
PX21 

0.2
 

47  Blood Ur
ea Nitrog
en_PX47 

24 

48  Creatinine
_PX48 

0.6
8 
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

1. Lab Panel: CLINICAL CHEMISTRY

2. Laboratory Name and
Address

[ORLANDO REGIONAL MEDICAL CENTER 1414 KUHL
AVE ORLANDO FL 32806]

3. Collection Date: Dec/14/2020

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [329]

Test: C Reactive Protein_PX329

Result: [9.4]

Not Done:

LNMT Low
[ ]
High
[9.9]
Unit
mg/L
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5.b Sponsor ID: [30]

Test: Alanine Aminotransferase_PX30

Result: [22]

Not Done:

LNMT Low
[7]
High
[52]
Unit
U/L

5.c Sponsor ID: [28]

Test: Aspartate Aminotransferase_PX28

Result: [17]

Not Done:

LNMT Low
[13]
High
[39]
Unit
U/L
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5.d Sponsor ID: [35]

Test: Alkaline Phosphatase_PX35

Result: [94]

Not Done:

LNMT Low
[34]
High
[104]
Unit
U/L

5.e Sponsor ID: [21]

Test: Bilirubin_PX21

Result: [0.2]

Not Done:

LNMT Low
[0.3]
High
[1.0]
Unit
mg/dL
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5.f Sponsor ID: [47]

Test: Blood Urea Nitrogen_PX47

Result: [17]

Not Done:

LNMT Low
[7]
High
[25]
Unit
mg/dL

5.g Sponsor ID: [48]

Test: Creatinine_PX48

Result: [0.53]

Not Done:

LNMT Low
[0.60]
High
[1.20]
Unit
mg/dL
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

1. Lab Panel: CLINICAL CHEMISTRY

2. Laboratory Name and
Address

[ORLANDO REGIONAL MEDICAL CENTER, 1414 KUHL
AVE. ORLANDO, FL 32806]

3. Collection Date: Jan/12/2021

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [329]

Test: C Reactive Protein_PX329

Result: [20.7]

Not Done:

LNMT Low
[ ]
High
[9.9]
Unit
mg/L
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5.b Sponsor ID: [30]

Test: Alanine Aminotransferase_PX30

Result: [31]

Not Done:

LNMT Low
[7]
High
[52]
Unit
U/L

5.c Sponsor ID: [28]

Test: Aspartate Aminotransferase_PX28

Result: [21]

Not Done:

LNMT Low
[13]
High
[39]
Unit
U/L
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5.d Sponsor ID: [35]

Test: Alkaline Phosphatase_PX35

Result: [85]

Not Done:

LNMT Low
[34]
High
[104]
Unit
U/L

5.e Sponsor ID: [21]

Test: Bilirubin_PX21

Result: [0.2]

Not Done:

LNMT Low
[0.3]
High
[1.0]
Unit
mg/dL
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5.f Sponsor ID: [47]

Test: Blood Urea Nitrogen_PX47

Result: [24]

Not Done:

LNMT Low
[7]
High
[25]
Unit
mg/dL

5.g Sponsor ID: [48]

Test: Creatinine_PX48

Result: [0.68]

Not Done:

LNMT Low
[0.60]
High
[1.20]
Unit
mg/dL
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#

Catego
ry for

Lab Te
st

Vendor Name (DERIVE
D)

Colle
ction
Date:

Speci
men
Type

Lab Result
Form Insta

nce

 1. HEMA
TOLO
GY 

ORLANDO REGIONAL
MEDICAL CENTER 141
4 KUHL AVE ORLAND
O FL 32806 

Dec/1
4/202
0 

BLO
OD 

Sponsor
-Define
d Identi

fier

Test:
Re
sul
t:

1  Hemog
lobin_
PX1 

12.
6 

2  Hemat
ocrit_P
X2 

43.
2 

3  Erythro
cytes_
PX3 

4.7
8 

5  Platelet
s_PX5 

38
5 

7  Leukoc
ytes_P
X7 

11.
6 

608  Neutro
phils_P
X608 

6.2
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0.1
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#
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Lab Te
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men
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Lab Result
Form Insta

nce

Sponsor
-Define
d Identi

fier

Test:
Re
sul
t:

612  Monoc
ytes_P
X612 

0.5
 

610  Basoph
ils_PX
610 

0.1
 

611  Lymph
ocytes_
PX611 

4.7
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Laboratory Data Hematology

1. Lab Panel: HEMATOLOGY

2. Laboratory Name and
Address

[ORLANDO REGIONAL MEDICAL CENTER 1414 KUHL
AVE ORLANDO FL 32806]

3. Collection Date: Dec/14/2020

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [1]

Test: Hemoglobin_PX1

Result: [12.6]

Not Done:

LNMT Low
[11.4]
High
[14.7]
Unit
g/dL
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5.b Sponsor ID: [2]

Test: Hematocrit_PX2

Result: [43.2]

Not Done:

LNMT Low
[34.3]
High
[45.5]
Unit
%

5.c Sponsor ID: [3]

Test: Erythrocytes_PX3

Result: [4.78]

Not Done:

LNMT Low
[3.75]
High
[5.00]
Unit
10^6/cu mm
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5.d Sponsor ID: [5]

Test: Platelets_PX5

Result: [385]

Not Done:

LNMT Low
[139]
High
[361]
Unit
10^3/uL

5.e Sponsor ID: [7]

Test: Leukocytes_PX7

Result: [11.6]

Not Done:

LNMT Low
[4.4]
High
[10.5]
Unit
10^3/uL
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor ID: [608]

Test: Neutrophils_PX608

Result: [6.2]

Not Done:

LNMT Low
[1.5]
High
[7.5]
Unit
10^3/uL

5.g Sponsor ID: [609]

Test: Eosinophils_PX609

Result: [0.1]

Not Done:

LNMT Low
[0.0]
High
[0.5]
Unit
10^3/uL
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.h Sponsor ID: [612]

Test: Monocytes_PX612

Result: [0.5]

Not Done:

LNMT Low
[0.0]
High
[0.8]
Unit
10^3/uL

5.i Sponsor ID: [610]

Test: Basophils_PX610

Result: [0.1]

Not Done:

LNMT Low
[0.0]
High
[0.2]
Unit
10^3/uL
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Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.j Sponsor ID: [611]

Test: Lymphocytes_PX611

Result: [4.7]

Not Done:

LNMT Low
[1.0]
High
[4.8]
Unit
10^3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: VITAL SIGNS - COVID

Form Version: 15-Sep-2020 21:52

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date: Vital Signs Details Form Instance

 1. Dec/14/2020  Record Identifier: Systolic: Diastolic:

1  122  80 

Repeating Pages
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Visit: POT_COVID_ILL 1 Form: VITAL SIGNS - COVID

Form Version: 10-Dec-2020 02:25

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date: Vital Signs Details Form Instance

 2. Jan/12/2021  Record Identifier: Systolic: Diastolic:

1  183  130 

Repeating Pages
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: VITAL SIGNS - COVID

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Dec/14/2020

Vital Signs Details

2.a Record Identifier: 1

Systolic: [122]

Diastolic: [80]

Respiratory Rate in
respirations/minute:

[17]

Heart Rate in
beats/minute:

[79]
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: VITAL SIGNS - COVID

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/12/2021

Vital Signs Details

2.a Record Identifier: 1

Systolic: [183]

Diastolic: [130]

Respiratory Rate in
respirations/minute:

[15]

Heart Rate in
beats/minute:

[98]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 15-Sep-2020 21:54

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date: Vital Signs Details Form Instance

 1. Dec/14/2020  Record Identifier: Oxygen Saturation

1  97.0 

Repeating Pages
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Unscheduled Visit on Dec/14/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Dec/14/2020

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [97.0]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Date Time of Asses

sment
Arterial Blood Gases

PaO2
FiO2 (Fraction of Inhaled

Oxygen)
Form Instance

 1. Not Applicable  Not Applicable  Not Applicable  Repeating
Pages
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Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Oxygenation Parameters

1. Date Time of Assessment: Not Applicable

//

Comments

2. Arterial Blood Gases PaO2
(mmHg):

Not Applicable

[ ]

Comments

3. FiO2 (Fraction of Inhaled
Oxygen):

Not Applicable

[ ]

Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS

Form Version: 06-Jul-2020 21:55

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defi
ned Identifier

Category for
Medication

Concomitant Medic
ations Pre-specified

Name of
Medicatio

n

Start D
ate

Form Instan
ce

 1. Not Applicabl
e 

Not Applicab
le 

Not Applicable  Not Applic
able 

Not App
licable 

Repeating
Pages
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Concomitant Medications

1. What is the medication
identifier?

Not Applicable

[ ]

Comments

2. Category: Not Applicable Comments

3. Concomitant Medications
Pre-specified:

Not Applicable Comments

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

Not Applicable

[ ]

Comments

5. Start Date: Not Applicable

//

Comments

6. Ongoing? Not Applicable Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Date of Assessm

ent
Location of Assess

ment
Imaging Met

hod
Overall Assessm

ent
Form Instance

 1. Not Applicable  Not Applicable  Not Applicabl
e 

Not Applicable  Repeating
Pages
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: IMAGING

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Imaging

1. Date of Assessment: Not Applicable

//

Comments

2. Location of Assessment: Not Applicable Comments

3. Type of Imaging Exam: Not Applicable Comments

4. Assessment: Not Applicable Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Jan/12/2021

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/12/2021

2. Erroneous Visit ERRONEOUS VISIT

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_B
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Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Date of Col

lection
Specimen

Type
Specimen Collecti

on Location
Assay Code and

Description
Device
Type

Form Instan
ce

 1.           Repeating
Pages
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Unscheduled Visit on Jan/12/2021

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Microbiology Specimen

1. Actual Date of Collection: //

2. Specimen Type:

3. Specimen Collection
Location:

4. Assay Code and
Description:

5. Device Type:

6. Trade Name:

7. Test Result:

8. Comments/Findings
/Details:

[ ]

9. Trade Name Other, Specify: [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Treatment Ide

ntifier
Con Non-Drug Treatments

Pre-specified
Treatm

ent
Treatm

ent
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Unscheduled Visit on Jan/12/2021

Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Respiratory Treatment

1. What is the treatment
Identifier?

[ ]

2. Concomitant Non-drug
Treatment Pre-specified:

3. Treatment:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138167



Page 82 of 463

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Category of Clinica

l Event:
Subcategory of Clinic

al Event
Diagnosis Obt

ained
Toxicity G

rade
Form Instanc

e

 1.         Repeating
Pages
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Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Illness Details

1. Category of Clinical Event:

2. Subcategory of Clinical
Event:

3. Was a diagnosis obtained?

4. Toxicity Grade:
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Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Version: 15-Sep-2020 21:51

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Category fo
r Lab Test

Vendor
Name

Collectio
n Date:

Specime
n Type

Lab Result
Form Instan

ce

 1.         Sponsor-Defin
ed Identifier

Te
st:

Res
ult:

Repeating
Pages
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Unscheduled Visit on Jan/12/2021

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Version: 15-Sep-2020 21:51 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Lab Chemistry Details

1. Lab Panel:

2. Laboratory Name and
Address

[ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

Not Done:

LNMT Low
[ ]
High
[ ]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: LOCAL LABORATORY DATA - REPEATING
Hematology

Form Version: 15-Sep-2020 21:55

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Category f
or Lab Tes

t

Vendor Nam
e (DERIVED

)

Collecti
on Date

:

Specim
en Type

Lab Result
Form Instan

ce

 1.         Sponsor-Defi
ned Identifie

r

Te
st:

Res
ult:

Repeating
Pages
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Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Jan/12/2021

Form: LOCAL LABORATORY DATA - REPEATING
Hematology

Form Version: 15-Sep-2020 21:55 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Laboratory Data Hematology

1. Lab Panel:

2. Laboratory Name and
Address

[ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

Not Done:

LNMT Low
[ ]
High
[ ]
Unit
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Visit: POT_COVID_ILL 2 Form: VITAL SIGNS - COVID

Form Version: 15-Sep-2020 21:52

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date: Vital Signs Details Form Instance

 1.   Record Identifier: Systolic: Diastolic: Repeating Pages
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Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Jan/12/2021

Form: VITAL SIGNS - COVID

Form Version: 15-Sep-2020 21:52 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Systolic: [ ]

Diastolic: [ ]

Respiratory Rate in
respirations/minute:

[ ]

Heart Rate in
beats/minute:

[ ]
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Visit: POT_COVID_ILL 2 Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 15-Sep-2020 21:54

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date: Vital Signs Details Form Instance

 1.   Record Identifier: Oxygen Saturation Repeating Pages
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Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Jan/12/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 15-Sep-2020 21:54 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

SPO2 Pulse Oximetry % [ ]
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Visit: POT_COVID_ILL 2 Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Date Time of Asses

sment
Arterial Blood Gases

PaO2
FiO2 (Fraction of Inhaled

Oxygen)
Form Instance

 1.       Repeating
Pages
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Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Jan/12/2021

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Oxygenation Parameters

1. Date Time of Assessment: //

2. Arterial Blood Gases PaO2
(mmHg):

[ ]

3. FiO2 (Fraction of Inhaled
Oxygen):

[ ]
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Visit: POT_COVID_ILL 2 Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS

Form Version: 06-Jul-2020 21:55

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defin
ed Identifier

Category for
Medication

Concomitant Medica
tions Pre-specified

Name of M
edication

Start
Date

Form Instan
ce

 1.           Repeating
Pages
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Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Jan/12/2021

Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS

Form Version: 06-Jul-2020 21:55 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Start Date: //

6. Ongoing?
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Visit: POT_COVID_ILL 2 Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Date of Assessm

ent
Location of Assess

ment
Imaging Met

hod
Overall Assessm

ent
Form Instance

 1.         Repeating
Pages
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Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Jan/12/2021

Form: IMAGING

Form Version: 06-Jul-2020 21:53 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Imaging

1. Date of Assessment: //

2. Location of Assessment:

3. Type of Imaging Exam:

4. Assessment:
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Visit: POT_COVID_CONVA 1 -
Unscheduled Visit on Jan/12/2021

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/12/2021

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A1
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Visit: POT_COVID_CONVA 1 -
Unscheduled Visit on Jan/12/2021

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Jan/12/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRK9H7]

5.b Sample ID [BRK9H8]

5.c Sample ID [BRK9H9]

5.d Sample ID [BS0YGC]

5.e Sample ID [BS0YGD]
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Visit: POT_COVID_REPEAT_SWAB
- New Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Visit: POT_COVID_REPEAT_SWAB
- New Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT
SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: Unplanned - New Unscheduled
Visit

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: Unplanned - New Unscheduled
Visit

Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Unplanned Assessments

1. Assessments
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Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Category
AE Ide
ntifier

Adverse Event Start Date
Is the Adverse Eve

nt Still Ongoing
Form Instan

ce

 1. ADVERSE
EVENT 

1  INJECTION SI
TE PAIN 

Sep/17/2020
23:20 

NO
End Date Time:

Sep/20/2020 08:0
0

 

Repeating
Pages

 2. ADVERSE
EVENT 

2  INJECTION PA
IN 

Oct/5/2020 2
2:00 

NO
End Date Time:

Oct/6/2020 20:00
 

Repeating
Pages

 3. ADVERSE
EVENT 

3  BODY PAIN  Oct/5/2020 2
2:00 

NO
End Date Time:

Oct/6/2020 22:00
 

Repeating
Pages

 4. ADVERSE
EVENT 

4  LOW GRADE
FEVER 

Oct/6/2020 0
9:00 

NO
End Date Time:

Oct/7/2020 22:00
 

Repeating
Pages

 5. ADVERSE
EVENT 

5  CHILLS  Oct/6/2020 0
9:00 

NO
End Date Time:

Oct/7/2020 22:00
 

Repeating
Pages

 6. ADVERSE
EVENT 

6  acute exacerbati
on of asthma 

Dec/16/2020
UNK:UNK 

NO
End Date Time:

Repeating
Pages09
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Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Category
AE Ide
ntifier

Adverse Event Start Date
Is the Adverse Eve

nt Still Ongoing
Form Instan

ce

Dec/20/2020 UN
K:UNK
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[INJECTION SITE PAIN]

4. Start Date Time: Sep/17/2020 23:20

5. Is the adverse event still
ongoing?

NO

End Date Time:
Sep/20/2020 08:00

6. Toxicity Grade: 1
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

NO

12. Was a Non-Drug Treatment
given?

NO09
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[INJECTION PAIN]

4. Start Date Time: Oct/5/2020 22:00

5. Is the adverse event still
ongoing?

NO

End Date Time:
Oct/6/2020 20:00

6. Toxicity Grade: 2
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

NO

12. Was a Non-Drug Treatment
given?

NO09
01
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [3]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[BODY PAIN]

4. Start Date Time: Oct/5/2020 22:00

5. Is the adverse event still
ongoing?

NO

End Date Time:
Oct/6/2020 22:00

6. Toxicity Grade: 1
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7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

NO

12. Was a Non-Drug Treatment
given?

NO09
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13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [4]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[LOW GRADE FEVER]

4. Start Date Time: Oct/6/2020 09:00

5. Is the adverse event still
ongoing?

NO

End Date Time:
Oct/7/2020 22:00

6. Toxicity Grade: 1
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7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

YES

12. Was a Non-Drug Treatment
given?

NO09
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13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [5]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[CHILLS]

4. Start Date Time: Oct/6/2020 09:00

5. Is the adverse event still
ongoing?

NO

End Date Time:
Oct/7/2020 22:00

6. Toxicity Grade: 1
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7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

NO

12. Was a Non-Drug Treatment
given?

NO09
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13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [6]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[acute exacerbation of asthma]

4. Start Date Time: Dec/16/2020 UNK:UNK

5. Is the adverse event still
ongoing?

NO

End Date Time:
Dec/20/2020 UNK:UNK

6. Toxicity Grade: 3
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7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

YES

Is this serious event associated with congenital anomaly or
birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant
disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[Asthma]

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE09
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11. Was a Concomitant
Medication given?

YES

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[2021026250]
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#
Categ

ory
Medicatio
n Error

Start
Date

Is the medication erro
r Still Ongoing

Study Medication
Errors Action

Form Instan
ce

 1.           Repeating
Pages
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Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with
Study Treatment:

6. Was a Concomitant
Medication given?

7. Was a Non-Drug Treatment
given?

8. Did the Medication Error
cause the subject to be
discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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#
Sponsor-Defin
ed Identifier

Category for
Medication

Concomitant Medica
tions Pre-specified

Name of M
edication

Start
Date

Form Instan
ce
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Pages
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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#
Sponsor-Defi
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Category for
Medication

Concomitant Medic
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Name of
Medicatio
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Dose Des
cription
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Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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#
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Treatment Ide

ntifier
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Treatm

ent
Start D
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Back to Form

Radiation Treatment

1. Category:

2. What is the treatment
Identifier?

[ ]

3. Concomitant Non-drug
Treatment Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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# Transfusion Type Date of Transfusion Form Instance
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Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Nov/2/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form: VITAL SIGNS - TEMP
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Subject No: 10131554 Subject Initials: ---
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Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and
Address (Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Vaccination

1. Was there a temporary
delay of vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Informed Consent - Asymptomatic Surveillance

1. Consent Was:
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138229



Page 144 of 463

***Confidential***

 

Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/14/2021

2. Erroneous Visit
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eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response
- Is participant willing to
return for Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible and NOT confirmed to have received only placebo at
Vaccination 1/2
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eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Jan/14/2021

2. Primary Reason for
Unblinding:

ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Withdrawal Of Consent

1. Withdrawal of Consent
Date :

//
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Death Details

1. Date of Collection /
Notification of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Nov/2/2020
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eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Michael
Dever 

Approved Jan-20-2021 13:09:17 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Back to Form

Item Date User Comment

Form Sep-16-2020 13:44:31 (UTC-05:00)
Eastern Time (US & Canada)

Monica
Cooper
(pfe.mcooper)

Not Applicable
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Back to Form

Item Date User Comment

Form Sep-16-2020 13:57:36 (UTC-05:00)
Eastern Time (US & Canada)

Monica
Cooper
(pfe.mcooper)

Not Applicable
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Back to Form
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Back to Form
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Back to Form
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Back to Form

Item Date User Comment
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Eastern Time (US & Canada)
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Back to Form
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Back to Form
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Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Michael
Dever 

Approved Jan-20-2021 13:09:17 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Matthew
Stephens 

N/A Dec-14-2020 13:54:22 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael
Dever 

Approved Nov-06-2020 08:39:25 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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1. Select appropriate response - Protocol version

Date Location User Value Reason

Sep-16-2020
13:43:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
08 SEP 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Sep-16-2020
13:43:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
STAGE 3 COHORT
S

Initial Entry
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Sep-16-2020
13:44:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
OBTAINED

Date Written Conse
nt Obtained

Sep/16/2020

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
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Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject ID

Date Location User Value Reason

Sep-16-2020
13:43:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10131554

Item copied
from previous
form

2. Birth Date:

Date Location User Value Reason

Sep-16-2020
13:43:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1961

Enrollment
Entry

3. Sex:

Date Location User Value Reason

Sep-16-2020
13:44:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason09
01

77
e1
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2f
64
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al
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Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-16-2020
13:44:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NOT HISPANIC OR
LATINO(A) OR OF
SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Sep-16-2020
13:44:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
WHITE

Initial Entry

09
01
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Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-16-2020
13:44:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Sep/16/2020

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
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Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Sep-16-2020
13:44:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Sep/16/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Sep-16-2020
13:44:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Sep-16-2020
13:44:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
COMPLETED

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138305



Page 220 of 463

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Sep-17-2020
12:30:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

1

Medical
History T
erm:

cholecysti
tis

Start Dat
e:

UNK/UN
K/2009

Ongoing: NO
End Dat
e:

UNK/
UNK/2
009

Initial Entry

Sep-17-2020
12:30:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

Medical
History T
erm:

Start Dat
e:

UNK/UN
K/2009

Transcription
Error

09
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Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Ongoing: NO
End Dat
e:

UNK/
UNK/2
009

Sep-16-2020
13:45:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

1

Medical
History T
erm:

cholecysti
tis

Start Dat
e:

UNK/UN
K/2009

Ongoing: NO
End Dat
e:

UNK/
UNK/2
009

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Sep-17-2020
12:30:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

09
01

77
e1

96
ae

2f
64
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-17-2020
12:30:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Transcription
Error

Sep-16-2020
13:45:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-18-2020
04:10:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Closed Response
satisfies query

Sep-17-2020
12:30:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
cholecystitis

Initial Entry

Sep-17-2020
12:30:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answere
d

Transcription
Error

Sep-17-2020
12:30:45

ACV0PFEINFP6000  Monica
Cooper

Data Entry: Transcription
Error
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mcooper)

Sep-17-2020
11:56:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Swaranjali
Subhash
Pawar
(pfe.pawars01)

Query 1: Opened DM: A trailing
space is
identified. To
avoid
processing
errors, please
remove the
identified
character by
deleting the
entry and
re-entering the
data (without
using copy and
paste).

Sep-16-2020
13:45:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
cholecystitis

Initial Entry

1.a Start Date:

Date Location User Value Reason

Sep-16-2020
13:45:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
UNK/UNK/2009

Initial Entry

09
01
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2f
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.a Ongoing:

Date Location User Value Reason

Sep-16-2020
13:45:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

End Date:

UNK/UNK/2009

Initial Entry

1.b

Date Location User Value Reason

Sep-16-2020
13:45:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

2

Medical H
istory Ter
m:

herniated d
isc C-5

Start Date
:

UNK/UN
K/2003

Ongoing: NO
End Date
:

UNK/U
NK/200
3

Initial Entry

09
01

77
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2f
64
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.b Line/MH Number:

Date Location User Value Reason

Sep-16-2020
13:45:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-16-2020
13:45:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
herniated disc C-5

Initial Entry

1.b Start Date:

Date Location User Value Reason

Sep-16-2020
13:45:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
UNK/UNK/2003

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Sep-16-2020
13:45:22

ACV0PFEINFP6000  Monica
Cooper

Data Entry:
NO

Initial Entry09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mcooper) End Date:

UNK/UNK/2003

1.c

Date Location User Value Reason

Sep-16-2020
13:45:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

3

Medical H
istory Ter
m:

surgical fu
sion of C5

Start Date
:

UNK/UN
K/2003

Ongoing: NO
End Date
:

UNK/U
NK/200
3

Initial Entry

09
01

77
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64
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.c Line/MH Number:

Date Location User Value Reason

Sep-16-2020
13:45:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-16-2020
13:45:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
surgical fusion of C5

Initial Entry

1.c Start Date:

Date Location User Value Reason

Sep-16-2020
13:45:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
UNK/UNK/2003

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Sep-16-2020
13:45:39

ACV0PFEINFP6000  Monica
Cooper

Data Entry:
NO

Initial Entry09
01

77
e1

96
ae

2f
64

\F
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\F
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mcooper) End Date:

UNK/UNK/2003

1.d

Date Location User Value Reason

Sep-16-2020
13:45:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

4

Medical H
istory Ter
m:

cholecyste
ctomy

Start Date
:

UNK/UN
K/2009

Ongoing: NO
End Date
:

UNK/U
NK/200
9

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
in

al
\F
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.d Line/MH Number:

Date Location User Value Reason

Sep-16-2020
13:45:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-16-2020
13:45:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
cholecystectomy

Initial Entry

1.d Start Date:

Date Location User Value Reason

Sep-16-2020
13:45:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
UNK/UNK/2009

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Sep-16-2020
13:45:56

ACV0PFEINFP6000  Monica
Cooper

Data Entry:
NO

Initial Entry09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
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 0
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mcooper) End Date:

UNK/UNK/2009

1.e

Date Location User Value Reason

Sep-16-2020
13:46:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/M
H Numb
er:

5

Medical
History
Term:

total abdomi
nal hysterect
omy

Start Da
te:

UNK/UNK/
2009

Ongoing
:

NO
End Date:

UNK/UN
K/2009

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.e Line/MH Number:

Date Location User Value Reason

Sep-16-2020
13:46:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-16-2020
13:46:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
total abdominal hyst
erectomy

Initial Entry

1.e Start Date:

Date Location User Value Reason

Sep-16-2020
13:46:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
UNK/UNK/2009

Initial Entry

1.e Ongoing:

Date Location User Value Reason

Sep-16-2020
13:46:15

ACV0PFEINFP6000  Monica
Cooper

Data Entry:
NO

Initial Entry09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138317



Page 232 of 463

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mcooper) End Date:

UNK/UNK/2009

1.f

Date Location User Value Reason

Sep-16-2020
13:46:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

6

Medical
History T
erm:

bilateral oo
phorectom
y

Start Dat
e:

UNK/UNK
/2009

Ongoing: NO
End Date:

UNK/U
NK/200
9

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138318



Page 233 of 463

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.f Line/MH Number:

Date Location User Value Reason

Sep-16-2020
13:46:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-16-2020
13:46:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
bilateral oophorecto
my

Initial Entry

1.f Start Date:

Date Location User Value Reason

Sep-16-2020
13:46:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
UNK/UNK/2009

Initial Entry

1.f Ongoing:

Date Location User Value Reason

Sep-16-2020
13:46:34

ACV0PFEINFP6000  Monica
Cooper

Data Entry:
NO

Initial Entry09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138319



Page 234 of 463

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mcooper) End Date:

UNK/UNK/2009

1.g

Date Location User Value Reason

Sep-16-2020
13:47:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

7

Medical
History T
erm:

bilateral sal
pingectomy

Start Dat
e:

UNK/UNK
/2009

Ongoing: NO
End Date:

UNK/U
NK/200
9

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138320



Page 235 of 463

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.g Line/MH Number:

Date Location User Value Reason

Sep-16-2020
13:47:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-16-2020
13:47:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
bilateral salpingecto
my

Initial Entry

1.g Start Date:

Date Location User Value Reason

Sep-16-2020
13:47:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
UNK/UNK/2009

Initial Entry

1.g Ongoing:

Date Location User Value Reason

Sep-16-2020
13:47:34

ACV0PFEINFP6000  Monica
Cooper

Data Entry:
NO

Initial Entry09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138321



Page 236 of 463

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mcooper) End Date:

UNK/UNK/2009

1.h

Date Location User Value Reason

Sep-16-2020
13:47:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

8

Medical H
istory Ter
m:

endometri
osis

Start Date
:

UNK/UN
K/2008

Ongoing: NO
End Date
:

UNK/U
NK/200
9

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138322



Page 237 of 463

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.h Line/MH Number:

Date Location User Value Reason

Sep-16-2020
13:47:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
8

Initial Entry

1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-16-2020
13:47:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
endometriosis

Initial Entry

1.h Start Date:

Date Location User Value Reason

Sep-16-2020
13:47:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
UNK/UNK/2008

Initial Entry

1.h Ongoing:

Date Location User Value Reason

Sep-16-2020
13:47:57

ACV0PFEINFP6000  Monica
Cooper

Data Entry:
NO

Initial Entry09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138323



Page 238 of 463

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mcooper) End Date:

UNK/UNK/2009

1.i

Date Location User Value Reason

Sep-16-2020
13:48:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

9

Medical His
tory Term:

hyperten
sion

Start Date: UNK/U
NK/201
7

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138324



Page 239 of 463

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.i Line/MH Number:

Date Location User Value Reason

Sep-16-2020
13:48:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
9

Initial Entry

1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-16-2020
13:48:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
hypertension

Initial Entry

1.i Start Date:

Date Location User Value Reason

Sep-16-2020
13:48:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
UNK/UNK/2017

Initial Entry

1.i Ongoing:

Date Location User Value Reason

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138325



Page 240 of 463

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-16-2020
13:48:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
YES

Initial Entry

1.j

Date Location User Value Reason

Sep-16-2020
13:48:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

10

Medical Hi
story Term
:

hyperchol
esterolem
ia

Start Date: UNK/UN
K/2019

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138326



Page 241 of 463

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.j Line/MH Number:

Date Location User Value Reason

Sep-16-2020
13:48:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10

Initial Entry

1.j Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-16-2020
13:48:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
hypercholesterolemi
a

Initial Entry

1.j Start Date:

Date Location User Value Reason

Sep-16-2020
13:48:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
UNK/UNK/2019

Initial Entry

1.j Ongoing:

Date Location User Value Reason

Sep-16-2020
13:48:21

ACV0PFEINFP6000  Monica
Cooper

Data Entry:
YES

Initial Entry09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138327



Page 242 of 463

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mcooper)

1.k

Date Location User Value Reason

Sep-16-2020
13:48:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

11

Medical
History
Term:

rheumatoid
arthritis in r
emission

Start Da
te:

UNK/UNK/
2010

Ongoing
:

YES

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138328



Page 243 of 463

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.k Line/MH Number:

Date Location User Value Reason

Sep-16-2020
13:48:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
11

Initial Entry

1.k Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-29-2020
06:29:36
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Gary Steven
Friedman
(pfe.friedg01)

Query 1:
Closed

Response satisfies query

Sep-28-2020
08:29:17
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1:
Answere
d

PER CRC SUBJECT IS
NOT TAKING ANY
MEDICATION FOR
RHEUMATOID
ARTHRITIS

Sep-26-2020
14:32:13
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Gary Steven
Friedman
(pfe.friedg01)

Query 1:
Opened

RHEUMATOID
ARTHRITIS (ONGOING):
please confirm that
participant IS or IS NOT
receiving ORAL
CORTICOSTEROIDS OR
METHOTREXATE or
ORAL OR PARENTERAL

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138329



Page 244 of 463

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

IMMUNOMODULATORS
currently to maintain
remission.

Sep-16-2020
13:48:47
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Monica Cooper
(pfe.mcooper)

Data Ent
ry:
rheumato
id arthriti
s in remi
ssion

Initial Entry

1.k Start Date:

Date Location User Value Reason

Sep-16-2020
13:48:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
UNK/UNK/2010

Initial Entry

1.k Ongoing:

Date Location User Value Reason

Sep-16-2020
13:48:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
YES

Initial Entry

1.l

Date Location User Value Reason

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138330



Page 245 of 463

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-16-2020
13:49:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

12

Medical His
tory Term:

asthma

Start Date: UNK/U
NK/196
8

Ongoing: YES

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138331



Page 246 of 463

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.l Line/MH Number:

Date Location User Value Reason

Sep-16-2020
13:49:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
12

Initial Entry

1.l Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-16-2020
13:49:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
asthma

Initial Entry

1.l Start Date:

Date Location User Value Reason

Sep-16-2020
13:49:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
UNK/UNK/1968

Initial Entry

1.l Ongoing:

Date Location User Value Reason

Sep-16-2020
13:49:03

ACV0PFEINFP6000  Monica
Cooper

Data Entry:
YES

Initial Entry09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138332



Page 247 of 463

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mcooper)

1.m

Date Location User Value Reason

Sep-16-2020
13:49:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

13

Medical His
tory Term:

seasonal
allergies

Start Date: UNK/U
NK/1972

Ongoing: YES

Initial Entry
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Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.m Line/MH Number:

Date Location User Value Reason

Sep-16-2020
13:49:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
13

Initial Entry

1.m Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-16-2020
13:49:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
seasonal allergies

Initial Entry

1.m Start Date:

Date Location User Value Reason

Sep-16-2020
13:49:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
UNK/UNK/1972

Initial Entry

1.m Ongoing:

Date Location User Value Reason

Sep-16-2020
13:49:15

ACV0PFEINFP6000  Monica
Cooper

Data Entry:
YES

Initial Entry09
01

77
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mcooper)

1.n

Date Location User Value Reason

Sep-16-2020
13:49:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

14

Medical
History T
erm:

irritable bo
wel syndro
me

Start Date
:

UNK/UN
K/2014

Ongoing: YES

Initial Entry
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Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.n Line/MH Number:

Date Location User Value Reason

Sep-16-2020
13:49:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
14

Initial Entry

1.n Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-16-2020
13:49:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
irritable bowel syndr
ome

Initial Entry

1.n Start Date:

Date Location User Value Reason

Sep-16-2020
13:49:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
UNK/UNK/2014

Initial Entry

1.n Ongoing:

Date Location User Value Reason

Sep-16-2020
13:49:37

ACV0PFEINFP6000  Monica
Cooper

Data Entry:
YES

Initial Entry09
01

77
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mcooper)

1.o

Date Location User Value Reason

Sep-16-2020
13:49:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

15

Medical His
tory Term:

obesity

Start Date: UNK/U
NK/201
6

Ongoing: YES

Initial Entry

09
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.o Line/MH Number:

Date Location User Value Reason

Sep-16-2020
13:49:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
15

Initial Entry

1.o Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-16-2020
13:49:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
obesity

Initial Entry

1.o Start Date:

Date Location User Value Reason

Sep-16-2020
13:49:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
UNK/UNK/2016

Initial Entry

1.o Ongoing:

Date Location User Value Reason

Sep-16-2020
13:49:49

ACV0PFEINFP6000  Monica
Cooper

Data Entry:
YES

Initial Entry09
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77
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---
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(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mcooper)
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - What is the subject HIV status?

Date Location User Value Reason

Sep-16-2020
13:50:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
The subject is NOT
known to be HIV PO
SITIVE

Initial Entry
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Sep-16-2020
13:57:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Sep/16/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Sep-16-2020
13:57:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
94.6

Initial Entry

3. Unit:

Date Location User Value Reason

Sep-16-2020
13:57:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
kg

Initial Entry

4. Height:

Date Location User Value Reason
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-16-2020
13:57:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
166.5

Initial Entry

5. Unit:

Date Location User Value Reason

Sep-16-2020
13:57:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Sep-16-2020
13:57:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
34.1

Initial Entry

7.a

Date Location User Value Reason

Sep-16-2020
13:57:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Record Ide
ntifier::

1

Temperatu
re:

36.4

Initial Entry
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Temperatu
re Unit:

C

Temperatu
re Locatio
n::

ORAL
CAVIT
Y

7.a Record Identifier:

Date Location User Value Reason

Sep-16-2020
13:57:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Sep-16-2020
13:57:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
36.4

Initial Entry

7.a Unit:

Date Location User Value Reason

Sep-16-2020
13:57:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
C

Initial Entry
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

7.a Temperature Location:

Date Location User Value Reason

Sep-16-2020
13:57:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
ORAL CAVITY

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Sep-16-2020
13:57:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Sep-16-2020
13:57:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Sep-16-2020
13:57:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason
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Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-16-2020
13:57:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Sep-16-2020
13:57:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason

Sep-16-2020
13:57:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Sponsor-De
fined Identi
fier:

Not A
pplica
ble

Test:: Not A
pplica
ble

Result:: Not A
pplica
ble

Not Done:: Not A
pplica
ble

Initial Entry
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Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

6.a Sponsor ID:

Date Location User Value Reason

Sep-16-2020
13:57:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Sep-16-2020
13:57:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Sep-16-2020
13:57:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Not Applicable

Initial Entry

6.a Not Done:

Date Location User Value Reason

Sep-16-2020
13:57:36

ACV0PFEINFP6000  Monica
Cooper

Data Entry:
Not Applicable

Initial Entry09
01
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(UTC-05:00)
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& Canada)

(pfe.mcooper)
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Back to Form

1. Randomization Date :

Date Location User Value Reason

Sep-16-2020
13:57:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Sep/16/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Sep-16-2020
13:57:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
260125

Initial Entry
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Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-16-2020
13:58:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-16-2020
13:58:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-16-2020
18:27:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Sep-16-2020
13:58:05
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77

e1
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Sep-16-2020
13:58:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
YES

Date of Collection
:

Sep/16/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-16-2020
18:27:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Sample ID
:

BPC36
1

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-16-2020
18:27:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
BPC361

Initial Entry

5.b
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IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Sep-16-2020
18:27:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Sample ID
:

BPC36
2

Initial Entry

5.b Sample ID

Date Location User Value Reason

Sep-16-2020
18:27:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
BPC362

Initial Entry

5.c

Date Location User Value Reason

Sep-16-2020
18:27:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Sample ID
:

BPC36
3

Initial Entry
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IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sample ID

Date Location User Value Reason

Sep-16-2020
18:27:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
BPC363

Initial Entry

5.d

Date Location User Value Reason

Sep-16-2020
18:28:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Sample I
D:

BMN4P
K

Initial Entry

5.d Sample ID

Date Location User Value Reason

Sep-16-2020
18:28:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
BMN4PK

Initial Entry

5.e

Date Location User Value Reason

Sep-16-2020
18:28:08

ACV0PFEINFP6000  Monica
Cooper

Data Entry:
Sample I BMN4P

Initial Entry09
01
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mcooper) D: L

5.e Sample ID

Date Location User Value Reason

Sep-16-2020
18:28:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
BMN4PL

Initial Entry

09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-16-2020
13:58:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-16-2020
13:58:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-16-2020
18:28:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Sep-16-2020
13:58:13
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09
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77
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96

ae
2f

64
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Sep-16-2020
13:58:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
YES

Date of Collection
:

Sep/16/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-16-2020
18:28:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Sample I
D:

BPC2Z
Y

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-16-2020
18:28:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
BPC2ZY

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-16-2020
13:58:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-16-2020
13:58:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-16-2020
13:58:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
e1
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-16-2020
13:58:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Sep/16/2020 11:18

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-16-2020
13:58:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-16-2020
13:58:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
RIGHT

Initial Entry

7. Route:

Date Location User Value Reason

Sep-16-2020
13:58:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-16-2020
13:58:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Sep-16-2020
13:58:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail
History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Sep-16-2020
13:58:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO - REACTOGEN
ICITY E-DIARY N
OT COLLECTED F
OR THIS SUBJECT

Initial Entry
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Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-07-2020
08:09:10
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Closed Close Auto
Query

Oct-07-2020
03:48:23
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Sonal K
(pfe.ks66)

Query 2: Opened Erroneous
Visit is
marked, but
date of visit is
entered. Please
check whether
other
assessments
are performed
at this visit.

Oct-06-2020
09:29:43
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidat
e

Erroneous
Visit is
marked, but
date of visit is
entered. Please
check whether
other
assessments
are performed
at this visit.

Oct-06-2020
09:29:43

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Oct/5/2020

Transcription
Error
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time
(US & Canada)

(pfe.mstephens)

Sep-20-2020
05:05:49
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe.nairr29)

Query 1: Deleted No other
assessments
are performed.

Sep-17-2020
15:50:44
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

Erroneous
Visit is
marked, but
date of visit is
entered. Please
check whether
other
assessments
are performed
at this visit.

Sep-17-2020
15:49:30
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica Cooper
(pfe.mcooper)

Data Entry:
Sep/17/2020

Initial Entry

2. Erroneous Visit

Date Location User Value Reason

Oct-07-2020
08:09:10
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry: Transcription
Error
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Header Text: c4591001
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-17-2020
15:50:44
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica Cooper
(pfe.mcooper)

Data Entry:
ERRONEOUS VI
SIT

Initial Entry

09
01
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e1
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2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138363



Page 278 of 463

***Confidential***

 

Header Text: c4591001
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Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Oct-06-2020
11:15:25
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query 1: Closed Response
satisfies query

Oct-06-2020
09:29:43
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answere
d

Answer Auto
Query

Oct-06-2020
09:23:19
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ankita Thakur
(pfe.thakua20)

Query 1: Reissue
d:Opened

DM: Thank
you for the
response, at
Visit 2 , now
the DOV form
is unfrozen,
hence please
update the data
appropriate as
per the below
query. Else
clarify.

Oct-05-2020
16:46:09
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answere
d

CORRECT AS
RECORDED.
PLEASE
UNLOCK
DOV CRF
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

PAGE SO
DATA CAN
BE UPDATED.

Oct-05-2020
16:17:32
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Vital signs
Date
05/Oct/2020 is
not same as
Date of Visit
17/Sep/2020.
Please review
and update as
appropriate or
clarify.

Oct-05-2020
16:17:32
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Oct/5/2020

Initial Entry

2.a

Date Location User Value Reason

Oct-05-2020
16:17:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Record Ide
ntifier::

1

Temperatu
re:

36.4

Temperatu
re Unit:

C

Temperatu
re Locatio
n::

ORAL
CAVIT
Y

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.a Record Identifier:

Date Location User Value Reason

Oct-05-2020
16:17:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Oct-05-2020
16:17:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
36.4

Initial Entry

2.a Unit:

Date Location User Value Reason

Oct-05-2020
16:17:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
C

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Oct-05-2020
16:17:32
(UTC-05:00)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ORAL CAVITY

Initial Entry
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Eastern Time (US
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Back to Form

1. Lab Panel:

Date Location User Value Reason

Oct-05-2020
16:19:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Oct-05-2020
16:19:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Oct-05-2020
16:19:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason
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Oct-05-2020
16:19:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Oct-05-2020
16:19:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason

Oct-05-2020
16:19:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-De
fined Identi
fier:

Not A
pplica
ble

Test:: Not A
pplica
ble

Result:: Not A
pplica
ble

Not Done:: Not A
pplica
ble

Initial Entry
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6.a Sponsor ID:

Date Location User Value Reason

Oct-05-2020
16:19:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Oct-05-2020
16:19:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Oct-05-2020
16:19:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a Not Done:

Date Location User Value Reason

Oct-05-2020
16:19:36

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry09
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(UTC-05:00)
Eastern Time (US
& Canada)

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138371



Page 286 of 463

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-05-2020
16:20:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-05-2020
16:20:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-06-2020
11:14:46
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query 1: Closed Response
satisfies query

Oct-06-2020
09:29:43
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answere
d

Answer Auto
Query
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Eastern Time
(US & Canada)

Oct-06-2020
09:23:04
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ankita Thakur
(pfe.thakua20)

Query 1: Reissue
d:Opened

DM: Thank
you for the
response, at
Visit 2 , now
the DOV form
is unfrozen,
hence please
update the data
appropriate as
per the below
query. Else
clarify.

Oct-05-2020
17:12:48
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto
Query

Oct-05-2020
16:45:35
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answere
d

CORRECT AS
RECORDED.
PLEASE
UNLOCK
DOV CRF
PAGE SO
DATE BE
CHANGED.

Oct-05-2020
16:20:28
(UTC-05:00)
Eastern Time

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candida
te

'Sample
Collected?' is
Yes, however
no barcodes are09
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(US & Canada) entered. Please
review and
correct as
appropriate.

Oct-05-2020
16:20:28
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Date of
Collection
05/Oct/2020 is
greater than
Date of Visit
17/Sep/2020.
Please review
and update as
appropriate,
else clarify.

Oct-05-2020
16:20:28
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collecti
on:

Oct/5/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-05-2020
17:12:48
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BRG2S
3

Initial Entry

5.a Sample ID
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Date Location User Value Reason

Oct-05-2020
17:12:48
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BRG2S3

Initial Entry
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Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Oct-05-2020
17:16:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Oct-05-2020
17:16:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Oct-05-2020
17:16:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
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Oct-06-2020
11:14:20
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query 1: Closed Response
satisfies query

Oct-06-2020
09:29:43
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answere
d

Answer Auto
Query

Oct-06-2020
09:22:30
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ankita Thakur
(pfe.thakua20)

Query 1: Reissue
d:Opened

DM: Thank
you for the
response, at
Visit 2 , now
the DOV form
is unfrozen,
hence please
update the data
appropriate as
per the below
query. Else
clarify.

Oct-06-2020
07:55:12
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answere
d

PLEASE
UNFREEZE
DOV CRF
PAGE, SO
DATE CAN
BE
CHANGED.

Oct-05-2020
17:16:16
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Dose Date is
not equal to
Date of Visit09
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Eastern Time
(US & Canada)

17/Sep/2020 of
the
corresponding
Visit. Please
review and
update as
appropriate.

Oct-05-2020
17:16:16
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Oct/5/2020 15:14

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Oct-05-2020
17:16:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Oct-05-2020
17:16:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
RIGHT

Initial Entry

7. Route:
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Date Location User Value Reason

Oct-05-2020
17:16:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Oct-05-2020
17:16:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Oct-05-2020
17:16:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry
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Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-02-2020
15:39:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Nov/2/2020

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-02-2020
15:40:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-02-2020
15:40:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-02-2020
17:11:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Nov-02-2020
15:40:15
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09
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Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Nov-02-2020
15:40:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection
:

Nov/2/2020

Initial Entry

5.a

Date Location User Value Reason

Nov-02-2020
17:11:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BSHPX
L

Initial Entry

5.a Sample ID

Date Location User Value Reason

Nov-02-2020
17:11:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BSHPXL

Initial Entry

5.b
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Nov-02-2020
17:11:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BSHPX
M

Initial Entry

5.b Sample ID

Date Location User Value Reason

Nov-02-2020
17:11:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BSHPXM

Initial Entry

5.c

Date Location User Value Reason

Nov-02-2020
17:11:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BR646
F

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
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T
)
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***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sample ID

Date Location User Value Reason

Nov-02-2020
17:11:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BR646F

Initial Entry

5.d

Date Location User Value Reason

Nov-02-2020
17:11:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BR646
G

Initial Entry

5.d Sample ID

Date Location User Value Reason

Nov-02-2020
17:11:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BR646G

Initial Entry

5.e

Date Location User Value Reason

Nov-02-2020
17:12:03

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Sample I BR646

Initial Entry09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
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***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) D: H

5.e Sample ID

Date Location User Value Reason

Nov-02-2020
17:12:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BR646H

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02
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03

:4
2 
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M

T
)

FDA-CBER-2021-5683-0138385
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: DATE OF VISIT - ILLNESS ONSET - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-14-2020
13:56:18
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Dec-14-2020
13:54:55
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto
Query

Dec-14-2020
13:54:21
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidat
e

Date of Visit
is completed
but Date of
Assessment in
the Signs and
Symptoms
form is
missing.
Please review
and update as
appropriate.

Dec-14-2020
13:54:21
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

Date of Visit
is completed
but Date of
Collection in
both Nasal

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
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FDA-CBER-2021-5683-0138386
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: DATE OF VISIT - ILLNESS ONSET - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Swab Self and
Nasal Swab
are missing.
Please review
and update as
appropriate.

Dec-14-2020
13:54:21
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Dec/14/2020

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Dec-14-2020
13:54:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
COVID_A

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Dec-14-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Dec/14/2020

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Dec-14-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Nov/13/2020

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

Jan-13-2021
15:19:23
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica Cooper
(pfe.mcooper)

Data Entry:
NO

Date of Last Sym
ptom Resolved:

Dec/20/2020

New
Information

Dec-14-2020
13:54:55

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
YES

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time
(US & Canada)

(pfe.mstephens)

4.a

Date Location User Value Reason

Dec-14-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Symptoms: FEV

ER

Symptom P
resent:

NO

Initial Entry

4.a Symptoms:

Date Location User Value Reason

Dec-14-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
FEVER

Initial Entry

4.a Was symptom present?

Date Location User Value Reason

Dec-14-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

4.b

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr
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)

FDA-CBER-2021-5683-0138389
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Dec-14-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sympt
oms:

NEW OR I
NCREASE
D COUGH

Sympt
om Pr
esent:

YES

Initial Entry

4.b Symptoms:

Date Location User Value Reason

Dec-14-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NEW OR INCREA
SED COUGH

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Dec-14-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

4.c

Date Location User Value Reason

Dec-14-2020 ACV0PFEINFP6000  Matthew Data Entry: Initial Entry09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

Stephens
(pfe.mstephens)

Sym
ptom
s:

NEW OR I
NCREASE
D SHORTN
ESS OF BR
EATH

Sym
ptom
Pres
ent:

YES

4.c Symptoms:

Date Location User Value Reason

Dec-14-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NEW OR INCREA
SED SHORTNESS
OF BREATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Dec-14-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

4.d

Date Location User Value Reason

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
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2 

(G
M

T
)
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Dec-14-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Symptoms: CHIL

LS

Symptom P
resent:

NO

Initial Entry

4.d Symptoms:

Date Location User Value Reason

Dec-14-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Dec-14-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

4.e

Date Location User Value Reason

Dec-14-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Symp
toms:

NEW OR I
NCREASE
D MUSCL
E PAIN

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
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T
)

FDA-CBER-2021-5683-0138392
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Symp
tom P
resent
:

NO

4.e Symptoms:

Date Location User Value Reason

Dec-14-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NEW OR INCREA
SED MUSCLE PAI
N

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Dec-14-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

4.f

Date Location User Value Reason

Dec-14-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Symp
toms:

NEW LOS
S OF TAST
E OR SME
LL

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Symp
tom P
resent
:

YES

4.f Symptoms:

Date Location User Value Reason

Dec-14-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NEW LOSS OF TA
STE OR SMELL

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Dec-14-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

4.g

Date Location User Value Reason

Dec-14-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Symp
toms:

NEW OR I
NCREASE
D SORE T
HROAT

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Symp
tom P
resent
:

NO

4.g Symptoms:

Date Location User Value Reason

Dec-14-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NEW OR INCREA
SED SORE THRO
AT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Dec-14-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

4.h

Date Location User Value Reason

Dec-14-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Symptom
s:

DIAR
RHEA

Symptom
Present:

NO

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
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 0
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.h Symptoms:

Date Location User Value Reason

Dec-14-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Dec-14-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

4.i

Date Location User Value Reason

Dec-14-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Symptom
s:

VOMI
TING

Symptom
Present:

NO

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.i Symptoms:

Date Location User Value Reason

Dec-14-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Dec-14-2020
13:54:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

5.a

Date Location User Value Reason

Dec-14-2020
13:55:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Symptom
s - Other:

HEAD
ACHE

Initial Entry

5.a Symptoms - Other Text:

Date Location User Value Reason

Dec-14-2020
13:55:07

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
HEADACHE

Initial Entry09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens)

5.b

Date Location User Value Reason

Dec-14-2020
13:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sympto
ms - Ot
her:

NASAL
CONGES
TION

Initial Entry

5.b Symptoms - Other Text:

Date Location User Value Reason

Dec-14-2020
13:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NASAL CONGES
TION

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit
Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Dec-14-2020
13:55:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Dec-14-2020
13:55:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Dec-14-2020
13:55:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry

4. Assay Code and Description:

Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit
Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Dec-14-2020
13:55:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry

5. Device Type:

Date Location User Value Reason

Dec-14-2020
13:55:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry

6. Trade Name:

Date Location User Value Reason

Dec-14-2020
13:55:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry

7. Test Result:

Date Location User Value Reason

Dec-14-2020
13:55:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit
Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

8. Comments/Findings/Details:

Date Location User Value Reason

Dec-14-2020
13:55:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry

9. Trade Name Other, Specify:

Date Location User Value Reason

Dec-14-2020
13:55:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Dec-14-2020
13:56:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Dec-14-2020
13:56:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Dec-14-2020
13:56:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide
reason:09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Dec-14-2020
13:56:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
SWAB COLLECTE
D IN OFFICE

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Dec-14-2020
13:56:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Dec-14-2020
13:56:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Dec-15-2020
08:59:39
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Dec-14-2020
13:56:18
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

'Sample
Collected?' is
Yes, however09

01
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time
(US & Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Dec-14-2020
13:56:18
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Date of Collectio
n:

Dec/14/2020

Initial Entry

5.a

Date Location User Value Reason

Dec-15-2020
08:59:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BRHVR
V

Initial Entry

5.a Sample ID

Date Location User Value Reason

Dec-15-2020
08:59:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BRHVRV

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Dec-14-2020
13:56:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Type of Pra
ctitioner:

SPE
CIA
LIST

Occurrence
of Visits or
Contacts:

NO

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

Dec-14-2020
13:56:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
SPECIALIST

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

Dec-14-2020
13:56:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.b

Date Location User Value Reason

Dec-14-2020
13:56:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Type of P
ractitione
r:

EMER
GENC
Y ROO
M

Occurren
ce of Visit
s or Cont
acts:

NO

Initial Entry

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Dec-14-2020
13:56:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
EMERGENCY RO
OM

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Dec-14-2020
13:56:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

1.c
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Dec-14-2020
13:56:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Type of
Practitio
ner:

PRIMA
RY CAR
E PHYS
ICIAN

Occurre
nce of Vi
sits or C
ontacts:

NO

Initial Entry

1.c Physician or Healthcare Professional:

Date Location User Value Reason

Dec-14-2020
13:56:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
PRIMARY CARE
PHYSICIAN

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Dec-14-2020
13:56:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

1.d

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Dec-14-2020
13:56:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Type of Pr
actitioner:

URG
ENT
CAR
E

Occurrenc
e of Visits o
r Contacts:

NO

Initial Entry

1.d Physician or Healthcare Professional:

Date Location User Value Reason

Dec-14-2020
13:56:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
URGENT CARE

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Dec-14-2020
13:56:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

1.e

Date Location User Value Reason

Dec-14-2020
13:56:30

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Type of TELEP

Initial Entry09
01

77
e1

96
ae

2f
64

\F
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\F
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al
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) Practitio
ner:

HONE
CONSU
LTATIO
N

Occurre
nce of Vi
sits or C
ontacts:

NO

1.e Physician or Healthcare Professional:

Date Location User Value Reason

Dec-14-2020
13:56:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
TELEPHONE CON
SULTATION

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Dec-14-2020
13:56:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

1.f

Date Location User Value Reason

Dec-14-2020
13:56:30

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Type of Pract OT

Initial Entry09
01

77
e1

96
ae

2f
64
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al
\F

in
al
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) itioner: HE
R

Occurrence o
f Visits or Co
ntacts:

NO

1.f Physician or Healthcare Professional:

Date Location User Value Reason

Dec-14-2020
13:56:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
OTHER

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Dec-14-2020
13:56:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

3. Has the subject been hospitalized due to potential COVID-19 illness?

Date Location User Value Reason

Dec-14-2020
13:56:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: RESPIRATORY TREATMENT - eCRF Audit Trail
History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. What is the treatment Identifier?

Date Location User Value Reason

Dec-14-2020
13:56:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry

2. Concomitant Non-drug Treatment Pre-specified:

Date Location User Value Reason

Dec-14-2020
13:56:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry

3. Treatment:

Date Location User Value Reason

Dec-14-2020
13:56:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry

4. Treatment:

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: RESPIRATORY TREATMENT - eCRF Audit Trail
History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Dec-14-2020
13:56:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry

5. Start Date:

Date Location User Value Reason

Dec-14-2020
13:56:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry

6. Ongoing?

Date Location User Value Reason

Dec-14-2020
13:56:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138413



Page 328 of 463

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: ILLNESS DETAILS - eCRF Audit Trail History
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Dec-14-2020
13:56:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
POTENTIAL COVID-
19 ILLNESS

Initial Entry

2. Was a diagnosis obtained for Potential COVID-19 Illness?

Date Location User Value Reason

Dec-14-2020
13:56:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

3. Toxicity Grade:

Date Location User Value Reason

Dec-14-2020
13:56:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
2

Initial Entry
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Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Dec-14-2020
13:57:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry

2. Subcategory of Clinical Event:

Date Location User Value Reason

Dec-14-2020
13:57:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry

3. Was a diagnosis obtained?

Date Location User Value Reason

Dec-14-2020
13:57:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry

4. Toxicity Grade:

Date Location User Value Reason
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Dec-14-2020
13:57:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry
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Back to Form

Date Location User Value Reason

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Matthew
Stephens
(pfe.mstephens)

Form Created
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Back to Form

1. Lab Panel:

Date Location User Value Reason

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
CLINICAL CHEMIST
RY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
ORLANDO REGI
ONAL MEDICAL
CENTER 1414 KU
HL AVE ORLAND
O FL 32806

Initial Entry

3. Collection Date:

Date Location User Value Reason

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Dec/14/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason09
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Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

329

Test:: C Reactive
Protein_P
X329

Result:: 9.4

Not Done:
:

Lab Nor
mal Rang
e:

High
9.9

Unit
mg/L

Initial Entry

5.a Sponsor ID:

Date Location User Value Reason

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
329

Initial Entry
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& Canada)

5.a Test:

Date Location User Value Reason

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
C Reactive Protein_
PX329

Initial Entry

5.a Result:

Date Location User Value Reason

Dec-23-2020
02:47:18
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Swetha
Thangellapally
(pfe.thangs22)

Query 1: Closed Response
satisfies query

Dec-22-2020
13:15:59
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answere
d

PER CRC
LOWER LAB
LIMIT VALUE
NOT
AVAILABLE.

Dec-22-2020
01:55:04
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Usha Ogirala
(pfe.ogirau)

Query 1: Reissue
d:Opened

DM2: If result
is entered, the
Lab normal
range (Low,
high or Unit) is
required. Please
contact Lab for
correct normal
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ranges and
update as
appropriate.
Thank you.

Dec-21-2020
13:13:32
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answere
d

Original value
is correct

Dec-21-2020
00:14:37
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Pratiksha
Mahadik
(pfe.mahadp07)

Query 1: Reissue
d:Opened

DM1: Thank
you for the
response.
Please consider
to update the
ranges with
available unit
from the CRF
options. Kindly
connect with
your CRA for
any further
assistance if
needed.

Dec-18-2020
07:29:34
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answere
d

LOWER LAB
LIMIT VALUE
IS NOT
AVAILABLE.

Dec-18-2020
01:00:08
(UTC-05:00)

ACV0PFEINFP6000  Usha Ogirala
(pfe.ogirau)

Query 1: Reissue
d:Opened

DM: If result is
entered, the
Lab normal09

01
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e1
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64
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Eastern Time
(US & Canada)

range (Low,
high or Unit) is
required. Please
contact Lab for
correct normal
ranges and
update as
appropriate.
Thank you.

Dec-17-2020
09:18:29
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answere
d

LOWER LAB
LIMIT VALUE
NOT
AVAILABLE
ON LAB
RESULTS.

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is
present, but lab
normal range
(Low, high or
Unit) is
missing. Please
correct or
confirm.

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
9.4

Initial Entry

5.a LNMT

Date Location User Value Reason09
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Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
High

9.9

Unit
mg/L

Initial Entry

5.b

Date Location User Value Reason

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

30

Test:: Alanine A
minotransfe
rase_PX30

Result:: 22

Not Done
::

Lab Nor
mal Ran
ge:

Low
7

High
52

Unit
U/L

Initial Entry
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5.b Sponsor ID:

Date Location User Value Reason

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30

Initial Entry

5.b Test:

Date Location User Value Reason

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Alanine Aminotrans
ferase_PX30

Initial Entry

5.b Result:

Date Location User Value Reason

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
22

Initial Entry

5.b LNMT

Date Location User Value Reason

Dec-17-2020
09:18:09

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Low

Initial Entry09
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(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) 7

High
52

Unit
U/L

5.c

Date Location User Value Reason

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier
:

28

Test:: Aspartate A
minotransfe
rase_PX28

Result:: 17

Not Don
e::

Lab Nor
mal Ran
ge:

Low
13

High
39

Unit
U/L

Initial Entry

09
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5.c Sponsor ID:

Date Location User Value Reason

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
28

Initial Entry

5.c Test:

Date Location User Value Reason

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Aspartate Aminotra
nsferase_PX28

Initial Entry

5.c Result:

Date Location User Value Reason

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
17

Initial Entry

5.c LNMT

Date Location User Value Reason

Dec-17-2020
09:18:09

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Low

Initial Entry09
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(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) 13

High
39

Unit
U/L

5.d

Date Location User Value Reason

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

35

Test:: Alkaline P
hosphatase
_PX35

Result:: 94

Not Done:
:

Lab Nor
mal Rang
e:

Low
34

High
104

Unit
U/L

Initial Entry
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5.d Sponsor ID:

Date Location User Value Reason

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
35

Initial Entry

5.d Test:

Date Location User Value Reason

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Alkaline Phosphata
se_PX35

Initial Entry

5.d Result:

Date Location User Value Reason

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
94

Initial Entry

5.d LNMT

Date Location User Value Reason

Dec-17-2020
09:18:09

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Low

Initial Entry09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) 34

High
104

Unit
U/L

5.e

Date Location User Value Reason

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Def
ined Identifi
er:

21

Test:: Bilirubi
n_PX21

Result:: 0.2

Not Done::

Lab Normal
Range:

Low
0.3

High
1.0

Unit
mg/dL

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.e Sponsor ID:

Date Location User Value Reason

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
21

Initial Entry

5.e Test:

Date Location User Value Reason

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Bilirubin_PX21

Initial Entry

5.e Result:

Date Location User Value Reason

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
0.2

Initial Entry

5.e LNMT

Date Location User Value Reason

Dec-17-2020
09:18:09

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) 0.3

High
1.0

Unit
mg/dL

5.f

Date Location User Value Reason

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

47

Test:: Blood Ure
a Nitrogen
_PX47

Result:: 17

Not Done:
:

Lab Nor
mal Rang
e:

Low
7

High
25

Unit
mg/dL

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor ID:

Date Location User Value Reason

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
47

Initial Entry

5.f Test:

Date Location User Value Reason

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Blood Urea Nitroge
n_PX47

Initial Entry

5.f Result:

Date Location User Value Reason

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
17

Initial Entry

5.f LNMT

Date Location User Value Reason

Dec-17-2020
09:18:09

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) 7

High
25

Unit
mg/dL

5.g

Date Location User Value Reason

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Def
ined Identifi
er:

48

Test:: Creatini
ne_PX4
8

Result:: 0.53

Not Done::

Lab Normal
Range:

Low
0.60

High
1.20

Unit
mg/dL

Initial Entry

09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.g Sponsor ID:

Date Location User Value Reason

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
48

Initial Entry

5.g Test:

Date Location User Value Reason

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Creatinine_PX48

Initial Entry

5.g Result:

Date Location User Value Reason

Dec-17-2020
09:18:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
0.53

Initial Entry

5.g LNMT

Date Location User Value Reason

Dec-17-2020
09:18:09

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Low

Initial Entry09
01
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2f
64
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Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) 0.60

High
1.20

Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - Audit Trail

Form Version: 14-Jan-2021 02:30 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
CLINICAL CHEMIST
RY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ORLANDO REGIO
NAL MEDICAL CE
NTER, 1414 KUHL
AVE. ORLANDO, F
L 32806

Initial Entry

3. Collection Date:

Date Location User Value Reason

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/12/2021

Initial Entry

4. Specimen Type:

Date Location User Value Reason09
01
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al
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

329

Test:: C Reactive
Protein_P
X329

Result:: 20.7

Not Done:
:

Lab Nor
mal Rang
e:

High
9.9

Unit
mg/L

Initial Entry

5.a Sponsor ID:

Date Location User Value Reason

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
329

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

& Canada)

5.a Test:

Date Location User Value Reason

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
C Reactive Protein_P
X329

Initial Entry

5.a Result:

Date Location User Value Reason

Jan-18-2021
04:18:54
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Astrud van der
Merwe
(pfe.vandea62)

Query 1: Closed Response
satisfies query

Jan-15-2021
19:04:52
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answer
ed

LOCAL
LABORATORY
DOES NOT
PROVIDE A
LOWER
RANGE FOR
THIS TEST. IT
IS MEASURED
BY EQUAL OR
LESS THAN 9.9
MG/L. NOT
CLINICALLY
SIGNIFICANT.09

01
77

e1
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64
\F
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is present,
but lab normal
range (Low, high
or Unit) is
missing. Please
correct or
confirm.

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
20.7

Initial Entry

5.a LNMT

Date Location User Value Reason

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
High

9.9

Unit
mg/L

Initial Entry

5.b

Date Location User Value Reason

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

30

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
in

al
\F
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al
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Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Test:: Alanine A
minotransfe
rase_PX30

Result:: 31

Not Done
::

Lab Nor
mal Ran
ge:

Low
7

High
52

Unit
U/L
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b Sponsor ID:

Date Location User Value Reason

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30

Initial Entry

5.b Test:

Date Location User Value Reason

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Alanine Aminotransf
erase_PX30

Initial Entry

5.b Result:

Date Location User Value Reason

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
31

Initial Entry

5.b LNMT

Date Location User Value Reason

Jan-15-2021
19:03:42

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
64
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al
\F
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al
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

7

High
52

Unit
U/L

5.c

Date Location User Value Reason

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier
:

28

Test:: Aspartate A
minotransfe
rase_PX28

Result:: 21

Not Don
e::

Lab Nor
mal Ran
ge:

Low
13

High
39

Unit
U/L

Initial Entry

09
01

77
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\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138443



Page 358 of 463

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sponsor ID:

Date Location User Value Reason

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
28

Initial Entry

5.c Test:

Date Location User Value Reason

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Aspartate Aminotran
sferase_PX28

Initial Entry

5.c Result:

Date Location User Value Reason

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
21

Initial Entry

5.c LNMT

Date Location User Value Reason

Jan-15-2021
19:03:42

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
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\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138444



Page 359 of 463

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020
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Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

13

High
39

Unit
U/L

5.d

Date Location User Value Reason

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

35

Test:: Alkaline P
hosphatase
_PX35

Result:: 85

Not Done:
:

Lab Nor
mal Rang
e:

Low
34

High
104

Unit
U/L

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sponsor ID:

Date Location User Value Reason

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
35

Initial Entry

5.d Test:

Date Location User Value Reason

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Alkaline Phosphatase
_PX35

Initial Entry

5.d Result:

Date Location User Value Reason

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
85

Initial Entry

5.d LNMT

Date Location User Value Reason

Jan-15-2021
19:03:42

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

34

High
104

Unit
U/L

5.e

Date Location User Value Reason

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Def
ined Identifi
er:

21

Test:: Bilirubi
n_PX21

Result:: 0.2

Not Done::

Lab Normal
Range:

Low
0.3

High
1.0

Unit
mg/dL

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
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FDA-CBER-2021-5683-0138447
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.e Sponsor ID:

Date Location User Value Reason

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
21

Initial Entry

5.e Test:

Date Location User Value Reason

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Bilirubin_PX21

Initial Entry

5.e Result:

Date Location User Value Reason

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
0.2

Initial Entry

5.e LNMT

Date Location User Value Reason

Jan-15-2021
19:03:42

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

0.3

High
1.0

Unit
mg/dL

5.f

Date Location User Value Reason

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

47

Test:: Blood Ure
a Nitrogen
_PX47

Result:: 24

Not Done:
:

Lab Nor
mal Rang
e:

Low
7

High
25

Unit
mg/dL

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
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\F
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al

 O
n:
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor ID:

Date Location User Value Reason

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
47

Initial Entry

5.f Test:

Date Location User Value Reason

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Blood Urea Nitrogen
_PX47

Initial Entry

5.f Result:

Date Location User Value Reason

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
24

Initial Entry

5.f LNMT

Date Location User Value Reason

Jan-15-2021
19:03:42

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138450



Page 365 of 463

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

7

High
25

Unit
mg/dL

5.g

Date Location User Value Reason

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Def
ined Identifi
er:

48

Test:: Creatini
ne_PX4
8

Result:: 0.68

Not Done::

Lab Normal
Range:

Low
0.60

High
1.20

Unit
mg/dL

Initial Entry

09
01

77
e1
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ae

2f
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al
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.g Sponsor ID:

Date Location User Value Reason

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
48

Initial Entry

5.g Test:

Date Location User Value Reason

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Creatinine_PX48

Initial Entry

5.g Result:

Date Location User Value Reason

Jan-15-2021
19:03:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
0.68

Initial Entry

5.g LNMT

Date Location User Value Reason

Jan-15-2021
19:03:42

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr
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2 
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)

FDA-CBER-2021-5683-0138452
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

0.60

High
1.20

Unit
mg/dL
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - Audit Trail

Form Version: 15-Sep-2020 21:55 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Matthew
Stephens
(pfe.mstephens)

Form Created

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
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A
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FDA-CBER-2021-5683-0138454
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HEMATOLOGY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Dec-17-2020
09:21:17
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
ORLANDO REG
IONAL MEDICA
L CENTER 1414
KUHL AVE ORL
ANDO FL 32806

Transcription
Error

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
ORLANDO REG
IONAL MEDICA
L CENTER

Initial Entry

3. Collection Date:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Dec/14/2020

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138455



Page 370 of 463

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

4. Specimen Type:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-De
fined Identi
fier:

1

Test:: Hemogl
obin_PX
1

Result:: 12.6

Not Done::

Lab Normal
Range:

Low
11.4

High
14.7

Unit
g/dL

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sponsor ID:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

5.a Test:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Hemoglobin_PX1

Initial Entry

5.a Result:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
12.6

Initial Entry

5.a LNMT

Date Location User Value Reason

Dec-17-2020
09:20:34

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) 11.4

High
14.7

Unit
g/dL

5.b

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Def
ined Identifi
er:

2

Test:: Hematoc
rit_PX2

Result:: 43.2

Not Done::

Lab Normal
Range:

Low
34.3

High
45.5

Unit
%

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b Sponsor ID:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

5.b Test:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Hematocrit_PX2

Initial Entry

5.b Result:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
43.2

Initial Entry

5.b LNMT

Date Location User Value Reason

Dec-17-2020
09:20:34

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) 34.3

High
45.5

Unit
%

5.c

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-De
fined Identi
fier:

3

Test:: Erythroc
ytes_PX
3

Result:: 4.78

Not Done::

Lab Norma
l Range:

Low
3.75

High
5.00

Unit
10^6/c
u mm

Initial Entry

09
01

77
e1
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ae

2f
64

\F
in

al
\F

in
al

 O
n:
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sponsor ID:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

5.c Test:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Erythrocytes_PX3

Initial Entry

5.c Result:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
4.78

Initial Entry

5.c LNMT

Date Location User Value Reason

Dec-17-2020
09:20:34

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) 3.75

High
5.00

Unit
10^6/cu mm

5.d

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defi
ned Identifie
r:

5

Test:: Platelet
s_PX5

Result:: 385

Not Done::

Lab Normal
Range:

Low
139

High
361

Unit
10^3/
uL

Initial Entry

09
01

77
e1
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ae

2f
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sponsor ID:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

5.d Test:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Platelets_PX5

Initial Entry

5.d Result:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
385

Initial Entry

5.d LNMT

Date Location User Value Reason

Dec-17-2020
09:20:34

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) 139

High
361

Unit
10^3/uL

5.e

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Def
ined Identifi
er:

7

Test:: Leukocy
tes_PX7

Result:: 11.6

Not Done::

Lab Normal
Range:

Low
4.4

High
10.5

Unit
10^3/u
L

Initial Entry

09
01

77
e1

96
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2f
64
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n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138464



Page 379 of 463
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.e Sponsor ID:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

5.e Test:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Leukocytes_PX7

Initial Entry

5.e Result:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
11.6

Initial Entry

5.e LNMT

Date Location User Value Reason

Dec-17-2020
09:20:34

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) 4.4

High
10.5

Unit
10^3/uL

5.f

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-De
fined Identi
fier:

608

Test:: Neutroph
ils_PX60
8

Result:: 6.2

Not Done::

Lab Norma
l Range:

Low
1.5

High
7.5

Unit
10^3/u
L

Initial Entry

09
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2f
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor ID:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
608

Initial Entry

5.f Test:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Neutrophils_PX608

Initial Entry

5.f Result:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
6.2

Initial Entry

5.f LNMT

Date Location User Value Reason

Dec-17-2020
09:20:34

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
64
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) 1.5

High
7.5

Unit
10^3/uL

5.g

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-De
fined Identi
fier:

609

Test:: Eosinoph
ils_PX60
9

Result:: 0.1

Not Done::

Lab Norma
l Range:

Low
0.0

High
0.5

Unit
10^3/u
L

Initial Entry

09
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77
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.g Sponsor ID:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
609

Initial Entry

5.g Test:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Eosinophils_PX609

Initial Entry

5.g Result:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
0.1

Initial Entry

5.g LNMT

Date Location User Value Reason

Dec-17-2020
09:20:34

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) 0.0

High
0.5

Unit
10^3/uL

5.h

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-De
fined Identi
fier:

612

Test:: Monocyt
es_PX61
2

Result:: 0.5

Not Done::

Lab Norma
l Range:

Low
0.0

High
0.8

Unit
10^3/u
L

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
in

al
\F
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al

 O
n:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.h Sponsor ID:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
612

Initial Entry

5.h Test:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Monocytes_PX612

Initial Entry

5.h Result:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
0.5

Initial Entry

5.h LNMT

Date Location User Value Reason

Dec-17-2020
09:20:34

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138471



Page 386 of 463
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) 0.0

High
0.8

Unit
10^3/uL

5.i

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-De
fined Identi
fier:

610

Test:: Basophil
s_PX610

Result:: 0.1

Not Done::

Lab Normal
Range:

Low
0.0

High
0.2

Unit
10^3/u
L

Initial Entry

09
01

77
e1

96
ae

2f
64
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al
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al
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.i Sponsor ID:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
610

Initial Entry

5.i Test:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Basophils_PX610

Initial Entry

5.i Result:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
0.1

Initial Entry

5.i LNMT

Date Location User Value Reason

Dec-17-2020
09:20:34

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) 0.0

High
0.2

Unit
10^3/uL

5.j

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-D
efined Iden
tifier:

611

Test:: Lymphoc
ytes_PX6
11

Result:: 4.7

Not Done::

Lab Norm
al Range:

Low
1.0

High
4.8

Unit
10^3/uL

Initial Entry
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2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138474



Page 389 of 463
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.j Sponsor ID:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
611

Initial Entry

5.j Test:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Lymphocytes_PX61
1

Initial Entry

5.j Result:

Date Location User Value Reason

Dec-17-2020
09:20:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
4.7

Initial Entry

5.j LNMT

Date Location User Value Reason

Dec-17-2020
09:20:34

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
64

\F
in
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\F
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al
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n:

 0
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) 1.0

High
4.8

Unit
10^3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 15-Sep-2020 21:52 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Dec-14-2020
13:57:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Matthew
Stephens
(pfe.mstephens)

Form Created

09
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2f
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\F

in
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 0
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Dec-14-2020
13:57:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Dec/14/2020

Initial Entry

2.a

Date Location User Value Reason

Dec-14-2020
13:57:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Record Identifi
er::

1

Systolic:: 1
2
2

Diastolic:: 8
0

Respiratory Ra
te in respiratio
ns/minute:

1
7

Heart Rate in b
eats/minute:

7
9

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al
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n:
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Dec-14-2020
13:57:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Dec-14-2020
13:57:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
122

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Dec-14-2020
13:57:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
80

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Dec-14-2020
13:57:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
17

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Dec-14-2020
13:57:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
79

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 10-Dec-2020 02:25 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Jan-13-2021
15:22:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Monica
Cooper
(pfe.mcooper)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail
History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Jan-13-2021
15:22:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Jan/12/2021

Initial Entry

2.a

Date Location User Value Reason

Jan-13-2021
15:22:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Record Identifie
r::

1

Systolic:: 1
8
3

Diastolic:: 1
3
0

Respiratory Rat
e in respirations
/minute:

1
5

Heart Rate in b
eats/minute:

9
8

Initial Entry

2.a Record Identifier:

Date Location User Value Reason09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail
History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Jan-13-2021
15:22:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Jan-14-2021
16:09:32
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Erik Sundgaard
(pfe.sundgaardea)

Query 1: Closed Response
satisfies query

Jan-13-2021
15:23:14
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica Cooper
(pfe.mcooper)

Query 1: Answer
ed

ncs per
investigator

Jan-13-2021
15:22:54
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Systolic BP
183 is outside
of Normal
Range 90 -
140.

Jan-13-2021
15:22:54
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica Cooper
(pfe.mcooper)

Data Entry:
183

Initial Entry

2.a Diastolic:09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail
History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Jan-14-2021
16:11:20
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Erik Sundgaard
(pfe.sundgaardea)

Query 1: Closed Response
satisfies query

Jan-13-2021
15:23:31
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica Cooper
(pfe.mcooper)

Query 1: Answer
ed

ncs per
investigator

Jan-13-2021
15:22:54
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Diastolic BP
130 is outside
of Normal
Range 60 -
90.

Jan-13-2021
15:22:54
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica Cooper
(pfe.mcooper)

Data Entry:
130

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Jan-13-2021
15:22:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
15

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail
History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Jan-13-2021
15:22:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
98

Initial Entry

09
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit
Trail

Form Version: 15-Sep-2020 21:54 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Dec-14-2020
13:57:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Matthew
Stephens
(pfe.mstephens)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF
Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Dec-14-2020
13:57:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Dec/14/2020

Initial Entry

2.a

Date Location User Value Reason

Dec-14-2020
13:57:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Record Identi
fier::

1

Oxygen Satur
ation:

97.
0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Dec-14-2020
13:57:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
1

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason09
01

77
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF
Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Dec-14-2020
13:57:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
97.0

Initial Entry

09
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2f
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\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138488



Page 403 of 463

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: OXYGENATION PARAMETERS - eCRF Audit
Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Time of Assessment:

Date Location User Value Reason

Dec-14-2020
13:57:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry

2. Arterial Blood Gases PaO2 (mmHg):

Date Location User Value Reason

Dec-14-2020
13:57:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry

3. FiO2 (Fraction of Inhaled Oxygen):

Date Location User Value Reason

Dec-14-2020
13:57:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Dec-14-2020
13:58:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry

2. Category:

Date Location User Value Reason

Dec-14-2020
13:58:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Dec-14-2020
13:58:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

name is unknown, enter the full trade or proprietary name. Include clarifying information in
the Medication text (e.g., Ingredient(s), route, use, formulation).

Date Location User Value Reason

Dec-14-2020
13:58:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry

5. Start Date:

Date Location User Value Reason

Dec-14-2020
13:58:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry

6. Ongoing?

Date Location User Value Reason

Dec-14-2020
13:58:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: IMAGING - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Dec-14-2020
13:58:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Dec-14-2020
13:58:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Dec-14-2020
13:58:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry

4. Assessment:

Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Dec/14/2020

Form: IMAGING - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Dec-14-2020
13:58:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry

09
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96
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Jan/12/2021

Form: DATE OF VISIT - ILLNESS ONSET - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-19-2021
01:34:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Sonal K
(pfe.ks66)

Query 1: Deleted Query is
invalid or does
not apply

Jan-19-2021
01:34:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Sonal K
(pfe.ks66)

Query 2: Deleted Query is
invalid or does
not apply

Jan-19-2021
01:32:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Sonal K
(pfe.ks66)

Query 3: Deleted Query is
invalid or does
not apply

Jan-13-2021
15:24:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Candidate Erroneous
Visit is
marked, but
date of visit is
entered. Please
check whether
other
assessments
are performed
at this visit.09
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Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Jan/12/2021

Form: DATE OF VISIT - ILLNESS ONSET - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Jan-13-2021
15:20:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate Date of Visit is
completed but
Date of
Assessment in
the Signs and
Symptoms
form is
missing.
Please review
and update as
appropriate.

Jan-13-2021
15:20:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate Date of Visit is
completed but
Date of
Collection in
both Nasal
Swab Self and
Nasal Swab
are missing.
Please review
and update as
appropriate.

Jan-13-2021
15:20:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Jan/12/2021

Initial Entry

2. Erroneous Visit

Date Location User Value Reason

Jan-13-2021 ACV0PFEINFP6000  Monica Data Entry: Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 -
Unscheduled Visit on Jan/12/2021

Form: DATE OF VISIT - ILLNESS ONSET - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

15:24:20
(UTC-05:00)
Eastern Time (US
& Canada)

Cooper
(pfe.mcooper)

ERRONEOUS VISI
T

3. COVID-19 Illness Visit:

Date Location User Value Reason

Jan-13-2021
15:20:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
COVID_B

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_CONVA 1 -
Unscheduled Visit on Jan/12/2021

Form: DATE OF VISIT - ILLNESS CONVALESCENT -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-13-2021
14:51:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Jan/12/2021

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Jan-13-2021
14:51:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
COVID_A1

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_CONVA 1 -
Unscheduled Visit on Jan/12/2021

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-13-2021
14:52:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-13-2021
14:52:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-15-2021
13:00:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto
Query

Jan-14-2021
23:18:35
(UTC-05:00)

ACV0PFEINFP6000  Madhan Babu
(pfe.babum05)

Query 1: Opened 'Sample
Collected?' is
Yes, however09

01
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ae
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_CONVA 1 -
Unscheduled Visit on Jan/12/2021

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Jan-13-2021
14:52:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Jan-13-2021
14:52:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
YES

Date of Collectio
n:

Jan/12/2021

Initial Entry

5.a

Date Location User Value Reason

Jan-15-2021
13:00:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Sample I
D:

BRK9H
7

Initial Entry

5.a Sample ID

Date Location User Value Reason09
01

77
e1
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2f
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_CONVA 1 -
Unscheduled Visit on Jan/12/2021

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Jan-15-2021
13:00:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
BRK9H7

Initial Entry

5.b

Date Location User Value Reason

Jan-15-2021
13:00:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Sample I
D:

BRK9H
8

Initial Entry

5.b Sample ID

Date Location User Value Reason

Jan-15-2021
13:00:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
BRK9H8

Initial Entry

5.c

Date Location User Value Reason

Jan-15-2021
13:00:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Sample I
D:

BRK9H
9

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_CONVA 1 -
Unscheduled Visit on Jan/12/2021

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sample ID

Date Location User Value Reason

Jan-15-2021
13:00:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
BRK9H9

Initial Entry

5.d

Date Location User Value Reason

Jan-15-2021
13:00:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Sample I
D:

BS0YG
C

Initial Entry

5.d Sample ID

Date Location User Value Reason

Jan-15-2021
13:00:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
BS0YGC

Initial Entry

5.e

Date Location User Value Reason

Jan-15-2021
13:01:06

ACV0PFEINFP6000  Monica
Cooper

Data Entry:
Sample I BS0YG

Initial Entry09
01

77
e1
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2f
64
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 -
Unscheduled Visit on Jan/12/2021

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mcooper) D: D

5.e Sample ID

Date Location User Value Reason

Jan-15-2021
13:01:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
BS0YGD

Initial Entry

09
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e1

96
ae

2f
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Sep-25-2020
14:40:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created
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e1

96
ae

2f
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Oct-06-2020
09:47:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Matthew
Stephens
(pfe.mstephens)

Form Created
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e1
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Oct-06-2020
09:47:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Matthew
Stephens
(pfe.mstephens)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Oct-06-2020
09:48:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Matthew
Stephens
(pfe.mstephens)

Form Created

09
01
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e1
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Oct-06-2020
09:48:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Matthew
Stephens
(pfe.mstephens)

Form Created

09
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77
e1

96
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2f
64

\F
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Jan-13-2021
15:30:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Monica
Cooper
(pfe.mcooper)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Sep-25-2020
14:40:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Sep-25-2020
14:40:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Sep-25-2020
14:40:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
INJECTION SITE P
AIN

Initial Entry

4. Start Date Time:

Date Location User Value Reason09
01

77
e1

96
ae

2f
64

\F
in

al
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-25-2020
14:40:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sep/17/2020 23:20

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Sep-25-2020
14:40:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

End Date Time:

Sep/20/2020 08:0
0

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Sep-25-2020
14:40:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Sep-25-2020
14:40:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Sep-25-2020
14:40:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Sep-25-2020
14:40:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Sep-25-2020
14:40:35
(UTC-05:00)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT APPLICABLE

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

11. Was a Concomitant Medication given?

Date Location User Value Reason

Sep-25-2020
14:40:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Sep-25-2020
14:40:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Sep-25-2020
14:40:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
RECOVERED/RES
OLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Sep-25-2020
14:40:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138513



Page 428 of 463

***Confidential***

 

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Oct-06-2020
09:47:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Oct-06-2020
09:47:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Oct-06-2020
09:47:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
INJECTION PAIN

Initial Entry

4. Start Date Time:09
01

77
e1

96
ae

2f
64
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in

al
\F
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al
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Date Location User Value Reason

Oct-06-2020
09:47:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Oct/5/2020 22:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Nov-02-2020
15:44:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

End Date Time:

Oct/6/2020 20:
00

New
Information

Oct-06-2020
09:47:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Oct-06-2020
09:47:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
2

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
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\F
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7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Oct-06-2020
09:47:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Oct-06-2020
09:47:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Oct-06-2020
09:47:18
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
RELATED

Initial Entry
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& Canada)

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Oct-06-2020
09:47:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NOT APPLICABL
E

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Oct-06-2020
09:47:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Oct-06-2020
09:47:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason09
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Nov-02-2020
15:44:37
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Cl
osed

Close Auto Query

Nov-02-2020
15:44:37
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry
:
RECOVER
ED/RESOL
VED

New Information

Nov-02-2020
15:44:08
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Op
ened

For AE INJECTION
PAIN: Response to
"What was the
outcome of this
adverse event?" is
'Recovering/Resolving'
but AE End Date/Time
is present.

Oct-06-2020
09:47:18
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry
:
RECOVERI
NG/RESOL
VING

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Oct-06-2020
09:47:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Oct-06-2020
09:47:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Oct-06-2020
09:47:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Oct-06-2020
09:47:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BODY PAIN

Initial Entry

4. Start Date Time:09
01

77
e1

96
ae

2f
64
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al
\F
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al
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Date Location User Value Reason

Oct-06-2020
09:47:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Oct/5/2020 22:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Nov-02-2020
15:45:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

End Date Time:

Oct/6/2020 22:
00

New
Information

Oct-06-2020
09:47:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Oct-06-2020
09:47:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
1

Initial Entry

09
01

77
e1

96
ae

2f
64
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al
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7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Oct-06-2020
09:47:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Oct-06-2020
09:47:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Oct-06-2020
09:47:46
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
RELATED

Initial Entry

09
01

77
e1

96
ae

2f
64

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138521



Page 436 of 463

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

& Canada)

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Oct-06-2020
09:47:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NOT APPLICABL
E

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Oct-06-2020
09:47:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Oct-06-2020
09:47:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason09
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Nov-02-2020
15:46:00
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Cl
osed

Close Auto Query

Nov-02-2020
15:46:00
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry
:
RECOVER
ED/RESOL
VED

New Information

Nov-02-2020
15:45:36
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Op
ened

For AE BODY PAIN:
Response to "What
was the outcome of
this adverse event?" is
'Recovering/Resolving'
but AE End Date/Time
is present.

Oct-06-2020
09:47:46
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry
:
RECOVERI
NG/RESOL
VING

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Oct-06-2020
09:47:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

09
01
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Back to Form

1. Category:

Date Location User Value Reason

Oct-06-2020
09:48:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Oct-06-2020
09:48:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Oct-06-2020
09:48:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
LOW GRADE FEV
ER

Initial Entry

4. Start Date Time:09
01
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e1
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2f
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\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
2 

(G
M

T
)

FDA-CBER-2021-5683-0138524



Page 439 of 463

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Oct-06-2020
09:48:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Oct/6/2020 09:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Nov-02-2020
15:47:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

End Date Time:

Oct/7/2020 22:
00

New
Information

Oct-06-2020
09:48:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Oct-06-2020
09:48:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
1

Initial Entry

09
01
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e1

96
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7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Oct-06-2020
09:48:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Oct-06-2020
09:48:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Oct-06-2020
09:48:15
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
RELATED

Initial Entry
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& Canada)

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Oct-06-2020
09:48:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NOT APPLICABL
E

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Oct-06-2020
09:48:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Oct-06-2020
09:48:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason09
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Nov-02-2020
15:47:49
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Cl
osed

Close Auto Query

Nov-02-2020
15:47:49
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry
:
RECOVER
ED/RESOL
VED

New Information

Nov-02-2020
15:47:25
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Op
ened

For AE LOW GRADE
FEVER: Response to
"What was the
outcome of this
adverse event?" is
'Recovering/Resolving'
but AE End Date/Time
is present.

Oct-06-2020
09:48:15
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry
:
RECOVERI
NG/RESOL
VING

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Oct-06-2020
09:48:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Oct-06-2020
09:48:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Oct-06-2020
09:48:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Oct-06-2020
09:48:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
CHILLS

Initial Entry

4. Start Date Time:09
01
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ae

2f
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Date Location User Value Reason

Oct-06-2020
09:48:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Oct/6/2020 09:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Nov-02-2020
15:48:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

End Date Time:

Oct/7/2020 22:
00

New
Information

Oct-06-2020
09:48:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Oct-06-2020
09:48:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
1

Initial Entry
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7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Oct-06-2020
09:48:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Oct-06-2020
09:48:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Oct-06-2020
09:48:43
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
RELATED

Initial Entry
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& Canada)

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Oct-06-2020
09:48:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NOT APPLICABL
E

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Oct-06-2020
09:48:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Oct-06-2020
09:48:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason09
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Nov-02-2020
15:48:52
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Cl
osed

Close Auto Query

Nov-02-2020
15:48:52
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry
:
RECOVER
ED/RESOL
VED

New Information

Nov-02-2020
15:48:27
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Op
ened

For AE CHILLS:
Response to "What
was the outcome of
this adverse event?" is
'Recovering/Resolving'
but AE End Date/Time
is present.

Oct-06-2020
09:48:43
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry
:
RECOVERI
NG/RESOL
VING

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Oct-06-2020
09:48:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

09
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Back to Form

1. Category:

Date Location User Value Reason

Jan-13-2021
15:30:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Jan-13-2021
15:30:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Jan-20-2021
09:14:09
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Close
d

COVID illness V
was completed

Jan-18-2021
02:41:54

ACV0PFEINFP6000  Salim
Bouguermouh

Query 1: Opene
d

Clin: Per Prot Sec
8.1., If the subject09

01
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\F
in

al
 O

n:
 0

1-
A

pr
-2

02
1 

03
:4

2 
(G

M
T

)

FDA-CBER-2021-5683-0138534



Page 449 of 463

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time
(US & Canada)

(pfe.bougus) experienced
COUGH,
SHORTNESS OF
BREATH
(ASTHMA
EXACERBATION)
a COVID-19 Visit
please should have
been conducted
irrespective of
perceived etiology,
clinical
significance and
captured also on
the SOD form

Jan-13-2021
15:32:18
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
acute exacerbati
on of asthma

Transcription Error

Jan-13-2021
15:30:53
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
exacerbation of
asthma

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Jan-13-2021
15:30:53
(UTC-05:00)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Dec/16/2020 UNK:
UNK

Initial Entry
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Eastern Time (US
& Canada)

5. Is the adverse event still ongoing?

Date Location User Value Reason

Jan-13-2021
15:30:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

End Date Time:

Dec/20/2020 UN
K:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Jan-13-2021
15:30:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
3

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason
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Jan-20-2021
09:12:59
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Closed COVID test was
submitted to
SAE

Jan-18-2021
04:58:02
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Jan-14-2021
15:19:21
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Opened Clinical COVID
test status
(yes/no) during
Hosp was not
reported in the
SAE. Please
submit a
follow-up SAE
form
[#2021026250]
to document if
COVID testing
was performed
(YES/NO or
info not
available) and if
yes, the date
and results.

Jan-13-2021
15:32:18
(UTC-05:00)
Eastern Time

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

For AE acute
exacerbation of
asthma:
Response to "Is09

01
77

e1
96

ae
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(US & Canada) the adverse
event serious?"
is 'Yes' but
"Serious
Adverse Event
Number" is
blank.

Jan-13-2021
15:30:53
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

For AE
exacerbation of
asthma:
Response to "Is
the adverse
event serious?"
is 'Yes' but
"Serious
Adverse Event
Number" is
blank.

Jan-13-2021
15:30:53
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
YES

Is this serious ev
ent associated wi
th congenital an
omaly or birth d
efect?

NO

Did this serious
event result in d
eath?

NO

Initial Entry
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Did this serious
event require or
prolong hospitali
zation?

YES

Did this serious
event result in p
ersistent or signi
ficant disability/i
ncapacity?

NO

Is this serious ev
ent life threateni
ng?

NO

Other medically
important seriou
s event

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Jan-13-2021
15:30:53

ACV0PFEINFP6000  Monica
Cooper

Data Entry:
NO

Initial Entry09
01
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(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mcooper)

9. Is this event related to study treatment:

Date Location User Value Reason

Jan-13-2021
15:31:21
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NOT RELATED

If Not Related to s
tudy treatment(s),
this event is due t
o:

OTHER

If Other, specif
y:

Asthma

Transcription
Error

Jan-13-2021
15:30:53
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NOT RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Jan-13-2021
15:30:53
(UTC-05:00)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NOT APPLICABLE

Initial Entry
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Eastern Time (US
& Canada)

11. Was a Concomitant Medication given?

Date Location User Value Reason

Jan-13-2021
15:30:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Jan-13-2021
15:30:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Jan-13-2021
15:30:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
RECOVERED/RES
OLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?
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Date Location User Value Reason

Jan-13-2021
15:30:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Jan-18-2021
04:58:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2021026250

Initial Entry
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Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Nov-02-2020
15:40:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Nov/2/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Nov-02-2020
15:40:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Nov-02-2020
15:40:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-15-2021
18:21:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/14/2021

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION -
eCRF Audit Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Jan-15-2021
18:21:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Participant is willing
to return for Vaccinat
ion 3

Participant is:

eligible and NOT
confirmed to have
received only plac
ebo at Vaccination
1/2

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Jan-15-2021
18:21:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/14/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Jan-15-2021
18:21:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ASSESS ELIGIBILI
TY FOR ADDITION
AL VACCINATION

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject Status

Date Location User Value Reason

Nov-02-2020
15:40:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Sep-16-2020
13:57:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDO
MIZED

Initial Entry

Sep-16-2020
13:44:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Nov-02-2020
15:40:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Nov/2/2020

Initial Entry

Sep-16-2020
13:57:58

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sep/16/2020

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

Sep-16-2020
13:44:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sep/16/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131554 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Casebook Signature

Date Location User Value Reason

Sep-16-2020
14:11:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Click Here to Enable

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per
protocol amendment 5, STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response
- Protocol version

08 SEP 2020

2. Select appropriate response
- What cohort does the
subject belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Oct/7/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Demography

1. Subject ID [10131653]

2. Birth Date: /2003

3. Sex: FEMALE

4. Ethnicity: HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that
apply):

BLACK OR AFRICAN AMERICAN

6. Racial Designation:

09
01

77
e1

96
ae

2f
55

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

(b) (6)

FDA-CBER-2021-5683-0138552



Page 4 of 176

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/7/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Oct/7/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[ASTHMA]

Start Date: UNK/UNK/2008

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[ATTENTION DEFICIT HYPERACTIVITY DISORDER]

Start Date: UNK/UNK/2008

Ongoing: YES

1.c Line/MH Number: [3]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[CHARCOT MARIE TOOTH]

Start Date: UNK/UNK/2005

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.d Line/MH Number: [4]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[OBESITY]

Start Date: UNK/UNK/2019

Ongoing: YES

1.e Line/MH Number: [5]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[ANKLE FRACTURE RIGHT]

Start Date: Sep/11/2020

Ongoing: YES

1.f Line/MH Number: [6]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[ACHILLES TENDON RIGHT AND LEFT RELEASE]

Start Date: UNK/UNK/2011

Ongoing: NO

End Date:
UNK/UNK/2011
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.g Line/MH Number: [7]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[ACHILLES TENDON RIGHT AND LEFT RELEASE]

Start Date: UNK/UNK/2013

Ongoing: NO

End Date:
UNK/UNK/2013
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: HIV STATUS

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

HIV Status

1. Select appropriate response
- What is the subject HIV
status?

The subject is NOT known to be HIV POSITIVE
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 15-Sep-2020 21:56 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Oct/7/2020

2. Weight: [102.7]

3. Unit: kg

4. Height: [155.0]

5. Unit: cm

6. Body Mass Index: [42.7]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [36.6]

Unit: C

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Oct/7/2020

4. Laboratory Name and
Address (Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition

1. Randomization Date : Oct/7/2020

2. Randomization Number: [104654]

3. Randomization Group: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/7/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPC2KH]

5.b Sample ID [BPC2KJ]

5.c Sample ID [BPC2KK]

5.d Sample ID [BS6ZD6]

5.e Sample ID [BS6ZD7]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Oct/7/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRG2TS]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Oct/7/2020 12:09

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response
- Reactogenicity diary
collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR
THIS SUBJECT
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/27/2020

2. Erroneous Visit
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eCRF Audit Trail History

Vital Signs

1. Date: Oct/27/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [36.8]

Unit: C

Temperature Location: ORAL CAVITY
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Subject No: 10131653 Subject Initials: ---
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eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Oct/27/2020

4. Laboratory Name and
Address (Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Oct/27/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR9TJR]
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eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Oct/27/2020 14:25

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/24/2020

2. Erroneous Visit
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Nov/24/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [1BS0JHD]

5.b Sample ID [BS0JHD]

5.c Sample ID [BS0JHF]

5.d Sample ID [BRHW34]

5.e Sample ID [BRHW35]

5.f Sample ID [BRHW36]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom
Started:

//

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]

Health Care Utilization

3. Has the subject been
hospitalized due to potential
COVID-19 illness?
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Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained
for Potential COVID-19
Illness?

3. Toxicity Grade:
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Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Unplanned Assessments

1. Assessments

09
01

77
e1

96
ae

2f
55

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0138591



Page 43 of 176

***Confidential***

 

Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---
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Adverse Event Start Date

Is the Adverse
Event Still On

going

Form Insta
nce

 1. ADVER
SE EVE
NT 

1  RIGHT LOWER EXTRE
MITY DEEP VEIN THRO
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20 UNK:U
NK 

YES  Repeating
Pages
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[RIGHT LOWER EXTREMITY DEEP VEIN THROMBOSIS]

4. Start Date Time: Nov/15/2020 UNK:UNK

5. Is the adverse event still
ongoing?

YES

6. Toxicity Grade: 3
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7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

YES

Is this serious event associated with congenital anomaly or
birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant
disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[FRACTURE]

10. Latest Action Taken with
Study Treatment:
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11. Was a Concomitant
Medication given?

YES

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of
this adverse event?:

RECOVERING/RESOLVING

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[2020511163]
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#
Categ

ory
Medicatio
n Error

Start
Date

Is the medication erro
r Still Ongoing

Study Medication
Errors Action

Form Instan
ce
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Pages
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Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with
Study Treatment:

6. Was a Concomitant
Medication given?

7. Was a Non-Drug Treatment
given?

8. Did the Medication Error
cause the subject to be
discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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#
Sponsor-Defin
ed Identifier

Category for
Medication

Concomitant Medica
tions Pre-specified

Name of M
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Start
Date

Form Instan
ce
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Subject No: 10131653 Subject Initials: ---
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Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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#
Sponsor-Defi
ned Identifier

Category for
Medication

Concomitant Medic
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Name of
Medicatio

n

Dose Des
cription

Form Instan
ce
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Pages
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Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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#
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Treatm
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Back to Form

Radiation Treatment

1. Category:

2. What is the treatment
Identifier?

[ ]

3. Concomitant Non-drug
Treatment Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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# Transfusion Type Date of Transfusion Form Instance
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Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Nov/24/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and
Address (Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:

09
01

77
e1

96
ae

2f
55

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0138609



Page 61 of 176

***Confidential***

 

Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vaccination

1. Was there a temporary
delay of vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/18/2021

2. Erroneous Visit
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eCRF Audit Trail History

Informed Consent - Asymptomatic Surveillance

1. Consent Was: OBTAINED

Date Written Consent Obtained
Feb/18/2021
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Feb/18/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BS498L]

5.b Sample ID [BS498M]

5.c Sample ID [BR9VBH]

5.d Sample ID [BR9VBJ]

5.e Sample ID [BR9VBK]
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Feb/18/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR64FH]
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Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Mar/4/2021

2. Erroneous Visit

COVID-19 Surveillance Visit

3. COVID-19 Surveillance
Visit:

SSWAB_WEEK2
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 1 -
Unscheduled Visit on Mar/04/2021

Form: ELECTRONIC SAMPLE TRACKING - REPEAT
SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB_SELF

3. Sample Collected? YES

Date of Collection:
Mar/4/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [AA13491]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Further Vaccination Confirmation

1. Select appropriate response
- Is participant willing to
return for Vaccination 3?
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Treatment Unblinded

1. Date Treatment Unblinded : //

2. Primary Reason for
Unblinding:
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Withdrawal Of Consent

1. Withdrawal of Consent
Date :

//
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Death Details

1. Date of Collection /
Notification of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Nov/24/2020
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Michael
Dever 

Approved Mar-11-2021 07:27:22 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

09
01

77
e1

96
ae

2f
55

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0138627



Page 79 of 176

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA -
Comments

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Oct-07-2020 14:46:59 (UTC-05:00)
Eastern Time (US & Canada)

Matthew
Stephens
(pfe.mstephens)

Not Applicable
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Michael
Dever 

Approved Mar-11-2021 07:27:22 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Scott
Salmon 

N/A Mar-09-2021 10:28:53 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael
Dever 

Approved Mar-08-2021 11:37:01 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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***Confidential***

Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Scott
Salmon 

N/A Mar-05-2021 12:31:10 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Patricia
Brown 

Approved Feb-25-2021 14:39:31 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, PatriciaBrown, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Scott
Salmon 

N/A Feb-10-2021 15:01:11 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael
Dever 

Approved Jan-22-2021 06:49:18 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Matthew
Stephens 

N/A Nov-24-2020 15:57:54 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael
Dever 

Approved Nov-10-2020 08:27:47 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Oct-07-2020
14:46:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
08 SEP 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Oct-07-2020
14:46:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
STAGE 3 COHOR
TS

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Oct-07-2020
14:46:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
OBTAINED

Date Written Cons
ent Obtained

Oct/7/2020

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject ID

Date Location User Value Reason

Oct-07-2020
14:46:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10131653

Item copied
from previous
form

2. Birth Date:

Date Location User Value Reason

Oct-07-2020
14:46:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/2003

Enrollment
Entry

3. Sex:

Date Location User Value Reason

Oct-07-2020
14:46:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason09
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct-07-2020
14:46:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
HISPANIC OR LA
TINO(A) OR OF S
PANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Oct-07-2020
14:46:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BLACK OR AFRI
CAN AMERICAN

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-07-2020
14:46:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Oct/7/2020

Initial Entry

09
01

77
e1

96
ae

2f
55

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0138637



Page 89 of 176

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Oct-07-2020
14:47:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Oct/7/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-07-2020
14:47:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Oct-07-2020
14:47:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Oct-07-2020
14:47:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

1

Medical His
tory Term:

ASTHM
A

Start Date: UNK/U
NK/2008

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Oct-07-2020
14:47:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-07-2020
14:47:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
ASTHMA

Initial Entry

09
01

77
e1
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1.a Start Date:

Date Location User Value Reason

Oct-07-2020
14:47:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
UNK/UNK/2008

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Oct-07-2020
14:47:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

1.b

Date Location User Value Reason

Oct-07-2020
14:47:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/
MH N
umber
:

2

Medic
al Hist
ory Te
rm:

ATTENTION
DEFICIT HY
PERACTIVIT
Y DISORDE
R

Initial Entry

09
01

77
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Start
Date:
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Ongoi
ng:

YES

09
01

77
e1

96
ae

2f
55

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0138641



Page 93 of 176

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.b Line/MH Number:

Date Location User Value Reason

Oct-07-2020
14:47:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-07-2020
14:47:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
ATTENTION DEFI
CIT HYPERACTI
VITY DISORDER

Initial Entry

1.b Start Date:

Date Location User Value Reason

Oct-07-2020
14:47:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
UNK/UNK/2008

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Oct-07-2020
14:47:56

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
YES

Initial Entry09
01
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(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens)

1.c

Date Location User Value Reason

Oct-07-2020
14:48:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

3

Medical
History T
erm:

CHARCOT
MARIE TO
OTH

Start Dat
e:

UNK/UNK
/2005

Ongoing: YES

Initial Entry
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1.c Line/MH Number:

Date Location User Value Reason

Oct-07-2020
14:48:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-07-2020
14:48:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
CHARCOT MARI
E TOOTH

Initial Entry

1.c Start Date:

Date Location User Value Reason

Oct-07-2020
14:48:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
UNK/UNK/2005

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Oct-07-2020
14:48:27

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
YES

Initial Entry09
01

77
e1

96
ae

2f
55
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(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens)

1.d

Date Location User Value Reason

Oct-07-2020
14:48:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
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OBESIT
Y

Start Date: UNK/U
NK/201
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1.d Line/MH Number:

Date Location User Value Reason

Oct-07-2020
14:48:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-07-2020
14:48:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
OBESITY

Initial Entry

1.d Start Date:

Date Location User Value Reason

Oct-07-2020
14:48:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
UNK/UNK/2019

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Oct-07-2020
14:48:37

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
YES

Initial Entry09
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(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens)

1.e

Date Location User Value Reason

Feb-10-2021
15:01:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Line/M
H Num
ber:

5

Medica
l Histor
y Term:

ANKLE
FRACT
URE RI
GHT

Start D
ate:

Sep/11/2
020

Ongoin
g:

YES

New
Information

Jan-19-2021
16:48:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Line/M
H Num
ber:

5

Medica
l Histor
y Term:

ANKLE
FRACT
URE RI
GHT

Start D
ate:

Sep/UN
K/2020

Ongoin
g:

YES
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Error
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Oct-07-2020
14:48:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/M
H Num
ber:

5

Medica
l Histor
y Term:

ANKLE
FRACT
URE RI
GHT

Start D
ate:

UNK/UN
K/2010

Ongoin
g:

YES

Initial Entry

09
01
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e1
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1.e Line/MH Number:

Date Location User Value Reason

Oct-07-2020
14:48:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Jan-20-2021
22:07:19
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Closed Response
satisfies query

Jan-19-2021
16:49:10
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica Cooper
(pfe.mcooper)

Query 1: Answere
d

EDC entry
error corrected
date on MH
item per
source

Dec-31-2020
08:58:54
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Opened On review of
the SAE
report for
lower
extemity
DVT, medical
history of Rt
ankle Fx on
11Sep20 was
mentioned, yet
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it does not
appear in the
CRF. Please
review for
clinical
relevance to
safety event
and update
Med Hx log
CRF if
appropriate.

Oct-07-2020
14:48:49
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
ANKLE FRACTU
RE RIGHT

Initial Entry

1.e Start Date:

Date Location User Value Reason

Feb-10-2021
15:01:11
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sep/11/2020

New
Information

Jan-19-2021
16:48:26
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Monica Cooper
(pfe.mcooper)

Data Entry:
Sep/UNK/2020

Transcription
Error

Oct-07-2020
14:48:49

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
UNK/UNK/2010
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01
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(UTC-05:00)
Eastern Time
(US & Canada)

(pfe.mstephens)

1.e Ongoing:

Date Location User Value Reason

Oct-07-2020
14:48:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

1.f

Date Location User Value Reason

Oct-07-2020
14:49:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/
MH N
umbe
r:

6

Medic
al Hist
ory Te
rm:

ACHILLES T
ENDON RIGH
T AND LEFT
RELEASE

Start
Date:

UNK/UNK/20
11

Ongoi
ng:

NO
End Date:

UNK/UNK/
2011

Initial Entry

09
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1.f Line/MH Number:

Date Location User Value Reason

Oct-07-2020
14:49:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-07-2020
14:49:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
ACHILLES TEND
ON RIGHT AND L
EFT RELEASE

Initial Entry

1.f Start Date:

Date Location User Value Reason

Oct-07-2020
14:49:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
UNK/UNK/2011

Initial Entry

1.f Ongoing:

Date Location User Value Reason

Oct-07-2020
14:49:19

ACV0PFEINFP6000  Matthew
Stephens
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NO

Initial Entry09
01

77
e1

96
ae

2f
55

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0138652



Page 104 of 176

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) End Date:

UNK/UNK/2011

1.g

Date Location User Value Reason

Oct-07-2020
14:49:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/
MH N
umbe
r:

7

Medic
al Hist
ory Te
rm:

ACHILLES T
ENDON RIGH
T AND LEFT
RELEASE

Start
Date:

UNK/UNK/20
13

Ongoi
ng:
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End Date:
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1.g Line/MH Number:

Date Location User Value Reason

Oct-07-2020
14:49:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-07-2020
14:49:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
ACHILLES TEND
ON RIGHT AND L
EFT RELEASE

Initial Entry

1.g Start Date:

Date Location User Value Reason

Oct-07-2020
14:49:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
UNK/UNK/2013

Initial Entry

1.g Ongoing:

Date Location User Value Reason

Oct-07-2020
14:49:35

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: HIV STATUS - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - What is the subject HIV status?

Date Location User Value Reason

Oct-07-2020
14:49:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
The subject is NOT
known to be HIV P
OSITIVE

Initial Entry

09
01

77
e1

96
ae

2f
55

\F
in

al
\F

in
al

 O
n:
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Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:56 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Oct-07-2020
14:50:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Oct/7/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Oct-07-2020
14:50:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
102.7

Initial Entry

3. Unit:

Date Location User Value Reason

Oct-07-2020
14:50:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
kg

Initial Entry

4. Height:

Date Location User Value Reason
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Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:56 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct-07-2020
14:50:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
155.0

Initial Entry

5. Unit:

Date Location User Value Reason

Oct-07-2020
14:50:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Oct-13-2020
21:34:03
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Lingyan Zuo
(pfe.zuol02)

Query 1: Closed Response
satisfies query

Oct-09-2020
08:33:33
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answere
d

CORRECT AS
RECORDED
AS SUBJECT
HAS A
MEDICAL
HISTORY OF
OBESITY

Oct-08-2020
20:47:07

ACV0PFEINFP6000  Lingyan Zuo
(pfe.zuol02)

Query 1: Opened ClinQuery: v1:
Please can you
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Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:56 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time
(US & Canada)

review the
height/weight
combinations
for this subject
as the derived
BMI is further
out of range
than expected.
Thanks

Oct-07-2020
14:50:01
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
42.7

Initial Entry

7.a

Date Location User Value Reason

Oct-07-2020
14:50:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Record Id
entifier::

1

Temperat
ure:

36.6

Temperat
ure Unit:

C

Temperat
ure Locati
on::

ORAL
CAVIT
Y

Initial Entry

7.a Record Identifier:

Date Location User Value Reason09
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al
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:56 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct-07-2020
14:50:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Oct-07-2020
14:50:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
36.6

Initial Entry

7.a Unit:

Date Location User Value Reason

Oct-07-2020
14:50:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
C

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Oct-07-2020
14:50:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
ORAL CAVITY

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Oct-07-2020
14:50:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Oct-07-2020
14:50:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Oct-07-2020
14:50:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Oct/7/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct-07-2020
14:50:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Oct-07-2020
14:50:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Oct-07-2020
14:50:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

113

Test:: Choriogon
adotropin
Beta_PX11
3

Result:: NEGATIV
E

Not Done
::

Initial Entry

6.a Sponsor ID:
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Oct-07-2020
14:50:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Oct-07-2020
14:50:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Choriogonadotropin
Beta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Oct-07-2020
14:50:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NEGATIVE

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Randomization Date :

Date Location User Value Reason

Oct-07-2020
14:50:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Oct/7/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Oct-07-2020
14:50:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
104654

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-07-2020
14:50:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-07-2020
14:50:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-07-2020
16:00:40
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Oct-07-2020
14:50:32
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

'Sample
Collected?' is
Yes, however09
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e1
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ae
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55
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time
(US & Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Oct-07-2020
14:50:32
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Date of Collectio
n:

Oct/7/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-07-2020
16:00:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BPC2K
H

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-07-2020
16:00:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BPC2KH

Initial Entry

5.b
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IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Oct-07-2020
16:00:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BPC2K
J

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-07-2020
16:00:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BPC2KJ

Initial Entry

5.c

Date Location User Value Reason

Oct-07-2020
16:00:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BPC2K
K

Initial Entry
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sample ID

Date Location User Value Reason

Oct-07-2020
16:00:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BPC2KK

Initial Entry

5.d

Date Location User Value Reason

Oct-07-2020
16:00:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BS6ZD
6

Initial Entry

5.d Sample ID

Date Location User Value Reason

Oct-07-2020
16:00:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BS6ZD6

Initial Entry

5.e

Date Location User Value Reason

Oct-07-2020
16:01:02

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Sample I BS6ZD

Initial Entry09
01

77
e1
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ae

2f
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IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) D: 7

5.e Sample ID

Date Location User Value Reason

Oct-07-2020
16:01:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BS6ZD7

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-07-2020
14:50:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-07-2020
14:50:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-07-2020
16:01:11
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Oct-07-2020
14:50:42
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
2f

55
\F

in
al

\F
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time
(US & Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Oct-07-2020
14:50:42
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Date of Collectio
n:

Oct/7/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-07-2020
16:01:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BRG2T
S

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-07-2020
16:01:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BRG2TS

Initial Entry

09
01

77
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96
ae

2f
55

\F
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al
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al
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Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Oct-07-2020
14:50:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Oct-07-2020
14:50:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Oct-07-2020
14:50:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
e1

96
ae

2f
55

\F
in

al
\F

in
al
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Oct-07-2020
14:50:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Oct/7/2020 12:09

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Oct-07-2020
14:50:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Oct-07-2020
14:50:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Oct-07-2020
14:50:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

09
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10. Timeframe Subject Was Observed

Date Location User Value Reason

Oct-07-2020
14:50:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Oct-07-2020
14:50:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

09
01

77
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Oct-07-2020
14:51:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO - REACTOGE
NICITY E-DIARY
NOT COLLECTED
FOR THIS SUBJE
CT

Initial Entry

09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-27-2020
15:17:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Oct/27/2020

Initial Entry

09
01
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e1

96
ae

2f
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\F
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Back to Form

1. Date:

Date Location User Value Reason

Oct-27-2020
15:17:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Oct/27/2020

Initial Entry

2.a

Date Location User Value Reason

Oct-27-2020
15:17:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Record Id
entifier::

1

Temperat
ure:

36.8

Temperat
ure Unit:

C

Temperat
ure Locati
on::

ORAL
CAVIT
Y

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Oct-27-2020
15:17:45
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
1

Initial Entry

09
01

77
e1

96
ae

2f
55
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al
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& Canada)

2.a Temperature:

Date Location User Value Reason

Oct-27-2020
15:17:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
36.8

Initial Entry

2.a Unit:

Date Location User Value Reason

Oct-27-2020
15:17:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
C

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Oct-27-2020
15:17:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
ORAL CAVITY

Initial Entry

09
01

77
e1

96
ae

2f
55
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Oct-27-2020
15:18:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Oct-27-2020
15:18:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Oct-27-2020
15:18:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Oct/27/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason
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Oct-27-2020
15:18:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Oct-27-2020
15:18:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Oct-27-2020
15:18:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

113

Test:: Choriogon
adotropin
Beta_PX11
3

Result:: NEGATIV
E

Not Done
::

Initial Entry

6.a Sponsor ID:

09
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Date Location User Value Reason

Oct-27-2020
15:18:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Oct-27-2020
15:18:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Choriogonadotropin
Beta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Oct-27-2020
15:18:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NEGATIVE

Initial Entry

09
01

77
e1

96
ae

2f
55

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0138681



Page 133 of 176

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-27-2020
15:18:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-27-2020
15:18:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-27-2020
17:15:37
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Oct-27-2020
15:18:11
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

'Sample
Collected?' is
Yes, however09
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Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time
(US & Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Oct-27-2020
15:18:11
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Date of Collectio
n:

Oct/27/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-27-2020
17:15:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID
:

BR9TJ
R

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-27-2020
17:15:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BR9TJR

Initial Entry

09
01

77
e1

96
ae

2f
55

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0138683



Page 135 of 176

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Oct-27-2020
15:19:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Oct-27-2020
15:19:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Oct-27-2020
15:19:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
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ae
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al
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Oct-27-2020
15:19:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Oct/27/2020 14:25

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Oct-27-2020
15:19:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Oct-27-2020
15:19:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Oct-27-2020
15:19:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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10. Timeframe Subject Was Observed

Date Location User Value Reason

Oct-27-2020
15:19:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Oct-27-2020
15:19:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

09
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Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-24-2020
15:57:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Nov/24/2020

Initial Entry

09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-24-2020
15:58:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-24-2020
15:58:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-24-2020
17:50:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto
Query

Nov-24-2020
17:50:18
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidat
e

'Sample
Collected?' is
Yes, however09
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Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Nov-24-2020
17:49:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Nov-24-2020
15:58:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

'Sample
Collected?' is
Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Nov-24-2020
15:58:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Date of Collectio
n:

Nov/24/2020

Initial Entry

5.a

Date Location User Value Reason

Nov-24-2020
17:50:18
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample I
D:

1BS0JH
D

Transcription
Error
(DELETED)09

01
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e1
96
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2f
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& Canada)

Nov-24-2020
17:49:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample I
D:

1BS0JH
D

Initial Entry

5.a Sample ID

Date Location User Value Reason

Nov-24-2020
17:50:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1BS0JHD

Transcription
Error
(DELETED)

Nov-24-2020
17:50:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto
Query

Nov-24-2020
17:49:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Barcode is not
6 characters in
length. Please
review and
correct as
appropriate.

Nov-24-2020
17:49:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1BS0JHD

Initial Entry
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5.b

Date Location User Value Reason

Nov-24-2020
17:50:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID
:

BS0JH
D

Initial Entry

5.b Sample ID

Date Location User Value Reason

Nov-24-2020
17:50:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BS0JHD

Initial Entry

5.c

Date Location User Value Reason

Nov-24-2020
17:50:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID
:

BS0JH
F

Initial Entry
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5.c Sample ID

Date Location User Value Reason

Nov-24-2020
17:50:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BS0JHF

Initial Entry

5.d

Date Location User Value Reason

Nov-24-2020
17:51:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample I
D:

BRHW3
4

Initial Entry

5.d Sample ID

Date Location User Value Reason

Nov-24-2020
17:51:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BRHW34

Initial Entry

5.e

Date Location User Value Reason

Nov-24-2020
17:51:34

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample I BRHW3

Initial Entry09
01
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(UTC-05:00)
Eastern Time (US
& Canada)

D: 5

5.e Sample ID

Date Location User Value Reason

Nov-24-2020
17:51:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BRHW35

Initial Entry

5.f

Date Location User Value Reason

Nov-24-2020
17:51:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample I
D:

BRHW3
6

Initial Entry

5.f Sample ID

Date Location User Value Reason

Nov-24-2020
17:51:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BRHW36

Initial Entry
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Back to Form

Date Location User Value Reason

Dec-23-2020
14:10:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Matthew
Stephens
(pfe.mstephens)

Form Created
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Back to Form

1. Category:

Date Location User Value Reason

Dec-23-2020
14:10:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Dec-23-2020
14:10:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-23-2021
13:28:10
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Closed Response
satisfies query

Feb-10-2021
15:02:03
(UTC-05:00)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 3: Answere
d

Right ankle
fracture start
date updated09
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Eastern Time
(US & Canada)

Med Hx CRF.

Feb-02-2021
09:56:57
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Opened Clinical On
review of the
SAE report for
DVT, an event
of Rt. ankle Fx
(11Sep20) was
reported, yet it
does not
appear on the
CRF. As event
occurred prior
to visit 3,
please review
for safety and
update AE log
CRF
accordingly.

Jan-06-2021
13:24:11
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Closed SAE term has
been updated
to Right lower
extremity
DVT

Dec-27-2020
12:20:19
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Closed Event is prior
to informed
consent; will
move query to
Med Hx

Dec-27-2020
12:18:42

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Opened CLINICAL
On review of09
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(UTC-05:00)
Eastern Time
(US & Canada)

the SAE report
for DVT, an
event of Right
ankle fracture
before visit 3
has been
mentioned, yet
it does not
appear in the
CRF. Please
review for
safety and
update AE log
CRF
accordingly.

Dec-27-2020
12:17:17
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Opened CLINICAL
SAE term is
RIGHT lower
extremity
DVT, and
SAE history
states Rt.
ankle fracture
occurred on
11Sep20.
However,
SAE report
has event term
of LEFT lower
extremity
DVT. Please
review;
harmonize
reporting of
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DVT side,
with update
where
appropriate

Dec-23-2020
14:10:36
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
RIGHT LOWER
EXTREMITY DE
EP VEIN THRO
MBOSIS

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Dec-23-2020
14:10:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Nov/15/2020 UNK:
UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-05-2021
19:50:50
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Closed Response
satisfies query

Mar-04-2021
16:00:09
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 2: Answere
d

PER CRC
SAE IS STILL
ONGOING.
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Mar-01-2021
00:32:17
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Opened Clinical Please
review SAE
event of DVT
for end date &
submit to SAE
if end date is
reported

Feb-02-2021
09:48:19
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Closed Response
satisfies query

Feb-01-2021
15:27:22
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answere
d

per crc, still
waiting on
records to
update data.

Jan-27-2021
21:34:25
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Opened Clinical Please
review SAE
event of DVT
for end date &
submit to SAE
if end date is
reported

Dec-23-2020
14:10:36
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:09
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Date Location User Value Reason

Dec-23-2020
14:10:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
3

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Feb-23-2021
13:32:19
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 5: Close
d

Response
satisfies query

Feb-10-2021
15:03:46
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 5: Answ
ered

Updated SAE
report sent
8/feb/21.

Feb-02-2021
09:53:52
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 5: Opene
d

Clinical The
request for
additional Med
Hx submitted to
SAE report is
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ONLY for MED
HX CRF
conditions:
Charcot Marie
Tooth (2005),
Rt. ankle
fracture (2010),
& 2 Rt. Achilles
tendon releases
(2011 & 2013);
please submit to
SAE

Feb-02-2021
09:52:19
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 4: Close
d

rewording

Feb-02-2021
09:49:46
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 4: Reiss
ued:Opened

Clinical The
request is to
report the Med
Hx CRF
conditions of Rt.

Feb-02-2021
09:48:57
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Close
d

Response
satisfies query

Feb-01-2021
15:28:02
(UTC-05:00)
Eastern Time

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 3: Answ
ered

per crc still
waiting on
records.
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(US & Canada)

Feb-01-2021
15:27:45
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 4: Answ
ered

per crc still
waiting on
records.

Jan-21-2021
16:04:57
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Erik Sundgaard
(pfe.sundgaardea)

Query 4: Opene
d

Clinical
Followup -
please submit a
SAE safety
update reporting
the subject's
connective tissue
& past
orthopedic
history, from the
Med History
CRF, as relevant
to this current
fracture/SAE
event.

Jan-20-2021
22:10:20
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 4: Candi
date

Clinical
Followup -
please submit a
SAE safety
update reporting
the subject's
connective tissue
& past
orthopedic
history, from the
Med History09
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CRF, as relevant
to this current
fracture/SAE
event.

Jan-06-2021
13:25:33
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Close
d

Query closed;
will follow for
SAE update with
the requested
Med Hx updated
info

Jan-02-2021
01:35:55
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Delete
d

Close Auto
Query

Dec-31-2020
09:01:33
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Opene
d

Clinical COVID
test status
(yes/no) during
Hosp was not
reported in the
SAE. Please
submit a
follow-up SAE
form
[#2020511163]
to document if
COVID testing
was performed
(YES/NO or info
not available)
and if yes, the
date and results.09
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Dec-28-2020
09:24:07
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 2: Answ
ered

CRC WILL
UPDATE.

Dec-27-2020
12:24:17
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Opene
d

Clinical Please
submit a SAE
safety update
reporting the
subject's
connective tissue
& past
orthopedic
history, from the
Med History
CRF, as relevant
to this current
fracture/SAE
event.

Dec-23-2020
14:10:36
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candi
date

For AE RIGHT
LOWER
EXTREMITY
DEEP VEIN
THROMBOSIS:
Response to "Is
the adverse
event serious?"
is 'Yes' but
"Serious
Adverse Event
Number" is
blank.09
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Dec-23-2020
14:10:36
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Is this serious
event associat
ed with conge
nital anomaly
or birth defect
?

NO

Did this serio
us event resul
t in death?

NO

Did this serio
us event requi
re or prolong
hospitalizatio
n?

YES

Did this serio
us event resul
t in persistent
or significant
disability/inca
pacity?

NO

Initial Entry
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Is this serious
event life thre
atening?

NO

Other medical
ly important s
erious event

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Dec-23-2020
14:10:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Dec-23-2020
14:10:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NOT RELATED

If Not Related to st
udy treatment(s), t
his event is due to:

OTHER

Initial Entry
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If Other, specify
:

FRACTURE

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Dec-23-2020
14:10:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NOT APPLICABL
E

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Dec-23-2020
14:10:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Dec-23-2020
14:10:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry
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13. What was the outcome of this adverse event?:

Date Location User Value Reason

Dec-23-2020
14:10:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
RECOVERING/RE
SOLVING

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Dec-23-2020
14:10:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Jan-02-2021
01:35:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020511163

Initial Entry
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Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Nov-24-2020
15:58:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Nov/24/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Nov-24-2020
15:58:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Nov-24-2020
15:58:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
COMPLETED

Initial Entry
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Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-22-2021
10:49:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/18/2021

Initial Entry
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Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: INFORMED CONSENT - ASYMPTOMATIC
SURVEILLANCE - eCRF Audit Trail History
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---
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Back to Form

1. Consent Was:

Date Location User Value Reason

Feb-22-2021
10:50:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
OBTAINED

Date Written Conse
nt Obtained

Feb/18/2021

Initial Entry
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-19-2021
12:45:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-19-2021
12:45:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-19-2021
12:45:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Feb-19-2021
12:45:31
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09
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Visit: V201_SURVEIL_CONSENT -
Unscheduled
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Feb-19-2021
12:45:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection
:

Feb/18/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-19-2021
12:45:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID
:

BS498
L

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-19-2021
12:45:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BS498L

Initial Entry

5.b
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IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Feb-19-2021
12:45:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID
:

BS498
M

Initial Entry

5.b Sample ID

Date Location User Value Reason

Feb-19-2021
12:45:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BS498M

Initial Entry

5.c

Date Location User Value Reason

Feb-19-2021
12:46:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample I
D:

BR9VB
H

Initial Entry
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sample ID

Date Location User Value Reason

Feb-19-2021
12:46:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BR9VBH

Initial Entry

5.d

Date Location User Value Reason

Feb-19-2021
12:46:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID
:

BR9VB
J

Initial Entry

5.d Sample ID

Date Location User Value Reason

Feb-19-2021
12:46:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BR9VBJ

Initial Entry

5.e

Date Location User Value Reason

Feb-19-2021
12:46:35

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample I BR9VB

Initial Entry09
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Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

D: K

5.e Sample ID

Date Location User Value Reason

Feb-19-2021
12:46:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BR9VBK

Initial Entry

09
01

77
e1
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2f
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-19-2021
13:05:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-19-2021
13:05:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-19-2021
13:05:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Feb-19-2021
13:05:22
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Feb-19-2021
13:05:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection
:

Feb/18/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-19-2021
13:05:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID
:

BR64F
H

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-19-2021
13:05:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BR64FH

Initial Entry
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 1 -
Unscheduled Visit on Mar/04/2021

Form: DATE OF VISIT - ASYMPTOMATIC
SURVEILLANCE - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:22 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-09-2021
10:29:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Mar/4/2021

Changed
Information

Mar-09-2021
10:28:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Mar/3/2021

Transcription
Error

Mar-05-2021
12:31:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Mar/4/2021

Initial Entry

3. COVID-19 Surveillance Visit:

Date Location User Value Reason

Mar-05-2021
12:31:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
SSWAB_WEEK2

Initial Entry
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 1 -
Unscheduled Visit on Mar/04/2021

Form: ELECTRONIC SAMPLE TRACKING - REPEAT
SWAB - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Mar-05-2021
12:31:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Mar-05-2021
12:31:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NASAL_SWAB_SE
LF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-09-2021
10:29:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Closed Close Auto
Query

Mar-09-2021
10:28:52
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened Date of
Collection is
different from09
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77
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Header Text: c4591001

Visit: V202_SURVEIL_SWAB 1 -
Unscheduled Visit on Mar/04/2021

Form: ELECTRONIC SAMPLE TRACKING - REPEAT
SWAB - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

Date of Visit.
Please review
and update as
appropriate,
else clarify.

Mar-05-2021
12:32:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Mar-05-2021
12:31:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Mar-05-2021
12:31:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection
:

Mar/4/2021

Initial Entry

5.a

Date Location User Value Reason

Mar-05-2021
12:32:03
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample I
D:

AA1349
1

Initial Entry

09
01

77
e1

96
ae

2f
55

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0138721



Page 173 of 176

***Confidential***

Header Text: c4591001

Visit: V202_SURVEIL_SWAB 1 -
Unscheduled Visit on Mar/04/2021

Form: ELECTRONIC SAMPLE TRACKING - REPEAT
SWAB - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:57 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

& Canada)

5.a Sample ID

Date Location User Value Reason

Mar-05-2021
12:32:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
AA13491

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject Status

Date Location User Value Reason

Nov-24-2020
15:58:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Oct-07-2020
14:50:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDO
MIZED

Initial Entry

Oct-07-2020
14:47:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Nov-24-2020
15:58:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Nov/24/2020

Initial Entry

Oct-07-2020
14:50:25

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/7/2020

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

Oct-07-2020
14:47:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/7/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131653 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Casebook Signature

Date Location User Value Reason

Oct-07-2020
15:52:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Click Here to Enabl
e

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per
protocol amendment 5, STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response
- Protocol version

08 SEP 2020

2. Select appropriate response
- What cohort does the
subject belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Oct/7/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Demography

1. Subject ID [10131656]

2. Birth Date: /1985

3. Sex: MALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that
apply):

WHITE

6. Racial Designation:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/7/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Oct/7/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[TYPE 2 DIABETES MELLITUS]

Start Date: UNK/UNK/2016

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[DIABETIC PERIPHERAL NEUROPATHY]

Start Date: UNK/UNK/2016

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: HIV STATUS

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

HIV Status

1. Select appropriate response
- What is the subject HIV
status?

The subject is NOT known to be HIV POSITIVE
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 15-Sep-2020 21:56 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Oct/7/2020

2. Weight: [75.3]

3. Unit: kg

4. Height: [185.4]

5. Unit: cm

6. Body Mass Index: [21.9]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [36.8]

Unit: C

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition

1. Randomization Date : Oct/7/2020

2. Randomization Number: [104650]

3. Randomization Group: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/7/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPC2L3]

5.b Sample ID [BPC2L4]

5.c Sample ID [BPC2L5]

5.d Sample ID [BS6ZDL]

5.e Sample ID [BSJT2M]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Oct/7/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRG2TZ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Oct/7/2020 11:16

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response
- Reactogenicity diary
collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR
THIS SUBJECT
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/27/2020

2. Erroneous Visit
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eCRF Audit Trail History

Vital Signs

1. Date: Oct/27/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [36.7]

Unit: C

Temperature Location: ORAL CAVITY
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Oct/27/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR9TJJ]
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eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Oct/27/2020 10:56

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/24/2020

2. Erroneous Visit
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Nov/24/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRHW1R]

5.b Sample ID [BRHW1S]

5.c Sample ID [BRHW1T]

5.d Sample ID [BS0JGG]

5.e Sample ID [BS0JGH]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom
Started:

//

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]

09
01

77
e1

96
ae

2f
5c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0138747



Page 23 of 175

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]

Health Care Utilization

3. Has the subject been
hospitalized due to potential
COVID-19 illness?
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Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained
for Potential COVID-19
Illness?

3. Toxicity Grade:
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Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Unplanned Assessments

1. Assessments
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# Category
AE Ide
ntifier

Adverse Event Start Date
Is the Adverse Eve

nt Still Ongoing
Form Instan

ce

 1. ADVERSE
EVENT 

1  DIABETIC KE
TOACIDOSIS 

Jan/18/2021
UNK:UNK 

NO
End Date Time:

Jan/21/2021 UN
K:UNK

 

Repeating
Pages
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[DIABETIC KETOACIDOSIS]

4. Start Date Time: Jan/18/2021 UNK:UNK

5. Is the adverse event still
ongoing?

NO

End Date Time:
Jan/21/2021 UNK:UNK

6. Toxicity Grade: 3
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7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

YES

Is this serious event associated with congenital anomaly or
birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant
disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[DIABETES]

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE09
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11. Was a Concomitant
Medication given?

YES

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[2021086899]
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#
Categ

ory
Medicatio
n Error

Start
Date

Is the medication erro
r Still Ongoing

Study Medication
Errors Action

Form Instan
ce

 1.           Repeating
Pages
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Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with
Study Treatment:

6. Was a Concomitant
Medication given?

7. Was a Non-Drug Treatment
given?

8. Did the Medication Error
cause the subject to be
discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]

09
01

77
e1

96
ae

2f
5c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0138763



Page 39 of 175

***Confidential***

 

Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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#
Sponsor-Defin
ed Identifier

Category for
Medication

Concomitant Medica
tions Pre-specified

Name of M
edication

Start
Date

Form Instan
ce

 1.           Repeating
Pages

09
01

77
e1

96
ae

2f
5c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0138764



Page 40 of 175

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Back to Form

Radiation Treatment

1. Category:

2. What is the treatment
Identifier?

[ ]

3. Concomitant Non-drug
Treatment Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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1. Transfusion Type:

2. Date of Transfusion: //
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eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Nov/24/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Vaccination

1. Was there a temporary
delay of vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/1/2021

2. Erroneous Visit

09
01

77
e1

96
ae

2f
5c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0138779



Page 55 of 175

***Confidential***

 

Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response
- Is participant willing to
return for Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible per other protocol allowance(s) and confirmed to have
received only placebo at Vaccination 1/2
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eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Feb/1/2021

2. Primary Reason for
Unblinding:

ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Withdrawal Of Consent

1. Withdrawal of Consent
Date :

//
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Death Details

1. Date of Collection /
Notification of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/12/2021

2. Erroneous Visit

09
01

77
e1

96
ae

2f
5c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0138784



Page 60 of 175

***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. Consent Was: OBTAINED

Date Written Consent Obtained
Feb/12/2021
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Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. Date of
Completion/Discontinuation
/Death :

Feb/12/2021

2. Phase of Disposition: REPEAT SCREENING 1

3. Status: COMPLETED

4. Specify Status: [ ]
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Feb/12/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR9V6P]

5.b Sample ID [BR9V6R]

5.c Sample ID [BR9V6S]

5.d Sample ID [BSLRWX]

5.e Sample ID [BSLRWY]
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Feb/12/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR64CK]
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eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Feb/12/2021 11:10

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was
Observed

30 MINUTES

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES

09
01

77
e1

96
ae

2f
5c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0138790



Page 66 of 175

***Confidential***

 

Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Mar/3/2021

2. Erroneous Visit
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Mar/3/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR64L5]
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Visit: V102_VAX4 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Mar/3/2021 15:48

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was
Observed

30 MINUTES

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Visit: V103_MONTH1 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V103_MONTH1 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: V104_MONTH6 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: V105_MONTH18 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit:
FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT

Form Version: 20-Feb-2021 02:26 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Nov/24/2020
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Michael
Dever 

Approved Mar-05-2021 21:01:05 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA -
Comments

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Oct-07-2020 14:09:20 (UTC-05:00)
Eastern Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

Not Applicable
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Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA -
FURTHER VACCINATION - Comments

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Feb-16-2021 08:18:47 (UTC-05:00)
Eastern Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

Not Applicable
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Michael
Dever 

Approved Mar-05-2021 21:01:05 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Scott
Salmon 

N/A Mar-04-2021 14:01:35 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Patricia
Brown 

Approved Feb-25-2021 14:39:51 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Affidavit:
By my dated signature below, I, PatriciaBrown, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Scott
Salmon 

N/A Feb-15-2021 09:57:54 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael
Dever 

Approved Feb-03-2021 12:07:19 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Scott
Salmon 

N/A Feb-02-2021 12:49:33 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael
Dever 

Approved Feb-02-2021 10:46:22 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Scott
Salmon 

N/A Feb-01-2021 21:22:36 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael
Dever 

Approved Feb-01-2021 09:55:25 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Scott
Salmon 

N/A Jan-28-2021 19:27:13 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael
Dever 

Approved Jan-21-2021 07:12:14 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Visit: Investigator Signature -
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Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Scott
Salmon 

N/A Nov-24-2020 11:49:44 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael
Dever 

Approved Nov-10-2020 08:29:03 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Oct-07-2020
14:07:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
08 SEP 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Oct-07-2020
14:07:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
STAGE 3 COHORT
S

Initial Entry
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Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Oct-07-2020
14:07:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
OBTAINED

Date Written Conse
nt Obtained

Oct/7/2020

Initial Entry
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Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject ID

Date Location User Value Reason

Oct-07-2020
14:07:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10131656

Item copied
from previous
form

2. Birth Date:

Date Location User Value Reason

Oct-07-2020
14:07:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1985

Enrollment
Entry

3. Sex:

Date Location User Value Reason

Oct-07-2020
14:08:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
MALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason09
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Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct-07-2020
14:08:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT HISPANIC OR
LATINO(A) OR OF
SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Oct-07-2020
14:08:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
WHITE

Initial Entry
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-07-2020
14:09:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Oct/7/2020

Initial Entry
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e1
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\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0138815



Page 91 of 175

***Confidential***

 

Header Text: c4591001
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History

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Oct-07-2020
14:09:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Oct/7/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-07-2020
14:09:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Oct-07-2020
14:09:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
COMPLETED

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Oct-08-2020
14:27:57
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Line/
MH N
umber
:

1

Medic
al Hist
ory Te
rm:

TYPE 2
DIABET
ES MEL
LITUS

Start
Date:

UNK/U
NK/2016

Ongoi
ng:

YES

Transcription
Error

Oct-07-2020
14:11:24
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/
MH N
umber
:

1

Medic
al Hist
ory Te
rm:

TYPE 2
DIABET
ES MEL
LITUS

Start
Date:

UNK/U
NK/2016

Ongoi
ng:

YES

Initial Entry

09
01

77
e1

96
ae

2f
5c

\F
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.a Line/MH Number:

Date Location User Value Reason

Oct-07-2020
14:11:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-09-2020
02:44:21
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Gajanan
Deshmukh
(pfe.deshmg08)

Query 1: Closed Response
satisfies query

Oct-08-2020
14:27:57
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answere
d

Transcription
Error

Oct-08-2020
14:27:57
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
TYPE 2 DIABET
ES MELLITUS

Transcription
Error

Oct-08-2020
14:21:40
(UTC-05:00)
Eastern Time

ACV0PFEINFP6000  Swaranjali
Subhash Pawar
(pfe.pawars01)

Query 1: Opened DM: A trailing
space is
identified. To
avoid
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(US & Canada) processing
errors, please
remove the
identified
character by
deleting the
entry and
re-entering the
data (without
using copy and
paste).

Oct-07-2020
14:11:24
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
TYPE 2 DIABET
ES MELLITUS

Initial Entry

1.a Start Date:

Date Location User Value Reason

Oct-07-2020
14:11:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
UNK/UNK/2016

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Oct-07-2020
14:11:24
(UTC-05:00)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry
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Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

1.b

Date Location User Value Reason

Oct-07-2020
14:12:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/M
H Num
ber:

2

Medica
l Histor
y Term:

DIABETIC P
ERIPHERA
L NEUROPA
THY

Start D
ate:

UNK/UNK/2
016

Ongoin
g:

YES

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.b Line/MH Number:

Date Location User Value Reason

Oct-07-2020
14:12:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-07-2020
14:12:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
DIABETIC PERIPH
ERAL NEUROPAT
HY

Initial Entry

1.b Start Date:

Date Location User Value Reason

Oct-07-2020
14:12:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
UNK/UNK/2016

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Oct-07-2020
14:12:02

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry09
01

77
e1

96
ae

2f
5c

\F
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)
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Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - What is the subject HIV status?

Date Location User Value Reason

Oct-07-2020
14:12:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
The subject is NOT k
nown to be HIV POS
ITIVE

Initial Entry
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History

Form Version: 15-Sep-2020 21:56 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Oct-07-2020
14:13:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Oct/7/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Oct-07-2020
14:13:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
75.3

Initial Entry

3. Unit:

Date Location User Value Reason

Oct-07-2020
14:13:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
kg

Initial Entry

4. Height:

Date Location User Value Reason
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct-07-2020
14:13:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
185.4

Initial Entry

5. Unit:

Date Location User Value Reason

Oct-07-2020
14:13:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Oct-07-2020
14:13:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
21.9

Initial Entry

7.a

Date Location User Value Reason

Oct-07-2020
14:13:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Record Ide
ntifier::

1

Temperatu
re:

36.8

Initial Entry
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History

Form Version: 15-Sep-2020 21:56 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Temperatu
re Unit:

C

Temperatu
re Locatio
n::

ORAL
CAVIT
Y

7.a Record Identifier:

Date Location User Value Reason

Oct-07-2020
14:13:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Oct-07-2020
14:13:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
36.8

Initial Entry

7.a Unit:

Date Location User Value Reason

Oct-07-2020
14:13:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
C

Initial Entry
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History

Form Version: 15-Sep-2020 21:56 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

7.a Temperature Location:

Date Location User Value Reason

Oct-07-2020
14:13:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ORAL CAVITY

Initial Entry
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e1
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ae

2f
5c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0138827



Page 103 of 175

***Confidential***

 

Header Text: c4591001
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Randomization Date :

Date Location User Value Reason

Oct-07-2020
14:13:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Oct/7/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Oct-07-2020
14:13:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
104650

Initial Entry
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-07-2020
14:13:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-07-2020
14:13:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-07-2020
16:05:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Oct-07-2020
14:13:57
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09
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77
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ae
2f
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Oct-07-2020
14:13:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection
:

Oct/7/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-07-2020
16:05:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BPC2L
3

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-07-2020
16:05:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BPC2L3

Initial Entry

5.b
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Date Location User Value Reason

Oct-07-2020
16:05:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BPC2L
4

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-07-2020
16:05:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BPC2L4

Initial Entry

5.c

Date Location User Value Reason

Oct-07-2020
16:05:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BPC2L
5

Initial Entry

09
01
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sample ID

Date Location User Value Reason

Oct-07-2020
16:05:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BPC2L5

Initial Entry

5.d

Date Location User Value Reason

Oct-07-2020
16:06:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BS6ZD
L

Initial Entry

5.d Sample ID

Date Location User Value Reason

Oct-07-2020
16:06:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BS6ZDL

Initial Entry

5.e

Date Location User Value Reason

Oct-07-2020
16:06:07

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Sample I BSJT2

Initial Entry09
01

77
e1

96
ae

2f
5c

\F
in

al
\F

in
al
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) D: M

5.e Sample ID

Date Location User Value Reason

Oct-07-2020
16:06:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BSJT2M

Initial Entry

09
01

77
e1

96
ae

2f
5c

\F
in

al
\F

in
al

 O
n:
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-07-2020
14:14:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-07-2020
14:14:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-07-2020
16:06:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Oct-07-2020
14:14:18
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
2f

5c
\F

in
al
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in

al
 O

n:
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Oct-07-2020
14:14:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection
:

Oct/7/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-07-2020
16:06:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BRG2T
Z

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-07-2020
16:06:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BRG2TZ

Initial Entry

09
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e1

96
ae
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Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Oct-07-2020
14:15:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Oct-07-2020
14:15:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Oct-07-2020
14:15:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
e1
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ae

2f
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Oct-07-2020
14:15:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Oct/7/2020 11:16

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Oct-07-2020
14:15:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Oct-07-2020
14:15:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Oct-07-2020
14:15:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

09
01

77
e1
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\F
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

10. Timeframe Subject Was Observed

Date Location User Value Reason

Oct-07-2020
14:15:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Oct-07-2020
14:15:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry

09
01

77
e1

96
ae

2f
5c

\F
in

al
\F
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Oct-07-2020
14:15:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO - REACTOGENI
CITY E-DIARY NO
T COLLECTED FO
R THIS SUBJECT

Initial Entry

09
01

77
e1
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ae

2f
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al
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Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-27-2020
11:43:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Oct/27/2020

Initial Entry

09
01

77
e1

96
ae

2f
5c

\F
in

al
\F

in
al
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n:

 0
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Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Oct-27-2020
11:43:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Oct/27/2020

Initial Entry

2.a

Date Location User Value Reason

Oct-27-2020
11:43:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Record Id
entifier::

1

Temperat
ure:

36.7

Temperat
ure Unit:

C

Temperat
ure Locati
on::

ORAL
CAVIT
Y

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Oct-27-2020
11:43:50
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
1

Initial Entry

09
01

77
e1

96
ae

2f
5c

\F
in

al
\F

in
al
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 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0138841



Page 117 of 175

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---
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& Canada)

2.a Temperature:

Date Location User Value Reason

Oct-27-2020
11:43:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
36.7

Initial Entry

2.a Unit:

Date Location User Value Reason

Oct-27-2020
11:43:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
C

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Oct-27-2020
11:43:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
ORAL CAVITY

Initial Entry

09
01

77
e1

96
ae

2f
5c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0138842



Page 118 of 175

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-27-2020
11:44:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-27-2020
11:44:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-27-2020
17:12:14
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Oct-27-2020
11:44:23
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
2f

5c
\F

in
al
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in

al
 O
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time
(US & Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Oct-27-2020
11:44:23
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Date of Collectio
n:

Oct/27/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-27-2020
17:12:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID
:

BR9TJ
J

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-27-2020
17:12:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BR9TJJ

Initial Entry

09
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e1
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ae
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Oct-27-2020
11:44:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Oct-27-2020
11:44:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Oct-27-2020
11:44:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
e1

96
ae

2f
5c

\F
in

al
\F

in
al

 O
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Oct-27-2020
11:44:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Oct/27/2020 10:56

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Oct-27-2020
11:44:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Oct-27-2020
11:44:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Oct-27-2020
11:44:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

09
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ae
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

10. Timeframe Subject Was Observed

Date Location User Value Reason

Oct-27-2020
11:44:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Oct-27-2020
11:44:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry
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Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-26-2020
00:52:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Usha Ogirala
(pfe.ogirau)

Query 1: Closed Response
satisfies query

Nov-25-2020
08:11:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answered Original value
is correct

Nov-25-2020
05:00:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Amol Shinde
(pfe.shinda18)

Query 1: Opened DM: The
treatment
period is
defined as 1st
vaccination
visit through
the 1-month
post
vaccination
visit after the
2nd
vaccination.
Please
complete
treatment
disposition
CRF and
update date of
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EOT to match
date of visit at
visit 3.

Nov-24-2020
11:49:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Nov/24/2020

Initial Entry
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Back to Form

1. Data Origin

Date Location User Value Reason

Nov-24-2020
11:49:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-24-2020
11:49:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-24-2020
11:50:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Nov-24-2020
11:49:58
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
2f

5c
\F

in
al

\F
in

al
 O

n:
 0

1-
A

pr
-2

02
1 

03
:4

0 
(G

M
T

)

FDA-CBER-2021-5683-0138850



Page 126 of 175

***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Nov-24-2020
11:49:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection
:

Nov/24/2020

Initial Entry

5.a

Date Location User Value Reason

Nov-24-2020
11:50:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample I
D:

BRHW1
R

Initial Entry

5.a Sample ID

Date Location User Value Reason

Nov-24-2020
11:50:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BRHW1R

Initial Entry

5.b
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Date Location User Value Reason

Nov-24-2020
11:50:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample I
D:

BRHW1
S

Initial Entry

5.b Sample ID

Date Location User Value Reason

Nov-24-2020
11:50:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BRHW1S

Initial Entry

5.c

Date Location User Value Reason

Nov-24-2020
11:50:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample I
D:

BRHW1
T

Initial Entry
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5.c Sample ID

Date Location User Value Reason

Nov-24-2020
11:50:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BRHW1T

Initial Entry

5.d

Date Location User Value Reason

Nov-24-2020
11:51:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID
:

BS0JG
G

Initial Entry

5.d Sample ID

Date Location User Value Reason

Nov-24-2020
11:51:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BS0JGG

Initial Entry

5.e

Date Location User Value Reason

Nov-24-2020
11:51:20

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID BS0JG

Initial Entry09
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(UTC-05:00)
Eastern Time (US
& Canada)

: H

5.e Sample ID

Date Location User Value Reason

Nov-24-2020
11:51:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BS0JGH

Initial Entry

09
01

77
e1

96
ae

2f
5c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0138854



Page 130 of 175

***Confidential***

 

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Jan-28-2021
19:27:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Jan-28-2021
19:27:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Jan-28-2021
19:27:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-02-2021
09:44:59
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response
satisfies query

Feb-01-2021
21:20:27
(UTC-05:00)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answer
ed

CONFIRMED
THAT
INFORMATION09
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Eastern Time
(US & Canada)

IS CORRECT.

Jan-30-2021
21:31:11
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened Clinical Please
confirm reported
Med Hx of type
2 diabetes
starting 2016
(age 31) in this
subject with
DKA

Jan-28-2021
19:27:13
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
DIABETIC KET
OACIDOSIS

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Jan-28-2021
19:27:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/18/2021 UNK:U
NK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-01-2021
08:29:14
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed end date
21Jan21
entered in
SAE
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& Canada)

Jan-30-2021
21:28:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened Clinical
Event end
date is
21Jan21;
however,
SAE report
has no end
date. Please
submit a SAE
safety update
reporting this
date in the
event STOP
date.

Jan-28-2021
19:27:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

End Date Time:

Jan/21/2021 UN
K:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Jan-28-2021
19:27:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
3

Initial Entry

7. Is the adverse event serious?09
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If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Mar-05-2021
19:51:56
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Clo
sed

Query closed; will
follow for requested
COVID test
information.

Mar-04-2021
16:11:40
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 3: Ans
wered

CRC WILL UPDATE
TODAY. 03/04/2021

Mar-03-2021
21:18:06
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Rei
ssued:Opene
d

Clinical IF awaiting
additional records,
please submit
‘Awaiting Med
Records to Determine
if COVID testing was
Performed’ as a SAE
safety followup.
Thank you for your
efforts.

Feb-24-2021
08:42:11
(UTC-05:00)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 3: Ans
wered

CRC HAS SENT IN
TWO MEDICAL
RECORDS
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Eastern Time
(US & Canada)

REQUEST. WILL
REQUEST A THRID
TIME FOR
MEDICAL
RECORDS.

Feb-23-2021
13:23:08
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Rei
ssued:Opene
d

Clinical - Followup;
no SAE update since
28Jan21 and no
information about the
status of COVID
testing while in
hospital (No test, or
Yes test with date
/results). Please
update SAE report.

Feb-16-2021
13:25:12
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 3: Ans
wered

CRC WILL UPDATE
ACCORDINGLY.

Feb-02-2021
18:32:45
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Rei
ssued:Opene
d

Clinical COVID test
status (yes/no) during
Hosp was not
reported in the SAE.
Please submit a
follow-up SAE form
[#2021086899] to
document if COVID
testing was performed
(YES/NO or info not
available) and if yes,
the date and results.09
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Feb-02-2021
18:32:13
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 4: Clo
sed

Response satisfies
query

Feb-02-2021
12:49:33
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 4: Ans
wered

Changed Information

Feb-02-2021
12:49:33
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Ans
wered

Changed Information

Feb-02-2021
12:49:33
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Is this serio
us event ass
ociated wit
h congenita
l anomaly o
r birth defe
ct?

NO

Did this ser
ious event r
esult in deat
h?

Changed Information
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NO

Did this ser
ious event r
equire or pr
olong hospi
talization?

YES

Did this ser
ious event r
esult in pers
istent or sig
nificant dis
ability/inca
pacity?

NO

Is this serio
us event lif
e threatenin
g?

NO

Other medi
cally impor
tant serious
event

NO
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Jan-30-2021
21:27:32
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 4: Ope
ned

Clinical Serious
criteria for event
DKA are
life-threatening and
Med
Important/Significant;
however, SAE
criterion is
Hospitalization.
Please review,
harmonize reporting,
and update where
appropriate.

Jan-30-2021
21:25:38
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Ope
ned

Clinical COVID test
status (yes/no) during
Hosp was not
reported in the SAE.
Please submit a
follow-up SAE form
[#2021086899] to
document if COVID
testing was performed
(YES/NO or info not
available) and if yes,
the date and results.

Jan-29-2021
13:27:13
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Del
eted

Close Auto Query

Jan-28-2021
21:30:00

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Clo
sed

Close Auto Query
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(UTC-05:00)
Eastern Time
(US & Canada)

Jan-28-2021
21:30:00
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Is this serio
us event ass
ociated wit
h congenita
l anomaly o
r birth defe
ct?

NO

Did this ser
ious event r
esult in deat
h?

NO

Did this ser
ious event r
equire or pr
olong hospi
talization?

NO

Did this ser
ious event r
esult in pers
istent or sig

Transcription Error
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nificant dis
ability/inca
pacity?

NO

Is this serio
us event lif
e threatenin
g?

YES

Other medi
cally impor
tant serious
event

YES

Jan-28-2021
19:27:13
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Can
didate

For AE DIABETIC
KETOACIDOSIS:
Response to "Is the
adverse event
serious?" is 'Yes' but
"Serious Adverse
Event Number" is
blank.

Jan-28-2021
19:27:13
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Ope
ned

'Is the adverse event
serious?' is marked as
YES, but responses to
all of the seriousness
criteria are NO. At
least one seriousness
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criterion is expected
to be YES for serious
events. Please review
and update as
appropriate.

Jan-28-2021
19:27:13
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Is this serio
us event ass
ociated wit
h congenita
l anomaly o
r birth defe
ct?

NO

Did this ser
ious event r
esult in deat
h?

NO

Did this ser
ious event r
equire or pr
olong hospi
talization?

NO

Did this ser
ious event r

Initial Entry
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esult in pers
istent or sig
nificant dis
ability/inca
pacity?

NO

Is this serio
us event lif
e threatenin
g?

NO

Other medi
cally impor
tant serious
event

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Jan-28-2021
19:27:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:09
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Date Location User Value Reason

Feb-02-2021
09:46:05
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response
satisfies query

Feb-01-2021
21:22:36
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed
Information

Feb-01-2021
21:22:36
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT RELATED

If Not Related to s
tudy treatment(s),
this event is due t
o:

OTHER

If Other, specif
y:

DIABETES

Changed
Information

Jan-30-2021
21:29:49
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened Clinical Other
cause for
event DKA
would not be
itself (DKA);
please review
underlying09
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cause for
ketoacidosis
and update.

Jan-28-2021
19:27:13
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT RELATED

If Not Related to s
tudy treatment(s),
this event is due t
o:

OTHER

If Other, specif
y:

DIABETIC
KETOACID
OSIS

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Jan-28-2021
19:27:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Jan-28-2021 ACV0PFEINFP6000  Scott Salmon Data Entry: Initial Entry09
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19:27:13
(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.ssalmon) YES

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Jan-28-2021
19:27:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Jan-28-2021
19:27:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
RECOVERED/RES
OLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Jan-28-2021
19:27:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

2f
5c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0138870



Page 146 of 175

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Jan-29-2021
13:27:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Gladys
Noi
(pfe.noig)

Data Entry:
2021086899

Initial Entry
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Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Nov-25-2020
08:09:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Nov/24/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Nov-25-2020
08:09:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Nov-25-2020
08:09:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
COMPLETED

Initial Entry
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Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-03-2021
10:11:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/1/2021

Initial Entry
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Unscheduled

Form: FURTHER VACCINATION CONFIRMATION -
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Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Feb-03-2021
10:11:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Participant is willing
to return for Vaccinat
ion 3

Participant is:

eligible per other
protocol allowanc
e(s) and confirme
d to have received
only placebo at Va
ccination 1/2

Initial Entry
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Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Feb-03-2021
10:11:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/1/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Feb-03-2021
10:11:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ASSESS ELIGIBILI
TY FOR ADDITION
AL VACCINATION

Initial Entry
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Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-16-2021
08:18:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/12/2021

Initial Entry
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Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Feb-16-2021
08:18:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
OBTAINED

Date Written Conse
nt Obtained

Feb/12/2021

Initial Entry
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Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Feb-15-2021
09:57:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/12/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Feb-15-2021
09:57:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
REPEAT SCREENING
1

Initial Entry

3. Status:

Date Location User Value Reason

Feb-15-2021
09:57:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
COMPLETED

Initial Entry
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IMMUNOGENICITY - eCRF Audit Trail History
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-15-2021
09:58:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-15-2021
09:58:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-15-2021
09:58:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Feb-15-2021
09:58:12
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09
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Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Feb-15-2021
09:58:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection
:

Feb/12/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-15-2021
09:58:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID
:

BR9V6
P

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-15-2021
09:58:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BR9V6P

Initial Entry

5.b
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Feb-15-2021
09:58:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID
:

BR9V6
R

Initial Entry

5.b Sample ID

Date Location User Value Reason

Feb-15-2021
09:58:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BR9V6R

Initial Entry

5.c

Date Location User Value Reason

Feb-15-2021
09:58:48
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID
:

BR9V6
S

Initial Entry

09
01

77
e1

96
ae
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sample ID

Date Location User Value Reason

Feb-15-2021
09:58:48
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BR9V6S

Initial Entry

5.d

Date Location User Value Reason

Feb-15-2021
09:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample I
D:

BSLRW
X

Initial Entry

5.d Sample ID

Date Location User Value Reason

Feb-15-2021
09:59:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BSLRWX

Initial Entry

5.e

Date Location User Value Reason

Feb-15-2021
09:59:11

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample I BSLRW

Initial Entry09
01

77
e1

96
ae
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5c
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al
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

D: Y

5.e Sample ID

Date Location User Value Reason

Feb-15-2021
09:59:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BSLRWY

Initial Entry

09
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e1

96
ae

2f
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-16-2021
08:19:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-16-2021
08:19:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-17-2021
09:07:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto
Query

Feb-17-2021
08:18:47
(UTC-05:00)

ACV0PFEINFP6000  Roshni Nair
(pfe.nairr29)

Query 1: Opened 'Sample
Collected?' is
Yes, however09
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Feb-16-2021
08:19:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however
no barcodes
are entered.
Please review
and correct as
appropriate.

Feb-16-2021
08:19:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection
:

Feb/12/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-17-2021
09:07:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID
:

BR64C
K

Initial Entry

5.a Sample ID

Date Location User Value Reason09
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-17-2021
09:07:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BR64CK

Initial Entry

09
01

77
e1

96
ae

2f
5c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0138886



Page 162 of 175

***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Feb-16-2021
08:19:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Feb-16-2021
08:19:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Feb-16-2021
08:19:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
e1

96
ae
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-16-2021
08:19:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/12/2021 11:10

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Feb-16-2021
08:19:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Feb-16-2021
08:19:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Feb-16-2021
08:19:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

09
01

77
e1

96
ae

2f
5c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0138888



Page 164 of 175

***Confidential***

Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

8. Actual Dose:

Date Location User Value Reason

Feb-16-2021
08:19:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Feb-16-2021
08:19:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Feb-16-2021
08:19:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Feb-16-2021
08:19:56

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry09
01
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e1
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ae
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5c

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0138889



Page 165 of 175

***Confidential***

Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-04-2021
14:01:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Mar/3/2021

Initial Entry

09
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\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0138891



Page 167 of 175

***Confidential***

 

Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Mar-04-2021
14:01:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Mar-04-2021
14:01:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-04-2021
15:05:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Mar-04-2021
14:01:49
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
2f

5c
\F

in
al
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Mar-04-2021
14:01:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection
:

Mar/3/2021

Initial Entry

5.a

Date Location User Value Reason

Mar-04-2021
15:05:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID
:

BR64L
5

Initial Entry

5.a Sample ID

Date Location User Value Reason

Mar-04-2021
15:05:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BR64L5

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Mar-04-2021
14:02:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Mar-04-2021
14:02:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Mar-04-2021
14:02:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
e1

96
ae

2f
5c

\F
in
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\F
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al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0138894



Page 170 of 175

***Confidential***

Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Mar-04-2021
14:02:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Mar/3/2021 15:48

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Mar-04-2021
14:02:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Mar-04-2021
14:02:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Mar-04-2021
14:02:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

09
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Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

8. Actual Dose:

Date Location User Value Reason

Mar-04-2021
14:02:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Mar-04-2021
14:02:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Mar-04-2021
14:02:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Mar-04-2021
14:02:32

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry09
01

77
e1
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ae
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject Status

Date Location User Value Reason

Nov-25-2020
08:09:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Oct-07-2020
14:13:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDO
MIZED

Initial Entry

Oct-07-2020
14:09:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Nov-25-2020
08:09:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Nov/24/2020

Initial Entry

Oct-07-2020
14:13:42

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/7/2020

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

Oct-07-2020
14:09:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/7/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131656 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Casebook Signature

Date Location User Value Reason

Oct-07-2020
14:25:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Click Here to Enabl
e

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5,
STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response -
Protocol version

08 SEP 2020

2. Select appropriate response - What
cohort does the subject belong to?

STAGE 3 COHORTS
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Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Oct/7/2020
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Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Demography

1. Subject ID [10131658]

2. Birth Date: /1978

3. Sex: MALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): BLACK OR AFRICAN AMERICAN

6. Racial Designation:
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Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/7/2020

2. Erroneous Visit
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation/Death

Oct/7/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Medical History Details

1. Line/MH Number: Not Applicable

[ ]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

Not Applicable

[ ]

Start Date: Not Applicable

//

Ongoing: Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: HIV STATUS

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

HIV Status

1. Select appropriate response - What
is the subject HIV status?

The subject is NOT known to be HIV POSITIVE

09
01

77
e1

96
ae

2f
5e

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0138908



Page 9 of 122

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 15-Sep-2020 21:56 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Oct/7/2020

2. Weight: [76.0]

3. Unit: kg

4. Height: [177.5]

5. Unit: cm

6. Body Mass Index: [24.1]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [36.2]

Unit: C

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition

1. Randomization Date : Oct/7/2020

2. Randomization Number: [104653]

3. Randomization Group: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/7/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BPC2K3]

5.b Sample ID [BPC2K4]

5.c Sample ID [BPC2K5]

5.d Sample ID [BS6ZCY]

5.e Sample ID [BS6ZCZ]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Oct/7/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRG2TM]
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Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Oct/7/2020 11:30

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS
SUBJECT
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Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/27/2020

2. Erroneous Visit
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Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Oct/27/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [36.8]

Unit: C

Temperature Location: ORAL CAVITY
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Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Oct/27/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR9TJL]
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Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Oct/27/2020 13:52

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/24/2020

2. Erroneous Visit
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Nov/24/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRHW2M]

5.b Sample ID [BRHW2N]

5.c Sample ID [BRHW2P]

5.d Sample ID [BS0JH2]

5.e Sample ID [BS0JH3]
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Visit: V4_MONTH6_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---
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Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or Contacts:

Health Care Utilization Other

2. Other Type of Practitioner Specify: [ ]

Health Care Utilization

3. Has the subject been hospitalized
due to potential COVID-19 illness?
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Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained for
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Back to Form
eCRF Audit Trail History
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Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[LYMPH NODE SWELLING LEFT AUXILLARY]

4. Start Date Time: Oct/28/2020 18:00

5. Is the adverse event still ongoing? NO

End Date Time:
Oct/30/2020 08:00

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?
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12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment given?

8. Did the Medication Error cause the
subject to be discontinued from the
study?

9. Was this medication error
associated with any adverse events?

10. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

[ ]

5. Date: //
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Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Subject No: 10131658 Subject Initials: ---
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Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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# Transfusion Type Date of Transfusion Form Instance

 1.     Repeating Pages
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Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation/Death
:

Nov/24/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:

09
01

77
e1

96
ae

2f
5e

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0138954



Page 55 of 122

***Confidential***

 

Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Informed Consent - Asymptomatic Surveillance

1. Consent Was:
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Disposition - Follow-Up

1. Date of
Completion/Discontinuation/Death
:

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/9/2021

2. Erroneous Visit
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eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible and NOT confirmed to have received only placebo at Vaccination 1/2
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eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Feb/9/2021

2. Primary Reason for Unblinding: ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Death Details

1. Date of Collection / Notification of
Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Nov/24/2020
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eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Patricia Brown  Approved Feb-25-2021 14:40:01 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, PatriciaBrown, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Back to Form

Item Date User Comment

Form Oct-07-2020 15:44:00 (UTC-05:00) Eastern
Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

Not Applicable
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Oct-07-2020 15:46:13 (UTC-05:00) Eastern
Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

NO KNOWN MEDICAL HISTORY

Not Applicable

Form Oct-07-2020 15:45:47 (UTC-05:00) Eastern
Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

NO KNOWN MEDICAL HISTORY
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Back to Form

Item Date User Comment

Form Oct-08-2020 08:25:50 (UTC-05:00) Eastern
Time (US & Canada)

Matthew
Stephens
(pfe mstephens)

VISIT ENTERED IN ERROR
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Patricia Brown  Approved Feb-25-2021 14:40:01 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, PatriciaBrown, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Monica Cooper  N/A Feb-12-2021 11:55:33 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael Dever  Approved Jan-21-2021 07:07:06 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Scott Salmon  N/A Nov-24-2020 15:42:29 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Michael Dever  Approved Nov-10-2020 08:29:57 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Oct-07-2020 15:42:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
08 SEP 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Oct-07-2020 15:42:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Oct-07-2020 15:43:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
OBTAINED

Date Written Consent Obtained

Oct/7/2020

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject ID

Date Location User Value Reason

Oct-07-2020 15:42:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10131658

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Oct-07-2020 15:42:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1978

Enrollment Entry

3. Sex:

Date Location User Value Reason

Oct-07-2020 15:43:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
MALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Oct-07-2020 15:43:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT HISPANIC OR LATINO(A
) OR OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Oct-07-2020 15:43:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BLACK OR AFRICAN AMERI
CAN

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-07-2020 15:43:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Oct/7/2020

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Oct-07-2020 15:44:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Oct/7/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-07-2020 15:44:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Oct-07-2020 15:44:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: HIV STATUS - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - What is the subject HIV status?

Date Location User Value Reason

Oct-07-2020 15:46:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
The subject is NOT known to be
HIV POSITIVE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:56 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Oct-08-2020
15:56:10
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Clos
ed

Auto closed by
Validation Check:
VC_VS001_02

Oct-08-2020
08:27:40
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew Stephens
(pfe mstephens)

Query
1: Ans
wered

Changed data per
query

Oct-08-2020
04:53:03
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Ope
ned

DMW4914711;The
Vitals 'Date Time' at
Visit
V1_DAY1_VAX1_L
is the same as the
other Vitals Date
Time at Visit
V2_VAX2_L Please
review for
duplication and
update as
appropriate.

Oct-07-2020
15:47:19
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry:
Oct/7/
2020

Initial Entry

2. Weight:

Date Location User Value Reason

Oct-07-2020 15:47:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
76.0

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:56 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

3. Unit:

Date Location User Value Reason

Oct-07-2020 15:47:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
kg

Initial Entry

4. Height:

Date Location User Value Reason

Oct-07-2020 15:47:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
177.5

Initial Entry

5. Unit:

Date Location User Value Reason

Oct-07-2020 15:47:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Oct-07-2020 15:47:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
24.1

Initial Entry

7.a

Date Location User Value Reason

Oct-07-2020 15:47:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Record Identifier:
:

1

Temperature: 36.2

Temperature Unit
:

C

Temperature Loc
ation::

ORAL CAV
ITY

Initial Entry

7.a Record Identifier:09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:56 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Oct-07-2020 15:47:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Oct-07-2020 15:47:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
36.2

Initial Entry

7.a Unit:

Date Location User Value Reason

Oct-07-2020 15:47:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
C

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Oct-07-2020 15:47:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Randomization Date :

Date Location User Value Reason

Oct-07-2020 15:47:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Oct/7/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Oct-07-2020 15:47:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
104653

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-07-2020 15:47:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-07-2020 15:47:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-07-2020 15:56:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-07-2020 15:47:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-07-2020 15:47:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection:

Oct/7/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-07-2020 15:56:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample ID: BPC2K3

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Oct-07-2020 15:56:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BPC2K3

Initial Entry

5.b

Date Location User Value Reason

Oct-07-2020 15:57:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample ID: BPC2K4

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-07-2020 15:57:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BPC2K4

Initial Entry

5.c

Date Location User Value Reason

Oct-07-2020 15:57:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample ID: BPC2K5

Initial Entry

5.c Sample ID

Date Location User Value Reason

Oct-07-2020 15:57:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BPC2K5

Initial Entry

5.d

Date Location User Value Reason

Oct-07-2020 15:57:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample ID: BS6ZCY

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sample ID

Date Location User Value Reason

Oct-07-2020 15:57:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BS6ZCY

Initial Entry

5.e

Date Location User Value Reason

Oct-07-2020 15:57:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample ID: BS6ZCZ

Initial Entry

5.e Sample ID

Date Location User Value Reason

Oct-07-2020 15:57:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BS6ZCZ

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-07-2020 15:48:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-07-2020 15:48:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-07-2020 15:57:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-07-2020 15:48:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-07-2020 15:48:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection:

Oct/7/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-07-2020 15:57:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample ID: BRG2TM

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Oct-07-2020 15:57:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BRG2TM

Initial Entry

09
01

77
e1

96
ae

2f
5e

\F
in

al
\F

in
al

 O
n:

 0
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Oct-07-2020 15:49:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Oct-07-2020 15:49:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Oct-07-2020 15:49:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Oct-07-2020 15:49:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Oct/7/2020 11:30

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Oct-07-2020 15:49:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Oct-07-2020 15:49:36
(UTC-05:00) Eastern

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
LEFT

Initial Entry09
01
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e1
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2f
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\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0138991



Page 92 of 122

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada)

7. Route:

Date Location User Value Reason

Oct-07-2020 15:49:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Oct-07-2020 15:49:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED O
BSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Oct-07-2020 15:49:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Oct-07-2020 15:49:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO - REACTOGENICITY E-DI
ARY NOT COLLECTED FOR T
HIS SUBJECT

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-29-2020
09:46:23
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
3: Clo
sed

Close Auto Query

Oct-29-2020
09:45:20
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Sandip Namdeorao
Suryawanshi
(pfe.suryas18)

Query
3: Op
ened

Erroneous Visit is
marked, but date of
visit is entered.
Please check
whether other
assessments are
performed at this
visit.

Oct-28-2020
07:51:30
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
3: Ca
ndidat
e

Erroneous Visit is
marked, but date of
visit is entered.
Please check
whether other
assessments are
performed at this
visit.

Oct-28-2020
07:51:30
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew Stephens
(pfe mstephens)

Data
Entry
:
Oct/2
7/202
0

Transcription Error

Oct-13-2020
02:04:49
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Swapna Varikuti
(pfe.variks)

Query
2: Clo
sed

As per site
confirmation -
updated PD tracker

Oct-12-2020
12:44:46

ACV0PFEINFP6000  Matthew Stephens
(pfe mstephens)

Query
2: An

Original value is
correct
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time
(US &
Canada)

swere
d

Oct-12-2020
12:11:35
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD
(pfe.PFESDQ_PROD)

Query
2: Op
ened

PDQ: Date of visit at
V2_VAX2_L is out
of window for -19
days from
V1_DAY1_VAX1_L
Dose Date. Please
verify and update.
Else, confirm in
query response
appropriately.
"[cefall01
SDQ=16139]"

Oct-10-2020
06:10:30
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe nairr29)

Query
1: Del
eted

No other
assessments are
performed at this
visit.

Oct-08-2020
08:25:27
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
1: Ca
ndidat
e

Erroneous Visit is
marked, but date of
visit is entered.
Please check
whether other
assessments are
performed at this
visit.

Oct-07-2020
16:01:28
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry
:
Oct/7/
2020

Initial Entry

2. Erroneous Visit

Date Location User Value Reason

Oct-29-2020 09:46:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry: Transcription Error
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct-08-2020 08:25:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
ERRONEOUS VISIT

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Oct-27-2020
16:02:03
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry
:
Oct/27
/2020

Initial Entry

Oct-08-2020
15:56:10
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Clo
sed

Auto closed by
Validation Check:
VC_VS001_02

Oct-08-2020
08:26:06
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
1: Ans
wered

Transcription Error

Oct-08-2020
08:26:06
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew Stephens
(pfe.mstephens)

Data
Entry
:

Transcription Error

Oct-08-2020
04:53:03
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Ope
ned

DMW4914714;The
Vitals 'Date Time' at
Visit V2_VAX2_L is
the same as the other
Vitals Date Time at
Visit
V1_DAY1_VAX1_L.
Please review for
duplication and
update as
appropriate.

Oct-07-2020
16:01:57

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry

Initial Entry09
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Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time
(US &
Canada)

:
Oct/7/
2020

2.a

Date Location User Value Reason

Oct-27-2020 16:02:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Record Identifie
r::

1

Temperature: 36.8

Temperature Un
it:

C

Temperature Lo
cation::

ORAL CA
VITY

Initial Entry

Oct-08-2020 08:26:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Record Identifier:: 1

Temperature:

Temperature Unit:

Temperature Location::

Transcription Error

Oct-08-2020 08:26:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Record Identifie
r::

1

Temperature:

Temperature Un
it:

Temperature Lo
cation::

ORAL CA
VITY

Transcription Error

Oct-08-2020 08:26:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Record Identifie
r::

1

Temperature:

Temperature Un
it:

C

Temperature Lo
cation::

ORAL CA
VITY

Transcription Error

Oct-07-2020 16:01:57
(UTC-05:00) Eastern

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Record Identifie 1

Initial Entry09
01

77
e1

96
ae

2f
5e

\F
in

al
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in
al
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Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) r::

Temperature: 36.8

Temperature Un
it:

C

Temperature Lo
cation::

ORAL CA
VITY

2.a Record Identifier:

Date Location User Value Reason

Oct-07-2020 16:01:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Oct-27-2020 16:02:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
36.8

Initial Entry

Oct-08-2020 08:26:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry: Transcription Error

Oct-07-2020 16:01:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
36.8

Initial Entry

2.a Unit:

Date Location User Value Reason

Oct-27-2020 16:02:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
C

Initial Entry

Oct-08-2020 08:26:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry: Transcription Error

Oct-07-2020 16:01:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
C

Initial Entry

09
01

77
e1

96
ae

2f
5e

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0138999



Page 100 of 122

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.a Temperature Location:

Date Location User Value Reason

Oct-27-2020 16:02:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ORAL CAVITY

Initial Entry

Oct-08-2020 08:26:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry: Transcription Error

Oct-07-2020 16:01:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-27-2020 16:02:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

Oct-08-2020 08:26:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Transcription Error

Oct-07-2020 16:02:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-27-2020 16:02:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

Oct-08-2020 08:26:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Transcription Error

Oct-07-2020 16:02:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-29-2020 09:44:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Sandip
Namdeorao
Suryawanshi
(pfe.suryas18)

Query 2: Closed Response satisfies
query

Oct-28-2020 07:51:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered Answer Auto Query
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct-28-2020 01:12:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gajanan
Deshmukh
(pfe.deshmg08)

Query 2: Reissued:Opened DM : DOV form is
not frozen at this
visit. Date of
Collection
27/Oct/2020 is
greater than Date of
Visit 07/Oct/2020.
Please review and
update as
appropriate, else
clarify.

Oct-27-2020 17:13:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Deleted Close Auto Query

Oct-27-2020 16:18:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 2: Answered PLEASE UNLOCK
DOV CRF PAGE,
SO DATA CAN BE
UPDATED

Oct-27-2020 16:02:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-27-2020 16:02:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened Date of Collection
27/Oct/2020 is
greater than Date of
Visit 07/Oct/2020.
Please review and
update as
appropriate, else
clarify.

Oct-27-2020 16:02:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection:

Oct/27/2020

Initial Entry

Oct-08-2020 08:26:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry: Transcription Error

09
01

77
e1

96
ae

2f
5e

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0139002



Page 103 of 122

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct-08-2020 08:17:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Oct-08-2020 03:05:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe nairr29)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-07-2020 16:02:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-07-2020 16:02:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection:

Oct/7/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-27-2020 17:13:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BR9TJL

Initial Entry

Oct-08-2020 08:26:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID:

Transcription Error

Oct-08-2020 08:17:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BRG2TM

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-27-2020 17:13:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BR9TJL

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct-08-2020 08:26:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry: Transcription Error

Oct-08-2020 08:17:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BRG2TM

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Oct-27-2020 16:03:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

Oct-08-2020 08:27:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry: Transcription Error

Oct-07-2020 16:03:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Oct-27-2020 16:03:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

Oct-08-2020 08:27:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Transcription Error

Oct-07-2020 16:03:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Oct-27-2020 16:03:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

Oct-08-2020 08:27:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Transcription Error

Oct-07-2020 16:03:19
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry09
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Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada)

4. Dose Date Time:

Date Location User Value Reason

Oct-29-2020 09:44:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Sandip
Namdeorao
Suryawanshi
(pfe.suryas18)

Query 1: Closed Response satisfies
query

Oct-28-2020 07:51:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Answer Auto Query

Oct-28-2020 05:31:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Swetha
Thangellapally
(pfe.thangs22)

Query 1: Reissued:Opened DM1: Per response
DOV CRF is
unfreeze. Kindly
amend data as
appropriate.
Thanks.

Oct-27-2020 16:18:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 1: Answered PLEASE UNLOCK
DOV CRF PAGE
SO DATA CAN BE
UPDATED

Oct-27-2020 16:03:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Dose Date is not
equal to Date of
Visit 07/Oct/2020
of the
corresponding Visit.
Please review and
update as
appropriate.

Oct-27-2020 16:03:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Oct/27/2020 13:52

Initial Entry

Oct-08-2020 08:27:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry: Transcription Error

Oct-07-2020 16:03:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Oct/7/2020 14:35

Initial Entry
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Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5. Anatomical Location:

Date Location User Value Reason

Oct-27-2020 16:03:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

Oct-08-2020 08:27:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Transcription Error

Oct-07-2020 16:03:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Oct-27-2020 16:03:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
LEFT

Initial Entry

Oct-08-2020 08:27:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry: Transcription Error

Oct-07-2020 16:03:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Oct-27-2020 16:03:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

Oct-08-2020 08:27:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Transcription Error

Oct-07-2020 16:03:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed
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Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Oct-27-2020 16:03:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED O
BSERVATION PERIOD

Initial Entry

Oct-08-2020 08:27:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Transcription Error

Oct-07-2020 16:03:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED O
BSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Oct-27-2020 16:03:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry

Oct-08-2020 08:27:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry: Transcription Error

Oct-07-2020 16:03:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-24-2020 15:42:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Nov/24/2020

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-24-2020 15:42:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-24-2020 15:42:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-24-2020 17:39:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Nov-24-2020 15:42:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Nov-24-2020 15:42:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection:

Nov/24/2020

Initial Entry

5.a

Date Location User Value Reason

Nov-24-2020 17:39:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BRHW2M

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Nov-24-2020 17:39:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BRHW2M

Initial Entry

5.b

Date Location User Value Reason

Nov-24-2020 17:39:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BRHW2N

Initial Entry

5.b Sample ID

Date Location User Value Reason

Nov-24-2020 17:39:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BRHW2N

Initial Entry

5.c

Date Location User Value Reason

Nov-24-2020 17:39:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BRHW2P

Initial Entry

5.c Sample ID

Date Location User Value Reason

Nov-24-2020 17:39:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BRHW2P

Initial Entry

5.d

Date Location User Value Reason

Nov-24-2020 17:40:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BS0JH2

Initial Entry
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sample ID

Date Location User Value Reason

Nov-24-2020 17:40:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BS0JH2

Initial Entry

5.e

Date Location User Value Reason

Nov-24-2020 17:40:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BS0JH3

Initial Entry

5.e Sample ID

Date Location User Value Reason

Nov-24-2020 17:40:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BS0JH3

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Nov-24-2020 15:45:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Nov-24-2020 15:45:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Nov-24-2020 15:45:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Nov-24-2020 15:45:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
LYMPH NODE SWELLING LE
FT AUXILLARY

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Nov-24-2020 15:45:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Oct/28/2020 18:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Nov-24-2020 15:45:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

End Date Time:

Oct/30/2020 08:00

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov-24-2020 15:45:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Nov-24-2020 15:45:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Nov-24-2020 15:45:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Nov-24-2020 15:45:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Nov-24-2020 15:45:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Nov-24-2020 15:45:38 ACV0PFEINFP6000  Scott Salmon Data Entry: Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.ssalmon) NO

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Nov-24-2020 15:45:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Nov-24-2020 15:45:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Nov-24-2020 15:45:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Nov-24-2020 15:43:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Nov/24/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Nov-24-2020 15:43:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Nov-24-2020 15:43:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-12-2021 11:55:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Feb/9/2021

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Feb-12-2021 11:56:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Feb-12-2021 11:55:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate The response
indicates participant
was unblinded,
however the
TREATMENT
UNBLINDED date
is missing in the
DISP visit. Please
complete this date.

Feb-12-2021 11:55:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Participant is willing to return f
or Vaccination 3

Participant is:

eligible and NOT confirmed
to have received only placeb
o at Vaccination 1/2

Initial Entry
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Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Feb-12-2021 11:56:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Feb/9/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Feb-12-2021 11:56:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
ASSESS ELIGIBILITY FOR A
DDITIONAL VACCINATION

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject Status

Date Location User Value Reason

Nov-24-2020 15:43:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Oct-07-2020 15:47:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Oct-07-2020 15:44:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Nov-24-2020 15:43:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Nov/24/2020

Initial Entry

Oct-07-2020 15:47:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/7/2020

Initial Entry

Oct-07-2020 15:44:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/7/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131658 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Casebook Signature

Date Location User Value Reason

Oct-07-2020 15:53:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Click Here to Enable

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5,
STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response -
Protocol version

08 SEP 2020

2. Select appropriate response - What
cohort does the subject belong to?

STAGE 3 COHORTS

09
01

77
e1

96
ae

2f
5d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139023



Page 2 of 412

***Confidential***

 

Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Oct/13/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Demography

1. Subject ID [10131699]

2. Birth Date: /1960

3. Sex: FEMALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): WHITE

6. Racial Designation:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/13/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 10-Oct-2020 16:00 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable

09
01

77
e1

96
ae

2f
5d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139027



Page 6 of 412

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation/Death

Oct/13/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]

09
01

77
e1

96
ae

2f
5d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139028



Page 7 of 412

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[SUBTOTAL ABDOMINAL HYSTERECTOMY]

Start Date: UNK/UNK/1994

Ongoing: NO

End Date:
UNK/UNK/1994

1.b Line/MH Number: [2]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[HERNIATED DISC C4-C6]

Start Date: Jan/UNK/2020

Ongoing: NO

End Date:
Jun/UNK/2020

1.c Line/MH Number: [3]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[HERNIATED DISC FUSION C4-C6]

Start Date: Jun/UNK/2020

Ongoing: NO

End Date:
Jun/UNK/2020
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.d Line/MH Number: [4]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[GASTRIC BYPASS]

Start Date: UNK/UNK/2018

Ongoing: NO

End Date:
UNK/UNK/2018

1.e Line/MH Number: [5]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[BINGE EATING DISORDER]

Start Date: UNK/UNK/1989

Ongoing: NO

End Date:
UNK/UNK/2018
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: HIV STATUS

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

HIV Status

1. Select appropriate response - What
is the subject HIV status?

The subject is NOT known to be HIV POSITIVE
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Oct/13/2020

2. Weight: [60.2]

3. Unit: kg

4. Height: [158.0]

5. Unit: cm

6. Body Mass Index: [24.1]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [36.8]

Unit: C

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and Address
(Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition

1. Randomization Date : Oct/13/2020

2. Randomization Number: [268763]

3. Randomization Group: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/13/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRD74R]

5.b Sample ID [BRD74S]

5.c Sample ID [BRD74T]

5.d Sample ID [BSJT9T]

5.e Sample ID [BSJT9V]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Oct/13/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRG2Y2]
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Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Oct/13/2020 10:59

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: RIGHT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS
SUBJECT
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Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/9/2020

2. Erroneous Visit
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Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Nov/9/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [36.5]

Unit: C

Temperature Location: ORAL CAVITY
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and Address
(Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments

09
01

77
e1

96
ae

2f
5d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139041



Page 20 of 412

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Nov/9/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR9TN4]
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Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Nov/9/2020 10:59

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: RIGHT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/7/2020

2. Erroneous Visit
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Dec/7/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRHWFV]

5.b Sample ID [BRHWFW]

5.c Sample ID [BRHWFX]

5.d Sample ID [BS3801]

5.e Sample ID [BS3802]
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/11/2020

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A

09
01

77
e1

96
ae

2f
5d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139046



Page 25 of 412

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: Dec/11/2020

2. Date of First Symptom Started: Dec/10/2020

3. Symptoms Ongoing? NO

Date of Last Symptom Resolved:
Dec/20/2020

Symptoms

4.a Symptoms: FEVER

Was symptom present? NO

4.b Symptoms: NEW OR INCREASED COUGH

Was symptom present? NO

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH

Was symptom present? YES

4.d Symptoms: CHILLS

Was symptom present? NO

4.e Symptoms: NEW OR INCREASED MUSCLE PAIN

Was symptom present? YES

4.f Symptoms: NEW LOSS OF TASTE OR SMELL

Was symptom present? NO

4.g Symptoms: NEW OR INCREASED SORE THROAT

Was symptom present? YES

4.h Symptoms: DIARRHEA

Was symptom present? NO
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.i Symptoms: VOMITING

Was symptom present? NO

Symptoms - Other

5.a Symptoms - Other Text: [FATIGUE]

5.b Symptoms - Other Text: [HEADACHE]

5.c Symptoms - Other Text: [NASAL CONGESTION]
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Visit: POT_COVID_ILL 1 Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Date of Collect

ion
Specimen T

ype
Specimen Collection Lo

cation
Assay Code and Descri

ption
Device Type Form Instance

 1. Not Applicable
 

Not Applicab
le 

Not Applicable  Not Applicable  Not Applica
ble 

Repeating
Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

1. Actual Date of Collection: Not Applicable

//

Comments

2. Specimen Type: Not Applicable Comments

3. Specimen Collection Location: Not Applicable Comments

4. Assay Code and Description: Not Applicable Comments

5. Device Type: Not Applicable Comments

6. Trade Name: Not Applicable Comments

7. Test Result: Not Applicable Comments

8. Comments/Findings/Details: Not Applicable

[ ]

Comments

9. Trade Name Other, Specify: Not Applicable

[ ]

Comments
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB_SELF

3. Sample Collected? NO

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[SAMPLE COLLECTED AT VISIT]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]

09
01

77
e1

96
ae

2f
5d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139051



Page 30 of 412

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Dec/11/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRHVRN]
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: HEALTH CARE UTILIZATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Health Care Utilization

1.a Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or Contacts: NO

1.b Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts: NO

1.c Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or Contacts: NO

1.d Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or Contacts: NO

1.e Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts: NO

1.f Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or Contacts: NO

Health Care Utilization Other

2. Other Type of Practitioner Specify: [ ]

Health Care Utilization

3. Has the subject been hospitalized
due to potential COVID-19 illness?

NO
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Visit: POT_COVID_ILL 1 Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Treatment Identi

fier
Con Non-Drug Treatments Pre-s

pecified
Treatment Treatment Start Date Form Instance

 1. Not Applicable  Not Applicable  Not Applica
ble 

Not Applica
ble 

Not Applica
ble 

Repeating
Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

1. What is the treatment Identifier? Not Applicable

[ ]

Comments

2. Concomitant Non-drug Treatment
Pre-specified:

Not Applicable Comments

3. Treatment: Not Applicable Comments

4. Treatment: Not Applicable

[ ]

Comments

5. Start Date: Not Applicable

//

Comments

6. Ongoing? Not Applicable Comments
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: POTENTIAL COVID-19 ILLNESS

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

NO

3. Toxicity Grade: 1
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Visit: POT_COVID_ILL 1 Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Category of Clinical Even

t:
Subcategory of Clinical Eve

nt
Diagnosis Obtaine

d
Toxicity Grad

e
Form Instance

 1. Not Applicable  Not Applicable  Not Applicable  Not Applicable
 

Repeating Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: Not Applicable Comments

2. Subcategory of Clinical Event: Not Applicable Comments

3. Was a diagnosis obtained? Not Applicable Comments

4. Toxicity Grade: Not Applicable Comments
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#
Category f
or Lab Tes

t
Vendor Name

Collect
ion Da

te:

Speci
men T

ype
Lab Result

Form Insta
nce

 1. CLINICA
L CHEMI
STRY 

ORLANDO REGIONAL MEDIC
AL CENTER, 1414 KUHL AVE.
ORLANDO, FL 32806 

Jan/15/
2021 

BLOO
D 

Sponsor-D
efined Ide

ntifier
Test:

Res
ult:

329  C Reactive Pr
otein_PX329 

1.0 

30  Alanine Ami
notransferase
_PX30 

30 

28  Aspartate Am
inotransferase
_PX28 

24 

35  Alkaline Phos
phatase_PX3
5 

91 

21  Bilirubin_PX
21 

0.4 

47  Blood Urea N
itrogen_PX47
 

19 

48  Creatinine_P
X48 

0.7
1 
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#
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or Lab Tes

t
Vendor Name

Collect
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te:
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men T

ype
Lab Result

Form Insta
nce

 2. CLINICA
L CHEMI
STRY 

ORLANDO REGIONAL MEDIC
AL CENTER, 1414 KUHL AVE.
ORLANDO, FL 32806 

Dec/11
/2020 

BLOO
D 

Sponsor-D
efined Ide

ntifier
Test:

Res
ult:

329  C Reactive Pr
otein_PX329 

1.0 

30  Alanine Ami
notransferase
_PX30 

40 

28  Aspartate Am
inotransferase
_PX28 

31 

35  Alkaline Phos
phatase_PX3
5 

98 

21  Bilirubin_PX
21 

0.4 

47  Blood Urea N
itrogen_PX47
 

17 

48  Creatinine_P
X48 

0.6
9 

Repeating
Pages
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on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

1. Lab Panel: CLINICAL CHEMISTRY

2. Laboratory Name and Address [ORLANDO REGIONAL MEDICAL CENTER, 1414 KUHL AVE.
ORLANDO, FL 32806]

3. Collection Date: Jan/15/2021

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [329]

Test: C Reactive Protein_PX329

Result: [1.0]

Not Done:

LNMT Low
[ ]
High
[9.9]
Unit
mg/L

5.b Sponsor ID: [30]

Test: Alanine Aminotransferase_PX30

Result: [30]

Not Done:

LNMT Low
[7]
High
[52]
Unit
U/L
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Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sponsor ID: [28]

Test: Aspartate Aminotransferase_PX28

Result: [24]

Not Done:

LNMT Low
[13]
High
[39]
Unit
U/L

5.d Sponsor ID: [35]

Test: Alkaline Phosphatase_PX35

Result: [91]

Not Done:

LNMT Low
[34]
High
[104]
Unit
U/L

5.e Sponsor ID: [21]

Test: Bilirubin_PX21

Result: [0.4]

Not Done:

LNMT Low
[0.3]
High
[1.0]
Unit
mg/dL
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Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor ID: [47]

Test: Blood Urea Nitrogen_PX47

Result: [19]

Not Done:

LNMT Low
[7]
High
[25]
Unit
mg/dL

5.g Sponsor ID: [48]

Test: Creatinine_PX48

Result: [0.71]

Not Done:

LNMT Low
[0.60]
High
[1.20]
Unit
mg/dL
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

1. Lab Panel: CLINICAL CHEMISTRY

2. Laboratory Name and Address [ORLANDO REGIONAL MEDICAL CENTER, 1414 KUHL AVE.
ORLANDO, FL 32806]

3. Collection Date: Dec/11/2020

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [329]

Test: C Reactive Protein_PX329

Result: [1.0]

Not Done:

LNMT Low
[ ]
High
[9.9]
Unit
mg/L

5.b Sponsor ID: [30]

Test: Alanine Aminotransferase_PX30

Result: [40]

Not Done:

LNMT Low
[7]
High
[52]
Unit
U/L
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sponsor ID: [28]

Test: Aspartate Aminotransferase_PX28

Result: [31]

Not Done:

LNMT Low
[13]
High
[39]
Unit
U/L

5.d Sponsor ID: [35]

Test: Alkaline Phosphatase_PX35

Result: [98]

Not Done:

LNMT Low
[34]
High
[104]
Unit
U/L

5.e Sponsor ID: [21]

Test: Bilirubin_PX21

Result: [0.4]

Not Done:

LNMT Low
[0.3]
High
[1.0]
Unit
mg/dL
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Form Version: 14-Jan-2021 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor ID: [47]

Test: Blood Urea Nitrogen_PX47

Result: [17]

Not Done:

LNMT Low
[7]
High
[25]
Unit
mg/dL

5.g Sponsor ID: [48]

Test: Creatinine_PX48

Result: [0.69]

Not Done:

LNMT Low
[0.60]
High
[1.20]
Unit
mg/dL
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#
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for Lab T

est
Vendor Name (DERIVED)

Collect
ion Dat

e:

Speci
men T

ype
Lab Result

Form Insta
nce

 1. HEMATO
LOGY 

ORLANDO REGIONAL MEDICAL
CENTER, 1414 KUHL AVE. ORLA
NDO, FL 32806 

Jan/15/
2021 

BLOO
D 

Sponsor-D
efined Iden

tifier
Test:

Res
ult:

1  Hemoglo
bin_PX1 

13.
1 

2  Hematocr
it_PX2 

40.
0 

3  Erythrocy
tes_PX3 

4.3
4 

5  Platelets_
PX5 

296
 

7  Leukocyt
es_PX7 

6.6 

608  Neutroph
ils_PX60
8 

3.5 

609  Eosinoph
ils_PX60
9 

0.1 

612  Monocyt
es_PX61
2 

0.4 

610  Basophils
_PX610 

0.0 

611  Lymphoc
ytes_PX6
11 

2.6 
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Category
for Lab T

est
Vendor Name (DERIVED)

Collect
ion Dat

e:

Speci
men T

ype
Lab Result

Form Insta
nce

 2. HEMATO
LOGY 

ORLANDO REGIONAL MEDICAL
CENTER, 1414 KUHL AVE. ORLA
NDO, FL 32806 

Dec/11/
2020 

BLOO
D 

Sponsor-D
efined Iden

tifier
Test:

Res
ult:

1  Hemoglo
bin_PX1 

12.
5 

2  Hematocr
it_PX2 

40.
8 

3  Erythrocy
tes_PX3 

4.2
8 

5  Platelets_
PX5 

286
 

7  Leukocyt
es_PX7 

6.1 

608  Neutroph
ils_PX60
8 

3.5 

609  Eosinoph
ils_PX60
9 

0.0 

612  Monocyt
es_PX61
2 

0.3 

610  Basophils
_PX610 

0.0 

611  Lymphoc
ytes_PX6
11 

2.3 

Repeating
Pages
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Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
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Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Laboratory Data Hematology

1. Lab Panel: HEMATOLOGY

2. Laboratory Name and Address [ORLANDO REGIONAL MEDICAL CENTER, 1414 KUHL AVE.
ORLANDO, FL 32806]

3. Collection Date: Jan/15/2021

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [1]

Test: Hemoglobin_PX1

Result: [13.1]

Not Done:

LNMT Low
[11.4]
High
[14.7]
Unit
g/dL

5.b Sponsor ID: [2]

Test: Hematocrit_PX2

Result: [40.0]

Not Done:

LNMT Low
[34.3]
High
[45.5]
Unit
%

09
01

77
e1

96
ae

2f
5d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139069



Page 48 of 412

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sponsor ID: [3]

Test: Erythrocytes_PX3

Result: [4.34]

Not Done:

LNMT Low
[3.75]
High
[5.00]
Unit
10^6/cu mm

5.d Sponsor ID: [5]

Test: Platelets_PX5

Result: [296]

Not Done:

LNMT Low
[139]
High
[361]
Unit
10^3/uL

5.e Sponsor ID: [7]

Test: Leukocytes_PX7

Result: [6.6]

Not Done:

LNMT Low
[4.4]
High
[10.5]
Unit
10^3/uL
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Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor ID: [608]

Test: Neutrophils_PX608

Result: [3.5]

Not Done:

LNMT Low
[1.5]
High
[7.5]
Unit
10^3/uL

5.g Sponsor ID: [609]

Test: Eosinophils_PX609

Result: [0.1]

Not Done:

LNMT Low
[0.0]
High
[0.5]
Unit
10^3/uL

5.h Sponsor ID: [612]

Test: Monocytes_PX612

Result: [0.4]

Not Done:

LNMT Low
[0.0]
High
[0.8]
Unit
10^3/uL
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.i Sponsor ID: [610]

Test: Basophils_PX610

Result: [0.0]

Not Done:

LNMT Low
[0.0]
High
[0.2]
Unit
10^3/uL

5.j Sponsor ID: [611]

Test: Lymphocytes_PX611

Result: [2.6]

Not Done:

LNMT Low
[1.0]
High
[4.8]
Unit
10^3/uL
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Laboratory Data Hematology

1. Lab Panel: HEMATOLOGY

2. Laboratory Name and Address [ORLANDO REGIONAL MEDICAL CENTER, 1414 KUHL AVE.
ORLANDO, FL 32806]

3. Collection Date: Dec/11/2020

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [1]

Test: Hemoglobin_PX1

Result: [12.5]

Not Done:

LNMT Low
[11.4]
High
[14.7]
Unit
g/dL

5.b Sponsor ID: [2]

Test: Hematocrit_PX2

Result: [40.8]

Not Done:

LNMT Low
[34.3]
High
[45.5]
Unit
%
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5.c Sponsor ID: [3]

Test: Erythrocytes_PX3

Result: [4.28]

Not Done:

LNMT Low
[3.75]
High
[5.00]
Unit
10^6/cu mm

5.d Sponsor ID: [5]

Test: Platelets_PX5

Result: [286]

Not Done:

LNMT Low
[139]
High
[361]
Unit
10^3/uL

5.e Sponsor ID: [7]

Test: Leukocytes_PX7

Result: [6.1]

Not Done:

LNMT Low
[4.4]
High
[10.5]
Unit
10^3/uL
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5.f Sponsor ID: [608]

Test: Neutrophils_PX608

Result: [3.5]

Not Done:

LNMT Low
[1.5]
High
[7.5]
Unit
10^3/uL

5.g Sponsor ID: [609]

Test: Eosinophils_PX609

Result: [0.0]

Not Done:

LNMT Low
[0.0]
High
[0.5]
Unit
10^3/uL

5.h Sponsor ID: [612]

Test: Monocytes_PX612

Result: [0.3]

Not Done:

LNMT Low
[0.0]
High
[0.8]
Unit
10^3/uL
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Form Version: 14-Jan-2021 02:24 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.i Sponsor ID: [610]

Test: Basophils_PX610

Result: [0.0]

Not Done:

LNMT Low
[0.0]
High
[0.2]
Unit
10^3/uL

5.j Sponsor ID: [611]

Test: Lymphocytes_PX611

Result: [2.3]

Not Done:

LNMT Low
[1.0]
High
[4.8]
Unit
10^3/uL
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# Date: Vital Signs Details Form Instance

 1. Dec/11/2020  Record Identifier: Systolic: Diastolic:

1  102  64 
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Dec/11/2020

Vital Signs Details

2.a Record Identifier: 1

Systolic: [102]

Diastolic: [64]

Respiratory Rate in
respirations/minute:

[15]

Heart Rate in beats/minute: [70]
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# Date: Vital Signs Details Form Instance

 1. Dec/11/2020  Record Identifier: Oxygen Saturation

1  96.0 

Repeating Pages
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Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Dec/11/2020

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [96.0]
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date Time of Assessment Arterial Blood Gases PaO2 FiO2 (Fraction of Inhaled Oxygen) Form Instance

 1. Not Applicable  Not Applicable  Not Applicable  Repeating Pages
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Oxygenation Parameters

1. Date Time of Assessment: Not Applicable

//

Comments

2. Arterial Blood Gases PaO2
(mmHg):

Not Applicable

[ ]

Comments

3. FiO2 (Fraction of Inhaled Oxygen): Not Applicable

[ ]

Comments

09
01

77
e1

96
ae

2f
5d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139082



Page 61 of 412

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: CONCOMITANT MEDICATIONS - VASOPRESSORS
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Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defined I

dentifier
Category for Me

dication
Concomitant Medications

Pre-specified
Name of Medi

cation
Start Date

Form Instanc
e

 1. Not Applicable  Not Applicable  Not Applicable  Not Applicable
 

Not Applic
able 

Repeating
Pages
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Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Concomitant Medications

1. What is the medication identifier? Not Applicable

[ ]

Comments

2. Category: Not Applicable Comments

3. Concomitant Medications
Pre-specified:

Not Applicable Comments

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

Not Applicable

[ ]

Comments

5. Start Date: Not Applicable

//

Comments

6. Ongoing? Not Applicable Comments
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date of Assessment Location of Assessment Imaging Method Overall Assessment Form Instance

 1. Not Applicable  Not Applicable  Not Applicable  Not Applicable  Repeating Pages
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Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Imaging

1. Date of Assessment: Not Applicable

//

Comments

2. Location of Assessment: Not Applicable Comments

3. Type of Imaging Exam: Not Applicable Comments

4. Assessment: Not Applicable Comments
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/12/2020

2. Erroneous Visit ERRONEOUS VISIT

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_B
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Date of Collect

ion
Specimen Ty

pe
Specimen Collection Loc

ation
Assay Code and Descri

ption
Device Ty

pe
Form Instance

 1.           Repeating
Pages
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Microbiology Specimen

1. Actual Date of Collection: //

2. Specimen Type:

3. Specimen Collection Location:

4. Assay Code and Description:

5. Device Type:

6. Trade Name:

7. Test Result:

8. Comments/Findings/Details: [ ]

9. Trade Name Other, Specify: [ ]
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Form Version: 06-Jul-2020 21:53

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Treatment Identifi

er
Con Non-Drug Treatments Pre-specifi

ed
Treatmen

t
Treatmen

t
Start Dat

e
Form Instance

 1.           Repeating Pages
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Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Respiratory Treatment

1. What is the treatment Identifier? [ ]

2. Concomitant Non-drug Treatment
Pre-specified:

3. Treatment:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Category of Clinical Even

t:
Subcategory of Clinical Eve

nt
Diagnosis Obtaine

d
Toxicity Grad

e
Form Instance

 1.         Repeating Pages
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Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Illness Details

1. Category of Clinical Event:

2. Subcategory of Clinical Event:

3. Was a diagnosis obtained?

4. Toxicity Grade:
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Form Version: 10-Oct-2020 15:58

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Category for La

b Test
Vendor Na

me
Collection D

ate:
Specimen T
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Lab Result

Form Instanc
e

 1.         Sponsor-Defined Id
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Tes
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Resul
t:

Repeating
Pages
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Form Version: 10-Oct-2020 15:58 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Lab Chemistry Details

1. Lab Panel:

2. Laboratory Name and Address [ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

Not Done:

LNMT Low
[ ]
High
[ ]
Unit
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
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ab Test
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RIVED)
Collection
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Lab Result

Form Instanc
e
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Laboratory Data Hematology

1. Lab Panel:

2. Laboratory Name and Address [ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

Not Done:

LNMT Low
[ ]
High
[ ]
Unit
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# Date: Vital Signs Details Form Instance

 1.   Record Identifier: Systolic: Diastolic: Repeating Pages
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Systolic: [ ]

Diastolic: [ ]

Respiratory Rate in
respirations/minute:

[ ]

Heart Rate in beats/minute: [ ]
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# Date: Vital Signs Details Form Instance
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Back to Form

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

SPO2 Pulse Oximetry % [ ]
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Back to Form

Oxygenation Parameters

1. Date Time of Assessment: //

2. Arterial Blood Gases PaO2
(mmHg):

[ ]

3. FiO2 (Fraction of Inhaled Oxygen): [ ]
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Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

[ ]

5. Start Date: //

6. Ongoing?

09
01

77
e1

96
ae

2f
5d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139105



Page 84 of 412

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date of Assessment Location of Assessment Imaging Method Overall Assessment Form Instance
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Imaging

1. Date of Assessment: //

2. Location of Assessment:

3. Type of Imaging Exam:

4. Assessment:
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/15/2021

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A1
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Jan/15/2021

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRK9KM]

5.b Sample ID [BRK9KN]

5.c Sample ID [BRK9KP]

5.d Sample ID [BSLR7M]

5.e Sample ID [BSLR7N]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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# Category
AE Identif

ier
Adverse Event Start Date

Is the Adverse Event Still
Ongoing

Form Instanc
e

 1. ADVERSE EV
ENT 

1  KKIDNEY STO
NES 

Feb/19/2021 UNK:
UNK 

YES  Repeating
Pages
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[KKIDNEY STONES]

4. Start Date Time: Feb/19/2021 UNK:UNK

5. Is the adverse event still ongoing? YES

6. Toxicity Grade: 3

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

YES

Is this serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO
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9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[UNKNOWN]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

UNKNOWN

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[2021259828]
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#
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Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment given?

8. Did the Medication Error cause the
subject to be discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

[ ]

5. Date: //
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Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Date of Visit

1. Date of Visit //

2. Erroneous Visit

09
01

77
e1

96
ae

2f
5d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139125



Page 104 of 412

***Confidential***

 

Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Unplanned Assessments

1. Assessments
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Visit: Unplanned Vaccination - Unscheduled Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and Address
(Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Visit: Unplanned Vaccination - Unscheduled Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?
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Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]

09
01

77
e1

96
ae

2f
5d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139132



Page 111 of 412

***Confidential***

 

Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation/Death
:

Dec/7/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/14/2021

2. Erroneous Visit
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Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible per local/national recommendations and confirmed to have received
only placebo at Vaccination 1/2
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Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Disposition - Follow-Up

1. Date of
Completion/Discontinuation/Death
:

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Jan/14/2021

2. Primary Reason for Unblinding: ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Death Details

1. Date of Collection / Notification of
Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]

09
01

77
e1

96
ae

2f
5d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139139



Page 118 of 412

***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/15/2021

2. Erroneous Visit
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Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. Consent Was: OBTAINED

Date Written Consent Obtained
Jan/15/2021
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Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. Date of
Completion/Discontinuation/Death
:

Jan/15/2021

2. Phase of Disposition: REPEAT SCREENING 1

3. Status: COMPLETED

4. Specify Status: [ ]
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Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and Address
(Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? NO

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[SAMPLE COLLECTED AT CO-OCCURRING CONV VISIT]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [ ]

5.b Sample ID [ ]

5.c Sample ID [ ]

5.d Sample ID [ ]

5.e Sample ID [ ]
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Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Jan/15/2021

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRBRKD]
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Visit: V101_VAX3 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Jan/15/2021 11:10

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was Observed 30 MINUTES

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Visit: V102_VAX4 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/4/2021

2. Erroneous Visit
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Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and Address
(Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Feb/4/2021

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRBRWZ]
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Visit: V102_VAX4 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Feb/4/2021 14:13

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was Observed 30 MINUTES

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Visit: V103_MONTH1 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Mar/8/2021

2. Erroneous Visit

09
01

77
e1

96
ae

2f
5d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139152



Page 131 of 412

***Confidential***

 

Header Text: c4591001

Visit: V103_MONTH1 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Contact Outcome

1. Contact Type: TELEPHONE VISIT

2. Was contact made? YES

Date of Contact:
Mar/8/2021

3. Comments: [ ]
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Visit: V104_MONTH6 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started
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Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

6.a Feb-08-2021 17:06:04 (UTC-05:00) Eastern
Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

Not Applicable
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Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

6.a Feb-08-2021 17:06:04 (UTC-05:00) Eastern
Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

Not Applicable
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Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

6.a Feb-08-2021 17:06:04 (UTC-05:00) Eastern
Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

Not Applicable
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign
CRF_Sign_1

Name Signature
Meaning

Date Type Action

Scott Salmon  N/A Mar-12-2021 11:38:11 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael Dever  Approved Mar-11-2021 09:24:26 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Scott Salmon  N/A Mar-10-2021 11:53:04 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Patricia Brown  Approved Feb-25-2021 14:44:33 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, PatriciaBrown, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Scott Salmon  N/A Feb-08-2021 17:05:06 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael Dever  Approved Feb-01-2021 09:46:52 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Scott Salmon  N/A Jan-25-2021 16:40:25 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael Dever  Approved Jan-22-2021 06:58:08 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Scott Salmon  N/A Jan-21-2021 11:32:18 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Michael Dever  Approved Jan-20-2021 14:30:41 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Oct-13-2020 15:57:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
08 SEP 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Oct-13-2020 15:57:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Oct-13-2020 15:57:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
OBTAINED

Date Written Consent Obtained

Oct/13/2020

Initial Entry
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject ID

Date Location User Value Reason

Oct-13-2020 15:56:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10131699

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Oct-13-2020 15:56:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1960

Enrollment Entry

3. Sex:

Date Location User Value Reason

Oct-13-2020 15:58:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Oct-13-2020 15:58:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT HISPANIC OR LATINO(A
) OR OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Oct-13-2020 15:58:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
WHITE

Initial Entry
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-13-2020 15:58:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Oct/13/2020

Initial Entry
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Oct-13-2020 15:59:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Oct/13/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-13-2020 15:59:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Oct-13-2020 15:59:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
COMPLETED

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Oct-15-2020 08:35:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Line/MH
Number:

1

Medical
History
Term:

SUBTOTAL ABD
OMINAL HYSTER
ECTOMY

Start Dat
e:

UNK/UNK/1994

Ongoing: NO
End Date:

UNK/UNK/1994

Transcription Error

Oct-13-2020 16:01:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Line/MH
Number:

1

Medical
History
Term:

SUBTOTAL ABD
OMINAL HYSTER
ECTOMY

Start Dat
e:

UNK/UNK/1994

Ongoing: NO
End Date:

UNK/UNK/1994

Transcription Error

Oct-13-2020 16:00:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

1

Medical
History T
erm:

SUBTOAL ABDO
MINAL HYSTERE
CTOMY

Start Dat
e:

UNK/UNK/1994

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Ongoing: NO
End Date:

UNK/UNK/199
4

1.a Line/MH Number:

Date Location User Value Reason

Oct-13-2020 16:00:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-16-2020 09:57:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Closed Response satisfies
query

Oct-15-2020 08:35:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Oct-15-2020 08:35:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
SUBTOTAL ABDOMINAL H
YSTERECTOMY

Transcription Error

Oct-15-2020 01:58:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Swaranjali
Subhash Pawar
(pfe.pawars01)

Query 1: Opened DM: A trailing
space is identified.
To avoid processing
errors, please
remove the
identified character
by deleting the
entry and
re-entering the data
(without using copy
and paste).

Oct-13-2020 16:01:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
SUBTOTAL ABDOMINAL H
YSTERECTOMY

Transcription Error

Oct-13-2020 16:00:50
(UTC-05:00) Eastern

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
SUBTOAL ABDOMINAL HY
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) STERECTOMY

1.a Start Date:

Date Location User Value Reason

Oct-13-2020 16:00:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
UNK/UNK/1994

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Oct-13-2020 16:00:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

End Date:

UNK/UNK/1994

Initial Entry

1.b

Date Location User Value Reason

Oct-13-2020 16:04:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

2

Medical Histo
ry Term:

HERNIATED DI
SC C4-C6

Start Date: Jan/UNK/2020

Ongoing: NO
End Date:

Jun/UNK/2020

Initial Entry
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.b Line/MH Number:

Date Location User Value Reason

Oct-13-2020 16:04:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-13-2020 16:04:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
HERNIATED DISC C4-C6

Initial Entry

1.b Start Date:

Date Location User Value Reason

Oct-13-2020 16:04:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/UNK/2020

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Oct-13-2020 16:04:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

End Date:

Jun/UNK/2020

Initial Entry

1.c

Date Location User Value Reason

Oct-13-2020 16:06:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

3

Medical His
tory Term:

HERNIATED DISC
FUSION C4-C6

Start Date: Jun/UNK/2020

Initial Entry
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Ongoing: NO
End Date:

Jun/UNK/2020

1.c Line/MH Number:

Date Location User Value Reason

Oct-13-2020 16:06:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-13-2020 16:06:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
HERNIATED DISC FUSION C4
-C6

Initial Entry

1.c Start Date:

Date Location User Value Reason

Oct-13-2020 16:06:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jun/UNK/2020

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Oct-13-2020 16:06:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

End Date:

Jun/UNK/2020

Initial Entry

1.d

Date Location User Value Reason

Oct-13-2020 16:07:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

4

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Medical History
Term:

GASTRIC BYP
ASS

Start Date: UNK/UNK/201
8

Ongoing: NO
End Date:

UNK/UNK/
2018

1.d Line/MH Number:

Date Location User Value Reason

Oct-13-2020 16:07:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-13-2020 16:07:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
GASTRIC BYPASS

Initial Entry

1.d Start Date:

Date Location User Value Reason

Oct-13-2020 16:07:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
UNK/UNK/2018

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Oct-13-2020 16:07:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

End Date:

UNK/UNK/2018

Initial Entry

1.e

Date Location User Value Reason
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct-13-2020 16:08:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

5

Medical Hist
ory Term:

BINGE EATING
DISORDER

Start Date: UNK/UNK/1989

Ongoing: NO
End Date:

UNK/UNK/201
8

Initial Entry

1.e Line/MH Number:

Date Location User Value Reason

Oct-13-2020 16:08:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-13-2020 16:08:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BINGE EATING DISORDER

Initial Entry

1.e Start Date:

Date Location User Value Reason

Oct-13-2020 16:08:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
UNK/UNK/1989

Initial Entry

1.e Ongoing:

Date Location User Value Reason

Oct-13-2020 16:08:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

End Date:

UNK/UNK/2018

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: HIV STATUS - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - What is the subject HIV status?

Date Location User Value Reason

Oct-13-2020 16:08:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
The subject is NOT known to be
HIV POSITIVE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Oct-13-2020 16:08:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Oct/13/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Oct-13-2020 16:08:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
60.2

Initial Entry

3. Unit:

Date Location User Value Reason

Oct-13-2020 16:08:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
kg

Initial Entry

4. Height:

Date Location User Value Reason

Oct-13-2020 16:08:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
158.0

Initial Entry

5. Unit:

Date Location User Value Reason

Oct-13-2020 16:08:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Oct-13-2020 16:08:58
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
24.1

Initial Entry09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada)

7.a

Date Location User Value Reason

Oct-13-2020 16:08:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Record Identifier:
:

1

Temperature: 36.8

Temperature Unit
:

C

Temperature Loc
ation::

ORAL CAV
ITY

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Oct-13-2020 16:08:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Oct-13-2020 16:08:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
36.8

Initial Entry

7.a Unit:

Date Location User Value Reason

Oct-13-2020 16:08:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
C

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Oct-13-2020 16:08:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Oct-13-2020 16:09:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Oct-13-2020 16:09:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Oct-13-2020 16:09:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Oct-13-2020 16:09:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Oct-13-2020 16:09:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct-13-2020 16:09:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Id
entifier:

Not Applic
able

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Oct-13-2020 16:09:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Oct-13-2020 16:09:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Oct-13-2020 16:09:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a Not Done:

Date Location User Value Reason

Oct-13-2020 16:09:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Randomization Date :

Date Location User Value Reason

Oct-13-2020 16:10:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Oct/13/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Oct-13-2020 16:10:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
268763

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-13-2020 16:10:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-13-2020 16:10:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-14-2020 07:49:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-13-2020 16:10:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-13-2020 16:10:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection:

Oct/13/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-14-2020 07:49:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BRD74R

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Oct-14-2020 07:49:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BRD74R

Initial Entry

5.b

Date Location User Value Reason

Oct-14-2020 07:49:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BRD74S

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-14-2020 07:49:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BRD74S

Initial Entry

5.c

Date Location User Value Reason

Oct-14-2020 07:50:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BRD74T

Initial Entry

5.c Sample ID

Date Location User Value Reason

Oct-14-2020 07:50:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BRD74T

Initial Entry

5.d

Date Location User Value Reason

Oct-14-2020 07:50:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BSJT9T

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sample ID

Date Location User Value Reason

Oct-14-2020 07:50:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BSJT9T

Initial Entry

5.e

Date Location User Value Reason

Oct-14-2020 07:50:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BSJT9V

Initial Entry

5.e Sample ID

Date Location User Value Reason

Oct-14-2020 07:50:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BSJT9V

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-13-2020 16:10:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-13-2020 16:10:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-14-2020 07:50:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-13-2020 16:10:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-13-2020 16:10:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection:

Oct/13/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-14-2020 07:50:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BRG2Y2

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Oct-14-2020 07:50:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BRG2Y2

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Oct-13-2020 16:11:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Oct-13-2020 16:11:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Oct-13-2020 16:11:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Oct-13-2020 16:11:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Oct/13/2020 10:59

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Oct-13-2020 16:11:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Oct-13-2020 16:11:25
(UTC-05:00) Eastern

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
RIGHT

Initial Entry09
01

77
e1

96
ae

2f
5d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139264



Page 243 of 412

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada)

7. Route:

Date Location User Value Reason

Oct-13-2020 16:11:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Oct-13-2020 16:11:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED O
BSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Oct-13-2020 16:11:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Oct-13-2020 16:12:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO - REACTOGENICITY E-DI
ARY NOT COLLECTED FOR T
HIS SUBJECT

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-11-2020 01:23:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Annam
Sireesha
(pfe.sireea)

Query 1: Closed Closed as per site
response, updated
PD tracker for
clinical review

Nov-10-2020 07:47:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answered DATES ARE
CORRECT AS
RECORDED.

Nov-10-2020 03:14:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Avinash Gawas
(pfe.gawasa)

Query 1: Opened PDQ: DOV at this
visit is out of
window (4 day)
from DOV (13/Oct
/2020) at
V1D1VX1L. Please
either update DOV
or confirm whether
visit is out of
window due to
temporary delay of
vaccination/ else
provide details as
appropriate.

Nov-09-2020 14:39:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Nov/9/2020

Initial Entry

09
01

77
e1

96
ae

2f
5d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139267



Page 246 of 412

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Nov-09-2020 14:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Nov/9/2020

Initial Entry

2.a

Date Location User Value Reason

Nov-09-2020 14:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Record Identifier
::

1

Temperature: 36.5

Temperature Uni
t:

C

Temperature Loc
ation::

ORAL CA
VITY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Nov-09-2020 14:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Nov-09-2020 14:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
36.5

Initial Entry

2.a Unit:

Date Location User Value Reason

Nov-09-2020 14:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
C

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.a Temperature Location:

Date Location User Value Reason

Nov-09-2020 14:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Nov-09-2020 14:40:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Nov-09-2020 14:40:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Nov-09-2020 14:40:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Nov-09-2020 14:40:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Nov-09-2020 14:40:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

6.a
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov-09-2020 14:40:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Nov-09-2020 14:40:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Nov-09-2020 14:40:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Nov-09-2020 14:40:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

6.a Not Done:

Date Location User Value Reason

Nov-09-2020 14:40:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-09-2020 14:40:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-09-2020 14:40:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-09-2020 17:02:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Nov-09-2020 14:40:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Nov-09-2020 14:40:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Date of Collection:

Nov/9/2020

Initial Entry

5.a

Date Location User Value Reason

Nov-09-2020 17:02:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BR9TN4

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Nov-09-2020 17:02:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BR9TN4

Initial Entry

09
01

77
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96
ae
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Nov-09-2020 14:40:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Nov-09-2020 14:40:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Nov-09-2020 14:40:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Nov-09-2020 14:40:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Nov/9/2020 10:59

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Nov-09-2020 14:40:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Nov-09-2020 14:40:35
(UTC-05:00) Eastern

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
RIGHT

Initial Entry09
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Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe mstephens)

7. Route:

Date Location User Value Reason

Nov-09-2020 14:40:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Nov-09-2020 14:40:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED O
BSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Nov-09-2020 14:40:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry

09
01

77
e1

96
ae

2f
5d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139275



Page 254 of 412

***Confidential***

 

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-07-2020 13:25:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Dec/7/2020

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Dec-07-2020 13:25:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Dec-07-2020 13:25:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Dec-07-2020 17:03:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Dec-07-2020 13:25:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Dec-07-2020 13:25:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Date of Collection:

Dec/7/2020

Initial Entry

5.a

Date Location User Value Reason

Dec-07-2020 17:03:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BRHWFV

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Dec-07-2020 17:03:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BRHWFV

Initial Entry

5.b

Date Location User Value Reason

Dec-07-2020 17:04:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample ID: BRHWFW

Transcription Error

Dec-07-2020 17:03:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample ID: BRHWFV

Initial Entry

5.b Sample ID

Date Location User Value Reason

Dec-07-2020 17:04:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BRHWFW

Transcription Error

Dec-07-2020 17:03:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BRHWFV

Initial Entry

5.c

Date Location User Value Reason

Dec-07-2020 17:04:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BRHWFX

Initial Entry

5.c Sample ID

Date Location User Value Reason

Dec-07-2020 17:04:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BRHWFX

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d

Date Location User Value Reason

Dec-07-2020 17:04:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BS3801

Initial Entry

5.d Sample ID

Date Location User Value Reason

Dec-07-2020 17:04:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BS3801

Initial Entry

5.e

Date Location User Value Reason

Dec-07-2020 17:04:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BS3802

Initial Entry

5.e Sample ID

Date Location User Value Reason

Dec-07-2020 17:04:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BS3802

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-11-2020 11:39:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Dec-11-2020 11:36:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto Query

Dec-11-2020 11:35:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate Date of Visit is
completed but Date
of Assessment in
the Signs and
Symptoms form is
missing. Please
review and update
as appropriate.

Dec-11-2020 11:35:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate Date of Visit is
completed but Date
of Collection in
both Nasal Swab
Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Dec-11-2020 11:35:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Dec/11/2020

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Dec-11-2020 11:35:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
COVID_A

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Dec-11-2020 11:36:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Dec/11/2020

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Dec-11-2020 11:36:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Dec/10/2020

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

Feb-09-2021 00:11:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Vrunda
Parikh
(pfe.parikv06)

Query 1: Closed Response satisfies
query

Feb-08-2021 17:05:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Closed Close Auto Query

Feb-08-2021 17:05:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Date of Last Symptom Resolv
ed:

Dec/20/2020

Transcription Error

Feb-08-2021 17:05:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened Last Symptom
Resolved date is a
future date
compared to when it
was entered. Please
correct.

Feb-08-2021 17:05:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-08-2021 17:05:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Date of Last Symptom Resolv
ed:

Dec/20/2021

New Information

Jan-31-2021 22:14:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Vrunda
Parikh
(pfe.parikv06)

Query 1: Opened CLINQUERY:
Please clarify
whether the reported
symptoms are still
ongoing? If
symptoms have
ended, please update
‘Symptoms
Ongoing’ on to
‘NO’ and add Date
of Last Symptom
Resolved on the
CRF.

Dec-11-2020 11:36:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry

4.a

Date Location User Value Reason

Dec-11-2020 11:36:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: FEVER

Symptom Present: NO

Initial Entry

4.a Symptoms:

Date Location User Value Reason

Dec-11-2020 11:36:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
FEVER

Initial Entry

4.a Was symptom present?

Date Location User Value Reason

Dec-11-2020 11:36:43 ACV0PFEINFP6000  Scott Salmon Data Entry: Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.ssalmon) NO

4.b

Date Location User Value Reason

Dec-11-2020 11:36:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms
:

NEW OR INCREA
SED COUGH

Symptom
Present:

NO

Initial Entry

4.b Symptoms:

Date Location User Value Reason

Dec-11-2020 11:36:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEW OR INCREASED COUG
H

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Dec-11-2020 11:36:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

4.c

Date Location User Value Reason

Dec-11-2020 11:36:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sympto
ms:

NEW OR INCREASE
D SHORTNESS OF B
REATH

Sympto
m Prese
nt:

YES

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.c Symptoms:

Date Location User Value Reason

Dec-11-2020 11:36:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEW OR INCREASED SHORT
NESS OF BREATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Dec-11-2020 11:36:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry

4.d

Date Location User Value Reason

Dec-11-2020 11:36:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: CHILLS

Symptom Present: NO

Initial Entry

4.d Symptoms:

Date Location User Value Reason

Dec-11-2020 11:36:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Dec-11-2020 11:36:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

4.e

Date Location User Value Reason

Dec-11-2020 11:36:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom
s:

NEW OR INCREAS
ED MUSCLE PAIN

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Symptom
Present:

YES

4.e Symptoms:

Date Location User Value Reason

Dec-11-2020 11:36:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEW OR INCREASED MUSCL
E PAIN

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Dec-11-2020 11:36:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry

4.f

Date Location User Value Reason

Dec-11-2020 11:36:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms
:

NEW LOSS OF TA
STE OR SMELL

Symptom
Present:

NO

Initial Entry

4.f Symptoms:

Date Location User Value Reason

Dec-11-2020 11:36:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEW LOSS OF TASTE OR SM
ELL

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Dec-11-2020 11:36:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

4.g
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Dec-11-2020 11:36:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom
s:

NEW OR INCREAS
ED SORE THROAT

Symptom
Present:

YES

Initial Entry

4.g Symptoms:

Date Location User Value Reason

Dec-11-2020 11:36:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEW OR INCREASED SORE T
HROAT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Dec-11-2020 11:36:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry

4.h

Date Location User Value Reason

Dec-11-2020 11:36:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: DIARRHE

A

Symptom Present
:

NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.h Symptoms:

Date Location User Value Reason

Dec-11-2020 11:36:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Dec-11-2020 11:36:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

4.i

Date Location User Value Reason

Dec-11-2020 11:36:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: VOMITIN

G

Symptom Present
:

NO

Initial Entry

4.i Symptoms:

Date Location User Value Reason

Dec-11-2020 11:36:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Dec-11-2020 11:36:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

5.a

Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Dec-11-2020 11:37:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms - Other: FATIGUE

Initial Entry

5.a Symptoms - Other Text:

Date Location User Value Reason

Dec-11-2020 11:37:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
FATIGUE

Initial Entry

5.b

Date Location User Value Reason

Dec-11-2020 11:37:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms - Othe
r:

HEADACH
E

Initial Entry

5.b Symptoms - Other Text:

Date Location User Value Reason

Dec-11-2020 11:37:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
HEADACHE

Initial Entry

5.c

Date Location User Value Reason

Dec-11-2020 11:37:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms -
Other:

NASAL CONG
ESTION

Initial Entry

5.c Symptoms - Other Text:

Date Location User Value Reason

Dec-11-2020 11:37:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NASAL CONGESTION

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Dec-11-2020 11:38:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Dec-11-2020 11:38:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Dec-11-2020 11:38:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

4. Assay Code and Description:

Date Location User Value Reason

Dec-11-2020 11:38:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

5. Device Type:

Date Location User Value Reason

Dec-11-2020 11:38:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6. Trade Name:

Date Location User Value Reason09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Dec-11-2020 11:38:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

7. Test Result:

Date Location User Value Reason

Dec-11-2020 11:38:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

8. Comments/Findings/Details:

Date Location User Value Reason

Dec-11-2020 11:38:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

9. Trade Name Other, Specify:

Date Location User Value Reason

Dec-11-2020 11:38:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Dec-11-2020 11:38:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Dec-11-2020 11:38:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Dec-11-2020 11:38:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Dec-11-2020 11:38:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
SAMPLE COLLECTED AT VIS
IT

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Dec-11-2020 11:39:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Dec-11-2020 11:39:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Dec-14-2020 08:28:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Dec-11-2020 12:41:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe nairr29)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Dec-11-2020 11:39:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Dec-11-2020 11:39:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection:

Dec/11/2020

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a

Date Location User Value Reason

Dec-14-2020 08:28:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BRHVRN

Initial Entry

5.a Sample ID

Date Location User Value Reason

Dec-14-2020 08:28:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BRHVRN

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Dec-11-2020 11:39:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practitioner: SPECIA

LIST

Occurrence of Visits
or Contacts:

NO

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

Dec-11-2020 11:39:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
SPECIALIST

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

Dec-11-2020 11:39:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

1.b

Date Location User Value Reason

Dec-11-2020 11:39:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practitio
ner:

EMERGEN
CY ROOM

Occurrence of Vi
sits or Contacts:

NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Dec-11-2020 11:39:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
EMERGENCY ROOM

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Dec-11-2020 11:39:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

1.c

Date Location User Value Reason

Dec-11-2020 11:39:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practiti
oner:

PRIMARY CA
RE PHYSICIA
N

Occurrence of
Visits or Conta
cts:

NO

Initial Entry

1.c Physician or Healthcare Professional:

Date Location User Value Reason

Dec-11-2020 11:39:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
PRIMARY CARE PHYSICIAN

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Dec-11-2020 11:39:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

1.d

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Dec-11-2020 11:39:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practitione
r:

URGENT
CARE

Occurrence of Visit
s or Contacts:

NO

Initial Entry

1.d Physician or Healthcare Professional:

Date Location User Value Reason

Dec-11-2020 11:39:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
URGENT CARE

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Dec-11-2020 11:39:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

1.e

Date Location User Value Reason

Dec-11-2020 11:39:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practit
ioner:

TELEPHONE
CONSULTATI
ON

Occurrence of
Visits or Conta
cts:

NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.e Physician or Healthcare Professional:

Date Location User Value Reason

Dec-11-2020 11:39:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
TELEPHONE CONSULTATION

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Dec-11-2020 11:39:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

1.f

Date Location User Value Reason

Dec-11-2020 11:39:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practitioner: OTH

ER

Occurrence of Visits or
Contacts:

NO

Initial Entry

1.f Physician or Healthcare Professional:

Date Location User Value Reason

Dec-11-2020 11:39:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
OTHER

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Dec-11-2020 11:39:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

3. Has the subject been hospitalized due to potential COVID-19 illness?

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Dec-11-2020 11:39:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. What is the treatment Identifier?

Date Location User Value Reason

Dec-11-2020 11:39:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Concomitant Non-drug Treatment Pre-specified:

Date Location User Value Reason

Dec-11-2020 11:39:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. Treatment:

Date Location User Value Reason

Dec-11-2020 11:39:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

4. Treatment:

Date Location User Value Reason

Dec-11-2020 11:39:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

5. Start Date:

Date Location User Value Reason

Dec-11-2020 11:39:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6. Ongoing?

Date Location User Value Reason09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Dec-11-2020 11:39:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Dec-11-2020 11:40:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
POTENTIAL COVID-19 ILLNES
S

Initial Entry

2. Was a diagnosis obtained for Potential COVID-19 Illness?

Date Location User Value Reason

Dec-11-2020 11:40:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

3. Toxicity Grade:

Date Location User Value Reason

Dec-11-2020 11:40:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Dec-11-2020 11:41:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Subcategory of Clinical Event:

Date Location User Value Reason

Dec-11-2020 11:41:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. Was a diagnosis obtained?

Date Location User Value Reason

Dec-11-2020 11:41:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

4. Toxicity Grade:

Date Location User Value Reason

Dec-11-2020 11:41:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Audit Trail

Form Version: 10-Oct-2020 15:58 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
CLINICAL CHEMISTRY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ORLANDO REGIONAL MEDI
CAL CENTER, 1414 KUHL AV
E. ORLANDO, FL 32806

Initial Entry

3. Collection Date:

Date Location User Value Reason

Feb-19-2021 08:00:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kimberly
Forbus
(pfe forbuk)

Query 1: Closed Response satisfies
query

Feb-18-2021 14:14:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answered LABS ARE
UPDATED

Feb-03-2021 10:48:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kimberly
Forbus
(pfe forbuk)

Query 1: Opened Please enter labs in
source dated
12.11.20 including
the hematology
page as well.

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/15/2021

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

329

Test:: C Reactive Prot
ein_PX329

Result:: 1.0

Not Done::

Lab Normal Ra
nge:

High
9.9

Unit
mg/L

Initial Entry

5.a Sponsor ID:

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
329

Initial Entry

5.a Test:

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
C Reactive Protein_PX329

Initial Entry

5.a Result:

Date Location User Value Reason

Jan-26-2021 06:05:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Astrud van der
Merwe
(pfe.vandea62)

Query 1: Closed Response satisfies
query

Jan-25-2021 16:41:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answered LOCAL
LABORATORY
DOES NOT
PROVIDE A
LOWER RANGE
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

TO THIS TEST. IT
IS MEASURED BY
EQUAL OR LESS
THAN 9.9 MG/L

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is present, but
lab normal range
(Low, high or Unit)
is missing. Please
correct or confirm.

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1.0

Initial Entry

5.a LNMT

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
High

9.9

Unit
mg/L

Initial Entry

5.b

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

30

Test:: Alanine Aminotra
nsferase_PX30

Result:: 30

Not Done::

Lab Normal R
ange:

Low
7

High
52

Unit
U/L

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b Sponsor ID:

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30

Initial Entry

5.b Test:

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Alanine Aminotransferase_PX30

Initial Entry

5.b Result:

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
30

Initial Entry

5.b LNMT

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

7

High
52

Unit
U/L

Initial Entry

5.c

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

28

Test:: Aspartate Aminotr
ansferase_PX28

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 24

Not Done::

Lab Normal
Range:

Low
13

High
39

Unit
U/L
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sponsor ID:

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
28

Initial Entry

5.c Test:

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Aspartate Aminotransferase_PX2
8

Initial Entry

5.c Result:

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
24

Initial Entry

5.c LNMT

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

13

High
39

Unit
U/L

Initial Entry

5.d

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

35

Test:: Alkaline Phosph
atase_PX35

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 91

Not Done::

Lab Normal Ra
nge:

Low
34

High
104

Unit
U/L
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sponsor ID:

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
35

Initial Entry

5.d Test:

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Alkaline Phosphatase_PX35

Initial Entry

5.d Result:

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
91

Initial Entry

5.d LNMT

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

34

High
104

Unit
U/L

Initial Entry

5.e

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

21

Test:: Bilirubin_P
X21

Initial Entry

09
01

77
e1

96
ae

2f
5d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139311



Page 290 of 412

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 0.4

Not Done::

Lab Normal Range: Low
0.3

High
1.0

Unit
mg/dL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.e Sponsor ID:

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
21

Initial Entry

5.e Test:

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Bilirubin_PX21

Initial Entry

5.e Result:

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
0.4

Initial Entry

5.e LNMT

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

0.3

High
1.0

Unit
mg/dL

Initial Entry

5.f

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

47

Test:: Blood Urea Nitr
ogen_PX47

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 19

Not Done::

Lab Normal Ra
nge:

Low
7

High
25

Unit
mg/dL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor ID:

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
47

Initial Entry

5.f Test:

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Blood Urea Nitrogen_PX47

Initial Entry

5.f Result:

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
19

Initial Entry

5.f LNMT

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

7

High
25

Unit
mg/dL

Initial Entry

5.g

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

48

Test:: Creatinine_P
X48

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 0.71

Not Done::

Lab Normal Range
:

Low
0.60

High
1.20

Unit
mg/dL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.g Sponsor ID:

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
48

Initial Entry

5.g Test:

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Creatinine_PX48

Initial Entry

5.g Result:

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
0.71

Initial Entry

5.g LNMT

Date Location User Value Reason

Jan-25-2021 16:40:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

0.60

High
1.20

Unit
mg/dL

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Audit Trail

Form Version: 14-Jan-2021 02:30 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created

09
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ae

2f
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
CLINICAL CHEMISTRY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ORLANDO REGIONAL MEDI
CAL CENTER, 1414 KUHL AV
E. ORLANDO, FL 32806

Initial Entry

3. Collection Date:

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Dec/11/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

329

Test:: C Reactive Prot
ein_PX329

Result:: 1.0

Not Done::

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Lab Normal Ra
nge:

High
9.9

Unit
mg/L

5.a Sponsor ID:

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
329

Initial Entry

5.a Test:

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
C Reactive Protein_PX329

Initial Entry

5.a Result:

Date Location User Value Reason

Feb-19-2021 05:38:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Closed Response satisfies
query

Feb-18-2021 14:08:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answered LOCAL
LABORATORY
DOES NOT
PROVIDE A
LOWER RANGE
FOR THIS TEST. IT
IS MEASURED AS
EQUAL OR LESS
THAN 9.9 MG/L.

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is present, but
lab normal range
(Low, high or Unit)
is missing. Please
correct or confirm.09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1.0

Initial Entry

5.a LNMT

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
High

9.9

Unit
mg/L

Initial Entry

5.b

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

30

Test:: Alanine Aminotra
nsferase_PX30

Result:: 40

Not Done::

Lab Normal R
ange:

Low
7

High
52

Unit
U/L

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b Sponsor ID:

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30

Initial Entry

5.b Test:

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Alanine Aminotransferase_PX30

Initial Entry

5.b Result:

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
40

Initial Entry

5.b LNMT

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

7

High
52

Unit
U/L

Initial Entry

5.c

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

28

Test:: Aspartate Aminotr
ansferase_PX28

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 31

Not Done::

Lab Normal
Range:

Low
13

High
39

Unit
U/L
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sponsor ID:

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
28

Initial Entry

5.c Test:

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Aspartate Aminotransferase_PX2
8

Initial Entry

5.c Result:

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
31

Initial Entry

5.c LNMT

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

13

High
39

Unit
U/L

Initial Entry

5.d

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

35

Test:: Alkaline Phosph
atase_PX35

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 98

Not Done::

Lab Normal Ra
nge:

Low
34

High
104

Unit
U/L
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sponsor ID:

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
35

Initial Entry

5.d Test:

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Alkaline Phosphatase_PX35

Initial Entry

5.d Result:

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
98

Initial Entry

5.d LNMT

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

34

High
104

Unit
U/L

Initial Entry

5.e

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

21

Test:: Bilirubin_P
X21

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 0.4

Not Done::

Lab Normal Range: Low
0.3

High
1.0

Unit
mg/dL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.e Sponsor ID:

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
21

Initial Entry

5.e Test:

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Bilirubin_PX21

Initial Entry

5.e Result:

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
0.4

Initial Entry

5.e LNMT

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

0.3

High
1.0

Unit
mg/dL

Initial Entry

5.f

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

47

Test:: Blood Urea Nitr
ogen_PX47

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 17

Not Done::

Lab Normal Ra
nge:

Low
7

High
25

Unit
mg/dL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor ID:

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
47

Initial Entry

5.f Test:

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Blood Urea Nitrogen_PX47

Initial Entry

5.f Result:

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
17

Initial Entry

5.f LNMT

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

7

High
25

Unit
mg/dL

Initial Entry

5.g

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

48

Test:: Creatinine_P
X48

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 0.69

Not Done::

Lab Normal Range
:

Low
0.60

High
1.20

Unit
mg/dL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.g Sponsor ID:

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
48

Initial Entry

5.g Test:

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Creatinine_PX48

Initial Entry

5.g Result:

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
0.69

Initial Entry

5.g LNMT

Date Location User Value Reason

Feb-18-2021 14:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

0.60

High
1.20

Unit
mg/dL

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Audit Trail

Form Version: 10-Oct-2020 16:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created

09
01

77
e1

96
ae

2f
5d

\F
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al
\F
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al

 O
n:
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HEMATOLOGY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ORLANDO REGIONAL MEDI
CAL CENTER, 1414 KUHL AV
E. ORLANDO, FL 32806

Initial Entry

3. Collection Date:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/15/2021

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

1

Test:: Hemoglobin
_PX1

Result:: 13.1

Not Done::

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Lab Normal Range
:

Low
11.4

High
14.7

Unit
g/dL

5.a Sponsor ID:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

5.a Test:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Hemoglobin_PX1

Initial Entry

5.a Result:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
13.1

Initial Entry

5.a LNMT

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

11.4

High
14.7

Unit
g/dL

Initial Entry

09
01

77
e1
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ae

2f
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

2

Test:: Hematocrit_
PX2

Result:: 40.0

Not Done::

Lab Normal Range
:

Low
34.3

High
45.5

Unit
%

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b Sponsor ID:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

5.b Test:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Hematocrit_PX2

Initial Entry

5.b Result:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
40.0

Initial Entry

5.b LNMT

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

34.3

High
45.5

Unit
%

Initial Entry

5.c

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

3

Test:: Erythrocytes
_PX3

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 4.34

Not Done::

Lab Normal Rang
e:

Low
3.75

High
5.00

Unit
10^6/cu m
m
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sponsor ID:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

5.c Test:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Erythrocytes_PX3

Initial Entry

5.c Result:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
4.34

Initial Entry

5.c LNMT

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

3.75

High
5.00

Unit
10^6/cu mm

Initial Entry

5.d

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

5

Test:: Platelets_P
X5

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 296

Not Done::

Lab Normal Range: Low
139

High
361

Unit
10^3/uL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sponsor ID:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

5.d Test:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Platelets_PX5

Initial Entry

5.d Result:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
296

Initial Entry

5.d LNMT

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

139

High
361

Unit
10^3/uL

Initial Entry

5.e

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

7

Test:: Leukocytes_
PX7

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 6.6

Not Done::

Lab Normal Range
:

Low
4.4

High
10.5

Unit
10^3/uL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.e Sponsor ID:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

5.e Test:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Leukocytes_PX7

Initial Entry

5.e Result:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
6.6

Initial Entry

5.e LNMT

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

4.4

High
10.5

Unit
10^3/uL

Initial Entry

5.f

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

608

Test:: Neutrophils_
PX608

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 3.5

Not Done::

Lab Normal Rang
e:

Low
1.5

High
7.5

Unit
10^3/uL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor ID:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
608

Initial Entry

5.f Test:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Neutrophils_PX608

Initial Entry

5.f Result:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
3.5

Initial Entry

5.f LNMT

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

1.5

High
7.5

Unit
10^3/uL

Initial Entry

5.g

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

609

Test:: Eosinophils_
PX609

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 0.1

Not Done::

Lab Normal Rang
e:

Low
0.0

High
0.5

Unit
10^3/uL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.g Sponsor ID:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
609

Initial Entry

5.g Test:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Eosinophils_PX609

Initial Entry

5.g Result:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
0.1

Initial Entry

5.g LNMT

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

0.0

High
0.5

Unit
10^3/uL

Initial Entry

5.h

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

612

Test:: Monocytes_P
X612

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 0.4

Not Done::

Lab Normal Rang
e:

Low
0.0

High
0.8

Unit
10^3/uL
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Page 327 of 412

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.h Sponsor ID:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
612

Initial Entry

5.h Test:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Monocytes_PX612

Initial Entry

5.h Result:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
0.4

Initial Entry

5.h LNMT

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

0.0

High
0.8

Unit
10^3/uL

Initial Entry

5.i

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

610

Test:: Basophils_P
X610

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 0.0

Not Done::

Lab Normal Range
:

Low
0.0

High
0.2

Unit
10^3/uL
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Page 329 of 412

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.i Sponsor ID:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
610

Initial Entry

5.i Test:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Basophils_PX610

Initial Entry

5.i Result:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
0.0

Initial Entry

5.i LNMT

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

0.0

High
0.2

Unit
10^3/uL

Initial Entry

5.j

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

611

Test:: Lymphocytes_
PX611

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 2.6

Not Done::

Lab Normal Ran
ge:

Low
1.0

High
4.8

Unit
10^3/uL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.j Sponsor ID:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
611

Initial Entry

5.j Test:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Lymphocytes_PX611

Initial Entry

5.j Result:

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
2.6

Initial Entry

5.j LNMT

Date Location User Value Reason

Feb-16-2021 14:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

1.0

High
4.8

Unit
10^3/uL

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Audit Trail

Form Version: 14-Jan-2021 02:24 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Feb-18-2021 14:13:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HEMATOLOGY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ORLANDO REGIONAL MEDI
CAL CENTER, 1414 KUHL AV
E. ORLANDO, FL 32806

Initial Entry

3. Collection Date:

Date Location User Value Reason

Feb-18-2021 14:13:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Dec/11/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Feb-18-2021 14:13:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

1

Test:: Hemoglobin
_PX1

Result:: 12.5

Not Done::

Initial Entry
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Page 334 of 412

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Lab Normal Range
:

Low
11.4

High
14.7

Unit
g/dL

5.a Sponsor ID:

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

5.a Test:

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Hemoglobin_PX1

Initial Entry

5.a Result:

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
12.5

Initial Entry

5.a LNMT

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

11.4

High
14.7

Unit
g/dL

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

2

Test:: Hematocrit_
PX2

Result:: 40.8

Not Done::

Lab Normal Range
:

Low
34.3

High
45.5

Unit
%

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b Sponsor ID:

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

5.b Test:

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Hematocrit_PX2

Initial Entry

5.b Result:

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
40.8

Initial Entry

5.b LNMT

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

34.3

High
45.5

Unit
%

Initial Entry

5.c

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

3

Test:: Erythrocytes
_PX3

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 4.28

Not Done::

Lab Normal Rang
e:

Low
3.75

High
5.00

Unit
10^6/cu m
m
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sponsor ID:

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

5.c Test:

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Erythrocytes_PX3

Initial Entry

5.c Result:

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
4.28

Initial Entry

5.c LNMT

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

3.75

High
5.00

Unit
10^6/cu mm

Initial Entry

5.d

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

5

Test:: Platelets_P
X5

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 286

Not Done::

Lab Normal Range: Low
139

High
361

Unit
10^3/uL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sponsor ID:

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

5.d Test:

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Platelets_PX5

Initial Entry

5.d Result:

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
286

Initial Entry

5.d LNMT

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

139

High
361

Unit
10^3/uL

Initial Entry

5.e

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

7

Test:: Leukocytes_
PX7

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 6.1

Not Done::

Lab Normal Range
:

Low
4.4

High
10.5

Unit
10^3/uL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.e Sponsor ID:

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

5.e Test:

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Leukocytes_PX7

Initial Entry

5.e Result:

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
6.1

Initial Entry

5.e LNMT

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

4.4

High
10.5

Unit
10^3/uL

Initial Entry

5.f

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

608

Test:: Neutrophils_
PX608

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 3.5

Not Done::

Lab Normal Rang
e:

Low
1.5

High
7.5

Unit
10^3/uL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor ID:

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
608

Initial Entry

5.f Test:

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Neutrophils_PX608

Initial Entry

5.f Result:

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
3.5

Initial Entry

5.f LNMT

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

1.5

High
7.5

Unit
10^3/uL

Initial Entry

5.g

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

609

Test:: Eosinophils_
PX609

Initial Entry

09
01

77
e1

96
ae

2f
5d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139366
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 0.0

Not Done::

Lab Normal Rang
e:

Low
0.0

High
0.5

Unit
10^3/uL

09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.g Sponsor ID:

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
609

Initial Entry

5.g Test:

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Eosinophils_PX609

Initial Entry

5.g Result:

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
0.0

Initial Entry

5.g LNMT

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

0.0

High
0.5

Unit
10^3/uL

Initial Entry

5.h

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

612

Test:: Monocytes_P
X612

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 0.3

Not Done::

Lab Normal Rang
e:

Low
0.0

High
0.8

Unit
10^3/uL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.h Sponsor ID:

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
612

Initial Entry

5.h Test:

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Monocytes_PX612

Initial Entry

5.h Result:

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
0.3

Initial Entry

5.h LNMT

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

0.0

High
0.8

Unit
10^3/uL

Initial Entry

5.i

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

610

Test:: Basophils_P
X610

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 0.0

Not Done::

Lab Normal Range
:

Low
0.0

High
0.2

Unit
10^3/uL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.i Sponsor ID:

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
610

Initial Entry

5.i Test:

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Basophils_PX610

Initial Entry

5.i Result:

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
0.0

Initial Entry

5.i LNMT

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

0.0

High
0.2

Unit
10^3/uL

Initial Entry

5.j

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

611

Test:: Lymphocytes_
PX611

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 2.3

Not Done::

Lab Normal Ran
ge:

Low
1.0

High
4.8

Unit
10^3/uL
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ae
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.j Sponsor ID:

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
611

Initial Entry

5.j Test:

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Lymphocytes_PX611

Initial Entry

5.j Result:

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
2.3

Initial Entry

5.j LNMT

Date Location User Value Reason

Feb-18-2021 14:13:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

1.0

High
4.8

Unit
10^3/uL

Initial Entry
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e1
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 10-Oct-2020 15:59 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Dec-11-2020 11:42:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created

09
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e1
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ae

2f
5d
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n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139375



Page 354 of 412

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Dec-11-2020 11:42:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Dec/11/2020

Initial Entry

2.a

Date Location User Value Reason

Dec-11-2020 11:42:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Record Identifier:: 1

Systolic:: 10
2

Diastolic:: 64

Respiratory Rate in respir
ations/minute:

15

Heart Rate in beats/minute
:

70

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Dec-11-2020 11:42:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Dec-11-2020 11:42:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
102

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Dec-11-2020 11:42:32
(UTC-05:00) Eastern

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
64

Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada)

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Dec-11-2020 11:42:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
15

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Dec-11-2020 11:42:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
70

Initial Entry
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5d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139377



Page 356 of 412

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Form Version: 10-Oct-2020 16:04 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Dec-11-2020 11:43:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created

09
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e1

96
ae

2f
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail
History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Dec-11-2020 11:43:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Dec/11/2020

Initial Entry

2.a

Date Location User Value Reason

Dec-11-2020 11:43:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Record Identifier:: 1

Oxygen Saturation: 96.0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Dec-11-2020 11:43:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Dec-11-2020 11:43:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
96.0

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: OXYGENATION PARAMETERS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Time of Assessment:

Date Location User Value Reason

Dec-11-2020 11:43:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Arterial Blood Gases PaO2 (mmHg):

Date Location User Value Reason

Dec-11-2020 11:43:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. FiO2 (Fraction of Inhaled Oxygen):

Date Location User Value Reason

Dec-11-2020 11:43:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF
Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Dec-11-2020 11:43:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Category:

Date Location User Value Reason

Dec-11-2020 11:43:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Dec-11-2020 11:43:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown,
enter the full trade or proprietary name. Include clarifying information in the Medication text (e.g., Ingredient(s), route,
use, formulation).

Date Location User Value Reason

Dec-11-2020 11:43:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

5. Start Date:

Date Location User Value Reason

Dec-11-2020 11:43:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF
Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

6. Ongoing?

Date Location User Value Reason

Dec-11-2020 11:43:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Dec/11/2020

Form: IMAGING - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Dec-11-2020 11:44:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Dec-11-2020 11:44:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Dec-11-2020 11:44:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

4. Assessment:

Date Location User Value Reason

Dec-11-2020 11:44:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Dec/12/2020

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-19-2021 08:14:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Teena Patra
(pfe.patrat02)

Query 2: Deleted Erroneous visit

Feb-19-2021 08:13:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Teena Patra
(pfe.patrat02)

Query 1: Deleted Erroneous visit

Feb-19-2021 07:19:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jayesh Yeole
(pfe.yeolej)

Query 4: Deleted Rest of forms not
initiated.

Feb-18-2021 14:03:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Closed Close Auto Query

Feb-18-2021 14:03:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Dec/12/2020

Transcription Error

Feb-18-2021 14:01:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 4: Candidate Erroneous Visit is
marked, but date of
visit is entered.
Please either untick
the erroneous visit
button if visit
occurred, or mark
any forms
containing data
within this visit as
Not Done/Not
Applicable at the
form level.

Feb-18-2021 14:00:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Opened Date of Visit,
11/Dec/2021 is a
future date relative
to when it was
entered on 18/Feb
/2021. Please
correct.
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Dec/12/2020

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-18-2021 14:00:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate Date of Visit is
completed but Date
of Assessment in
the Signs and
Symptoms form is
missing. Please
review and update
as appropriate.

Feb-18-2021 14:00:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate Date of Visit is
completed but Date
of Collection in
both Nasal Swab
Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Feb-18-2021 14:00:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Dec/11/2021

Initial Entry

2. Erroneous Visit

Date Location User Value Reason

Feb-18-2021 14:01:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ERRONEOUS VISIT

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Feb-18-2021 14:00:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
COVID_B

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Jan/15/2021

Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-15-2021 20:49:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/15/2021

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Jan-15-2021 20:49:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
COVID_A1

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Jan/15/2021

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-15-2021 20:49:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-15-2021 20:49:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-15-2021 20:50:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Jan-15-2021 20:49:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Jan-15-2021 20:49:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection:

Jan/15/2021

Initial Entry

5.a

Date Location User Value Reason

Jan-15-2021 20:50:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BRK9KM

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Jan/15/2021

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Jan-21-2021
21:17:14
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Clo
sed

Auto closed by
Validation Check:
VC_BEETRK001_01

Jan-21-2021
16:21:18
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query
1: An
swere
d

Changed data per
query

Jan-21-2021
15:39:32
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW6942594;This
Barcode is already
recorded more than
once (for the same
subject). Please
review and update as
appropriate.

Jan-15-2021
20:50:09
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry
:
BRK9
KM

Initial Entry

5.b

Date Location User Value Reason

Jan-15-2021 20:50:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BRK9KN

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Jan/15/2021

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b Sample ID

Date Location User Value Reason

Jan-21-2021
21:17:14
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Clo
sed

Auto closed by
Validation Check:
VC_BEETRK001_01

Jan-21-2021
16:21:31
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query
1: An
swere
d

Changed data per
query

Jan-21-2021
15:39:32
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW6942595;This
Barcode is already
recorded more than
once (for the same
subject). Please
review and update as
appropriate.

Jan-15-2021
20:50:24
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry
:
BRK9
KN

Initial Entry

5.c

Date Location User Value Reason

Jan-15-2021 20:50:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BRK9KP

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Jan/15/2021

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sample ID

Date Location User Value Reason

Jan-21-2021
21:17:14
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Clo
sed

Auto closed by
Validation Check:
VC_BEETRK001_01

Jan-21-2021
16:21:48
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query
1: An
swere
d

Changed data per
query

Jan-21-2021
15:39:32
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW6942596;This
Barcode is already
recorded more than
once (for the same
subject). Please
review and update as
appropriate.

Jan-15-2021
20:50:38
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry
:
BRK9
KP

Initial Entry

5.d

Date Location User Value Reason

Jan-15-2021 20:50:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BSLR7M

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Jan/15/2021

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sample ID

Date Location User Value Reason

Jan-21-2021
21:17:14
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Clo
sed

Auto closed by
Validation Check:
VC_BEETRK001_01

Jan-21-2021
16:21:59
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query
1: An
swere
d

Changed data per
query

Jan-21-2021
15:39:32
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW6942597;This
Barcode is already
recorded more than
once (for the same
subject). Please
review and update as
appropriate.

Jan-15-2021
20:50:56
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry
:
BSLR
7M

Initial Entry

5.e

Date Location User Value Reason

Jan-15-2021 20:51:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BSLR7N

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Jan/15/2021

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.e Sample ID

Date Location User Value Reason

Jan-21-2021
21:17:14
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Clo
sed

Auto closed by
Validation Check:
VC_BEETRK001_01

Jan-21-2021
16:22:17
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query
1: An
swere
d

Changed data per
query

Jan-21-2021
15:39:32
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW6942598;This
Barcode is already
recorded more than
once (for the same
subject). Please
review and update as
appropriate.

Jan-15-2021
20:51:05
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry
:
BSLR
7N

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Mar-10-2021 15:07:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Queries, Answered Queries, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Mar-10-2021 15:07:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Mar-10-2021 15:07:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Mar-12-2021 15:21:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Closed Query closed; will
follow for requested
clinical course
information.

Mar-12-2021 07:54:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 1: Answered PER CRC,
WAITING ON
MEDICAL
RECORDS.

Mar-11-2021 19:26:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Opened Clinical - SAE
report does not
describe the
presenting
symptom(s) of
kidney stones which
prompted the ER
visit or diagnostic
test; please submit
to SAE. Also submit
the current plan for
f/u and treatment of
nephrolithiasis.

Mar-10-2021 15:07:16
(UTC-05:00) Eastern

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
KKIDNEY STONES

Initial Entry09
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Queries, Answered Queries, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada)

4. Start Date Time:

Date Location User Value Reason

Mar-10-2021 15:07:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/19/2021 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-10-2021 15:07:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Mar-10-2021 15:07:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
3

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Mar-12-2021 15:19:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Reissued:Opened Clinical - the
requested Medical
History is
documented at
study Day 1 on
Med history CRF;
no additional Med
records required to
report this to SAE
as well

09
01

77
e1

96
ae

2f
5d

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139395



Page 374 of 412

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Queries, Answered Queries, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Mar-12-2021 07:54:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 2: Answered PER CRC
WAITING ON
MEDICAL
RECORDS.

Mar-11-2021 19:27:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Opened Clinical - please
submit subject's
history of gastric
bypass (2018) and
eating disorder to
SAE medical
history section

Mar-10-2021 23:51:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Mar-10-2021 15:07:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE KKIDNEY
STONES:
Response to "Is the
adverse event
serious?" is 'Yes'
but "Serious
Adverse Event
Number" is blank.

Mar-10-2021 15:07:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Is this serious event associate
d with congenital anomaly or
birth defect?

NO

Did this serious event result i
n death?

NO

Did this serious event require
or prolong hospitalization?

YES

Did this serious event result i
n persistent or significant disa
bility/incapacity?

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

NO

Is this serious event life threat
ening?

NO

Other medically important ser
ious event

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Mar-10-2021 15:07:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Mar-10-2021 15:07:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT RELATED

If Not Related to study treatmen
t(s), this event is due to:

OTHER

If Other, specify:

UNKNOWN

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Mar-10-2021 15:07:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Mar-12-2021 15:21:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Closed Query closed; will
follow for
requested
medication for SAE
information.

Mar-12-2021 08:50:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 1: Answered PER CRC,
WAITING ON
MEDICAL
RECORDS.

Mar-11-2021 19:24:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Opened Clinical -
Medication
treatment for SAE
is YES; however,
SAE report does
not describe the
medication
treatment given for
Kidney stones.
Please submit a
SAE update to
report medication
treatment.

Mar-10-2021 15:07:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Mar-10-2021 15:07:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Mar-12-2021
15:38:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Ute Frantz
(pfe frantu)

Query 2: Closed Response satisfies query
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Mar-12-2021
11:39:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 2: Answered AE CORRECTED AND
UPDATED.

Mar-12-2021
11:38:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened For AE KKIDNEY STONES:
Response to "What was the outcome
of this adverse event?" is 'Unknown'
but End Date/Time is provided or "Is
the adverse event still ongoing?" is
marked "Yes".

Mar-12-2021
11:38:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed Information

Mar-12-2021
11:38:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
UNKNOWN

Changed Information

Mar-12-2021
10:05:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Opened SAE
RECON:AER#2021259828,outcome
was reported as UNKNOWN to
Safety DB however, recorded as
RECOVERING/RESOLVING on
AE CRF. Please confirm correct
outcome. If safety update is
required, please submit a follow-up
form.

Mar-10-2021
15:07:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
RECOVERING/RES
OLVING

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Mar-10-2021 15:07:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Mar-10-2021 23:51:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2021259828

Initial Entry
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Dec-07-2020 13:26:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Dec/7/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Dec-07-2020 13:26:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Dec-07-2020 13:26:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-14-2021 20:10:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/14/2021

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Jan-21-2021 16:54:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kimberly
Forbus
(pfe forbuk)

Query 1: Closed Response satisfies
query

Jan-21-2021 15:07:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answered UPDATED

Jan-20-2021 08:26:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kimberly
Forbus
(pfe forbuk)

Query 1: Opened Please upload
source

Jan-14-2021 20:10:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Participant is willing to return fo
r Vaccination 3

Participant is:

eligible per local/national rec
ommendations and confirmed
to have received only placebo
at Vaccination 1/2

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Jan-14-2021 20:10:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/14/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Jan-14-2021 20:10:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ASSESS ELIGIBILITY FOR A
DDITIONAL VACCINATION

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-18-2021 19:11:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/15/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Jan-18-2021 19:12:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
OBTAINED

Date Written Consent Obtained

Jan/15/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION
- eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Jan-18-2021 19:12:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/15/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Jan-18-2021 19:12:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
REPEAT SCREENING 1

Initial Entry

3. Status:

Date Location User Value Reason

Jan-18-2021 19:12:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Jan-18-2021 19:13:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Jan-18-2021 19:13:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Jan-18-2021 19:13:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Jan-18-2021 19:13:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Jan-18-2021 19:13:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason09
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Jan-18-2021 19:13:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Id
entifier:

Not Applic
able

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Jan-18-2021 19:13:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Jan-18-2021 19:13:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Jan-18-2021 19:13:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a Not Done:

Date Location User Value Reason

Jan-18-2021 19:13:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-18-2021 19:13:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-18-2021 19:13:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-21-2021 16:15:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Closed Close Auto Query

Jan-21-2021 16:14:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Opened 'Sample Collected?'
is marked as No
and 'If no sample
was collected or
sample was not
collected according
to protocol, please
provide reason' is
missing. Please
review and update
as appropriate.

Jan-21-2021 16:14:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto Query

Jan-21-2021 16:14:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Changed
Information
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***Confidential***

Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Jan-21-2021 16:14:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Jan-21-2021 11:32:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Jan-21-2021 06:07:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe nairr29)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Jan-18-2021 19:13:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Jan-18-2021 19:13:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection:

Jan/15/2021

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Jan-21-2021 16:15:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
SAMPLE COLLECTED AT CO-
OCCURRING CONV VISIT

Initial Entry

5.a

Date Location User Value Reason

Jan-21-2021 16:13:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID:

Transcription Error
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Jan-21-2021 11:32:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BRK9KM

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jan-21-2021
21:17:14
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Clo
sed

Auto closed by
Validation Check:
VC_BEETRK001_01

Jan-21-2021
16:13:16
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
1: An
swere
d

Transcription Error

Jan-21-2021
16:13:16
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry
:

Transcription Error

Jan-21-2021
15:39:32
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW6942599;This
Barcode is already
recorded more than
once (for the same
subject). Please
review and update as
appropriate.

Jan-21-2021
11:32:18
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry
:
BRK9
KM

Initial Entry

5.b

Date Location User Value Reason
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Jan-21-2021 16:13:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID:

Transcription Error

Jan-21-2021 11:32:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BRK9KN

Initial Entry

5.b Sample ID

Date Location User Value Reason

Jan-21-2021
21:17:14
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Clo
sed

Auto closed by
Validation Check:
VC_BEETRK001_01

Jan-21-2021
16:13:33
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
1: An
swere
d

Transcription Error

Jan-21-2021
16:13:33
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry
:

Transcription Error

Jan-21-2021
15:39:32
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW6942600;This
Barcode is already
recorded more than
once (for the same
subject). Please
review and update as
appropriate.

Jan-21-2021
11:32:29
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry
:
BRK9
KN

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c

Date Location User Value Reason

Jan-21-2021 16:13:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID:

Transcription Error

Jan-21-2021 11:32:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BRK9KP

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sample ID

Date Location User Value Reason

Jan-21-2021
21:17:14
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Clo
sed

Auto closed by
Validation Check:
VC_BEETRK001_01

Jan-21-2021
16:13:48
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
1: An
swere
d

Transcription Error

Jan-21-2021
16:13:48
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry
:

Transcription Error

Jan-21-2021
15:39:32
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW6942601;This
Barcode is already
recorded more than
once (for the same
subject). Please
review and update as
appropriate.

Jan-21-2021
11:32:37
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry
:
BRK9
KP

Initial Entry

5.d

Date Location User Value Reason

Jan-21-2021 16:14:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID:

Transcription Error
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Jan-21-2021 11:33:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BSLR7M

Initial Entry

5.d Sample ID

Date Location User Value Reason

Jan-21-2021
21:17:14
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Clo
sed

Auto closed by
Validation Check:
VC_BEETRK001_01

Jan-21-2021
16:14:04
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
1: An
swere
d

Transcription Error

Jan-21-2021
16:14:04
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry
:

Transcription Error

Jan-21-2021
15:39:32
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW6942602;This
Barcode is already
recorded more than
once (for the same
subject). Please
review and update as
appropriate.

Jan-21-2021
11:33:19
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry
:
BSLR
7M

Initial Entry

5.e

Date Location User Value Reason

09
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ae
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Jan-21-2021 16:14:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID:

Transcription Error

Jan-21-2021 11:33:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BSLR7N

Initial Entry

5.e Sample ID

Date Location User Value Reason

Jan-21-2021
21:17:14
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Clo
sed

Auto closed by
Validation Check:
VC_BEETRK001_01

Jan-21-2021
16:14:17
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
1: An
swere
d

Transcription Error

Jan-21-2021
16:14:17
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry
:

Transcription Error

Jan-21-2021
15:39:32
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW6942603;This
Barcode is already
recorded more than
once (for the same
subject). Please
review and update as
appropriate.

Jan-21-2021
11:33:33
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry
:
BSLR
7N

Initial Entry

09
01
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e1

96
ae

2f
5d
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-18-2021 19:13:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-18-2021 19:13:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-21-2021 11:34:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Jan-21-2021 06:07:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe nairr29)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Jan-18-2021 19:13:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Jan-18-2021 19:13:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection:

Jan/15/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a

Date Location User Value Reason

Jan-21-2021 11:34:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BRBRKD

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jan-21-2021 11:34:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BRBRKD

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Jan-18-2021 19:14:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Jan-18-2021 19:14:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Jan-18-2021 19:14:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Jan-18-2021 19:14:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/15/2021 11:10

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Jan-18-2021 19:14:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Jan-18-2021 19:14:04
(UTC-05:00) Eastern

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
LEFT

Initial Entry09
01
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e1
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ae

2f
5d
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada)

7. Route:

Date Location User Value Reason

Jan-18-2021 19:14:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Jan-18-2021 19:14:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Jan-18-2021 19:14:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Jan-18-2021 19:14:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Jan-18-2021 19:14:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-08-2021 17:05:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/4/2021

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Feb-08-2021 17:06:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Feb-08-2021 17:06:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Feb-08-2021 17:06:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Feb-08-2021 17:06:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Feb-08-2021 17:06:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-08-2021 17:06:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Id
entifier:

Not Applic
able

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Feb-08-2021 17:06:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Feb-08-2021 17:06:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Feb-08-2021 17:06:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a Not Done:

Date Location User Value Reason

Feb-08-2021 17:06:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-08-2021 17:06:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-08-2021 17:06:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-09-2021 18:46:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Feb-09-2021 05:39:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe nairr29)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Feb-08-2021 17:06:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Feb-08-2021 17:06:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection:

Feb/4/2021

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a

Date Location User Value Reason

Feb-09-2021 18:46:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BRBRWZ

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-09-2021 18:46:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BRBRWZ

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Feb-08-2021 17:06:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Feb-08-2021 17:06:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Feb-08-2021 17:06:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Feb-08-2021 17:06:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/4/2021 14:13

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Feb-08-2021 17:06:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Feb-08-2021 17:06:58
(UTC-05:00) Eastern

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
LEFT

Initial Entry09
01
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada)

7. Route:

Date Location User Value Reason

Feb-08-2021 17:06:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Feb-08-2021 17:06:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Feb-08-2021 17:06:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Feb-08-2021 17:06:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Feb-08-2021 17:06:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V103_MONTH1 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-10-2021 11:53:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Mar/8/2021

Initial Entry
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Header Text: c4591001

Visit: V103_MONTH1 Form: CONTACT OUTCOME - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Contact Type:

Date Location User Value Reason

Mar-10-2021 11:53:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
TELEPHONE VISIT

Initial Entry

2. Was contact made?

Date Location User Value Reason

Mar-10-2021 11:53:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Contact:

Mar/8/2021

Initial Entry
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Mar-10-2021 11:53:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Mar/8/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Mar-10-2021 11:53:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
OPEN LABEL TREATMENT

Initial Entry

3. Status:

Date Location User Value Reason

Mar-10-2021 11:53:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject Status

Date Location User Value Reason

Dec-07-2020 13:26:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Oct-13-2020 16:10:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Oct-13-2020 15:59:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Mar-10-2021 23:52:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Closed Response satisfies query

Mar-10-2021 15:08:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answered SAE CRF UPDATED

Mar-10-2021 07:48:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Opened SAE
RECON:AER#2021259828
AKidney stones(onset
date:19Feb2021)was
reported as serious in
Safety database but missing
in AE CRF. Please confirm
and update CRF. If safety
update is required, submit a
follow-up SAE Form.

Dec-07-2020 13:26:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Dec/7/2020

Initial Entry

Oct-13-2020 16:10:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/13/2020

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct-13-2020 15:59:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/13/2020

Initial Entry
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131699 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Casebook Signature

Date Location User Value Reason

Oct-13-2020 16:34:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Click Here to Enable

Initial Entry
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Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per
protocol amendment 5, STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response
- Protocol version

06 OCT 2020

2. Select appropriate response
- What cohort does the
subject belong to?

STAGE 3 COHORTS
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Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Oct/14/2020
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Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Demography

1. Subject ID [10131718]

2. Birth Date: /1967

3. Sex: FEMALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that
apply):

AMERICAN INDIAN OR ALASKA NATIVE
WHITE

6. Racial Designation:
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Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/14/2020

2. Erroneous Visit
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 10-Oct-2020 16:00 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Oct/14/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[PARTIAL HYSTERECTOMY]

Start Date: Feb/UNK/2017

Ongoing: NO

End Date:
Feb/UNK/2017

1.b Line/MH Number: [2]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[ALLERGIC TO SULFA]

Start Date: UNK/UNK/1993

Ongoing: YES

1.c Line/MH Number: [3]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[ANXIETY DISORDER]

Start Date: UNK/UNK/2000

Ongoing: YES
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Visit: V1_DAY1_VAX1_L Form: HIV STATUS

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

HIV Status

1. Select appropriate response
- What is the subject HIV
status?

The subject is NOT known to be HIV POSITIVE
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Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Oct/14/2020

2. Weight: [85.85]

3. Unit: kg

4. Height: [165.2]

5. Unit: cm

6. Body Mass Index: [31.5]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [37.0]

Unit: C

Temperature Location: ORAL CAVITY
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and
Address (Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition

1. Randomization Date : Oct/14/2020

2. Randomization Number: [107472]

3. Randomization Group: [ ]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/14/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BSJTDN]

5.b Sample ID [BSJTDP]

5.c Sample ID [BRD791]

5.d Sample ID [BRD792]

5.e Sample ID [BRD793]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Oct/14/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR9TD0]
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Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Oct/14/2020 11:03

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response
- Reactogenicity diary
collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR
THIS SUBJECT
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Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/2/2020

2. Erroneous Visit
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Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Nov/2/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [36.8]

Unit: C

Temperature Location: ORAL CAVITY
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Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and
Address (Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Nov/2/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR9TL0]
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Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Nov/2/2020 16:08

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/3/2020

2. Erroneous Visit
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin Not Applicable Comments

2. Sample Type Not Applicable Comments

3. Sample Collected? Not Applicable Comments

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

Not Applicable

[ ]

Comments

Aliquot

Please enter barcode for each aliquot.

5. Sample ID Not Applicable

[ ]
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/5/2020

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: Nov/5/2020

2. Date of First Symptom
Started:

Nov/4/2020

3. Symptoms Ongoing? NO

Date of Last Symptom Resolved:
Nov/4/2020

Symptoms

4.a Symptoms: FEVER

Was symptom present? NO

4.b Symptoms: NEW OR INCREASED COUGH

Was symptom present? NO

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH

Was symptom present? NO

4.d Symptoms: CHILLS

Was symptom present? NO

4.e Symptoms: NEW OR INCREASED MUSCLE PAIN

Was symptom present? NO
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Unscheduled Visit on Nov/05/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.f Symptoms: NEW LOSS OF TASTE OR SMELL

Was symptom present? NO

4.g Symptoms: NEW OR INCREASED SORE THROAT

Was symptom present? YES

4.h Symptoms: DIARRHEA

Was symptom present? NO

4.i Symptoms: VOMITING

Was symptom present? NO

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Visit: POT_COVID_ILL 1 Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Date of Col

lection
Specimen

Type
Specimen Collecti

on Location
Assay Code and

Description
Device T

ype
Form Instan

ce

 1. Not Applic
able 

Not Appli
cable 

Not Applicable  Not Applicable  Not Appli
cable 

Repeating
Pages
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

1. Actual Date of Collection: Not Applicable

//

Comments

2. Specimen Type: Not Applicable Comments

3. Specimen Collection
Location:

Not Applicable Comments

4. Assay Code and
Description:

Not Applicable Comments

5. Device Type: Not Applicable Comments

6. Trade Name: Not Applicable Comments

7. Test Result: Not Applicable Comments

8. Comments/Findings
/Details:

Not Applicable

[ ]

Comments

9. Trade Name Other, Specify: Not Applicable

[ ]

Comments
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Unscheduled Visit on Nov/05/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB_SELF

3. Sample Collected? NO

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[SWAB COLLECTED IN OFFICE]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Nov/5/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR9TMC]
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Unscheduled Visit on Nov/05/2020

Form: HEALTH CARE UTILIZATION

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Health Care Utilization

1.a Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or
Contacts:

NO

1.b Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or
Contacts:

NO

1.c Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or
Contacts:

NO

1.d Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or
Contacts:

NO

1.e Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or
Contacts:

NO
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Form: HEALTH CARE UTILIZATION

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.f Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or
Contacts:

NO

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]

Health Care Utilization

3. Has the subject been
hospitalized due to potential
COVID-19 illness?

NO

09
01

77
e1

96
ae

2f
57

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139465



Page 32 of 428

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Treatment I

dentifier
Con Non-Drug Treatme

nts Pre-specified
Treatme

nt
Treatme

nt
Start Dat

e
Form Instan

ce

 1. Not Applicab
le 

Not Applicable  Not Appli
cable 

Not Appli
cable 

Not Appli
cable 

Repeating
Pages
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Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

1. What is the treatment
Identifier?

Not Applicable

[ ]

Comments

2. Concomitant Non-drug
Treatment Pre-specified:

Not Applicable Comments

3. Treatment: Not Applicable Comments

4. Treatment: Not Applicable

[ ]

Comments

5. Start Date: Not Applicable

//

Comments

6. Ongoing? Not Applicable Comments
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: POTENTIAL COVID-19 ILLNESS

2. Was a diagnosis obtained
for Potential COVID-19
Illness?

NO

3. Toxicity Grade: 1
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Visit: POT_COVID_ILL 1 Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Category of Clinica

l Event:
Subcategory of Clinic

al Event
Diagnosis Obt

ained
Toxicity G

rade
Form Instanc

e

 1. Not Applicable  Not Applicable  Not Applicable
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Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: Not Applicable Comments

2. Subcategory of Clinical
Event:

Not Applicable Comments

3. Was a diagnosis obtained? Not Applicable Comments

4. Toxicity Grade: Not Applicable Comments
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Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Version: 10-Oct-2020 15:58

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Categor
y for La
b Test

Vendor Name

Colle
ction
Date

:

Spec
imen
Type

Lab Result
Form Inst

ance

 1. CLINIC
AL CH
EMIST
RY 

ORLANDO REGIONA
L MEDICAL CENTER,
1414 KUHL AVE. ORL
ANDO, FL 32806 

Nov/
5/202
0 
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Test:
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t:
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PX329 

1.4
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30 

25 

28  Aspartate
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PX28 

18 

35  Alkaline
Phosphata
se_PX35 

65 

21  Bilirubin_
PX21 

0.5
 

47  Blood Ur
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en_PX47 

12 

48  Creatinine
_PX48 

0.8
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CHEMISTRY
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Categor
y for La
b Test

Vendor Name

Colle
ction
Date

:

Spec
imen
Type

Lab Result
Form Inst

ance

 2. CLINIC
AL CH
EMIST
RY 

ORLANDO REGIONA
L MEDICAL CENTER,
1414 KUHL AVE. ORL
ANDO, FL 32806 

Dec/
3/202
0 

BLO
OD 

Sponso
r-Defin
ed Iden

tifier

Test:
Re
sul
t:

329  C Reactiv
e Protein_
PX329 

2.2
 

30  Alanine A
minotrans
ferase_PX
30 

19 

28  Aspartate
Aminotra
nsferase_
PX28 

15 

35  Alkaline
Phosphata
se_PX35 

70 

21  Bilirubin_
PX21 

0.5
 

47  Blood Ur
ea Nitrog
en_PX47 

11 

48  Creatinine
_PX48 

0.8
0 

Repeating
Pages
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Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

1. Lab Panel: CLINICAL CHEMISTRY

2. Laboratory Name and
Address

[ORLANDO REGIONAL MEDICAL CENTER, 1414 KUHL
AVE. ORLANDO, FL 32806]

3. Collection Date: Nov/5/2020

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [329]

Test: C Reactive Protein_PX329

Result: [1.4]

Not Done:

LNMT Low
[ ]
High
[9.9]
Unit
mg/L
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Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b Sponsor ID: [30]

Test: Alanine Aminotransferase_PX30

Result: [25]

Not Done:

LNMT Low
[7]
High
[52]
Unit
U/L

5.c Sponsor ID: [28]

Test: Aspartate Aminotransferase_PX28

Result: [18]

Not Done:

LNMT Low
[13]
High
[39]
Unit
U/L
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sponsor ID: [35]

Test: Alkaline Phosphatase_PX35

Result: [65]

Not Done:

LNMT Low
[34]
High
[104]
Unit
U/L

5.e Sponsor ID: [21]

Test: Bilirubin_PX21

Result: [0.5]

Not Done:

LNMT Low
[0.3]
High
[1.0]
Unit
mg/dL
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor ID: [47]

Test: Blood Urea Nitrogen_PX47

Result: [12]

Not Done:

LNMT Low
[7]
High
[25]
Unit
mg/dL

5.g Sponsor ID: [48]

Test: Creatinine_PX48

Result: [0.81]

Not Done:

LNMT Low
[0.60]
High
[1.20]
Unit
mg/dL
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Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

1. Lab Panel: CLINICAL CHEMISTRY

2. Laboratory Name and
Address

[ORLANDO REGIONAL MEDICAL CENTER, 1414 KUHL
AVE. ORLANDO, FL 32806]

3. Collection Date: Dec/3/2020

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [329]

Test: C Reactive Protein_PX329

Result: [2.2]

Not Done:

LNMT Low
[ ]
High
[9.9]
Unit
mg/L
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b Sponsor ID: [30]

Test: Alanine Aminotransferase_PX30

Result: [19]

Not Done:

LNMT Low
[7]
High
[52]
Unit
U/L

5.c Sponsor ID: [28]

Test: Aspartate Aminotransferase_PX28

Result: [15]

Not Done:

LNMT Low
[13]
High
[39]
Unit
U/L
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5.d Sponsor ID: [35]

Test: Alkaline Phosphatase_PX35

Result: [70]

Not Done:

LNMT Low
[34]
High
[104]
Unit
U/L

5.e Sponsor ID: [21]

Test: Bilirubin_PX21

Result: [0.5]

Not Done:

LNMT Low
[0.3]
High
[1.0]
Unit
mg/dL
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5.f Sponsor ID: [47]

Test: Blood Urea Nitrogen_PX47

Result: [11]

Not Done:

LNMT Low
[7]
High
[25]
Unit
mg/dL

5.g Sponsor ID: [48]

Test: Creatinine_PX48

Result: [0.80]

Not Done:

LNMT Low
[0.60]
High
[1.20]
Unit
mg/dL
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Hematology

Form Version: 10-Oct-2020 16:02

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#

Catego
ry for

Lab Te
st

Vendor Name (DERIVE
D)

Colle
ction
Date:

Speci
men
Type

Lab Result
Form Insta

nce

 1. HEMA
TOLO
GY 

ORLANDO REGIONAL
MEDICAL CENTER, 141
4 KUHL AVE. ORLAND
O, FL 32806 

Nov/
5/202
0 

BLO
OD 

Sponsor
-Define
d Identi

fier

Test:
Re
sul
t:

1  Hemog
lobin_
PX1 

13.
8 

2  Hemat
ocrit_P
X2 

48.
3 

3  Erythro
cytes_
PX3 

4.5
5 

5  Platelet
s_PX5 

20
9 

7  Leukoc
ytes_P
X7 

5.5
 

608  Neutro
phils_P
X608 

3.6
 

609  Eosino
phils_P
X609 

0.2
 

Repeating
Pages
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#

Catego
ry for

Lab Te
st

Vendor Name (DERIVE
D)

Colle
ction
Date:

Speci
men
Type

Lab Result
Form Insta

nce

Sponsor
-Define
d Identi

fier

Test:
Re
sul
t:

612  Monoc
ytes_P
X612 

0.3
 

610  Basoph
ils_PX
610 

0.0
 

611  Lymph
ocytes_
PX611 

1.5
 

 2. HEMA
TOLO
GY 

ORLANDO REGIONAL
MEDICAL CENTER, 141
4 KUHL AVE. ORLAND
O, FL 32806 

Dec/3
/2020
 

BLO
OD 

Sponsor
-Define
d Identi

fier

Test:
Re
sul
t:

1  Hemog
lobin_
PX1 

14.
2 

2  Hemat
ocrit_P
X2 

44.
7 

3  Erythro
cytes_

4.5
5 

Repeating
Pages
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#

Catego
ry for

Lab Te
st

Vendor Name (DERIVE
D)

Colle
ction
Date:

Speci
men
Type

Lab Result
Form Insta

nce

Sponsor
-Define
d Identi

fier

Test:
Re
sul
t:

PX3 

5  Platelet
s_PX5 

22
3 

7  Leukoc
ytes_P
X7 

5.6
 

608  Neutro
phils_P
X608 

3.5
 

609  Eosino
phils_P
X609 

0.1
 

612  Monoc
ytes_P
X612 

0.3
 

610  Basoph
ils_PX
610 

0.0
 

611  Lymph
ocytes_
PX611 

1.7
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Laboratory Data Hematology

1. Lab Panel: HEMATOLOGY

2. Laboratory Name and
Address

[ORLANDO REGIONAL MEDICAL CENTER, 1414 KUHL
AVE. ORLANDO, FL 32806]

3. Collection Date: Nov/5/2020

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [1]

Test: Hemoglobin_PX1

Result: [13.8]

Not Done:

LNMT Low
[11.4]
High
[14.7]
Unit
g/dL
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b Sponsor ID: [2]

Test: Hematocrit_PX2

Result: [48.3]

Not Done:

LNMT Low
[34.3]
High
[45.5]
Unit
%

5.c Sponsor ID: [3]

Test: Erythrocytes_PX3

Result: [4.55]

Not Done:

LNMT Low
[3.75]
High
[5.00]
Unit
10^6/cu mm
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5.d Sponsor ID: [5]

Test: Platelets_PX5

Result: [209]

Not Done:

LNMT Low
[139]
High
[361]
Unit
10^3/uL

5.e Sponsor ID: [7]

Test: Leukocytes_PX7

Result: [5.5]

Not Done:

LNMT Low
[4.4]
High
[10.5]
Unit
10^3/uL
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5.f Sponsor ID: [608]

Test: Neutrophils_PX608

Result: [3.6]

Not Done:

LNMT Low
[1.5]
High
[7.5]
Unit
10^3/uL

5.g Sponsor ID: [609]

Test: Eosinophils_PX609

Result: [0.2]

Not Done:

LNMT Low
[0.0]
High
[0.5]
Unit
10^3/uL
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5.h Sponsor ID: [612]

Test: Monocytes_PX612

Result: [0.3]

Not Done:

LNMT Low
[0.0]
High
[0.8]
Unit
10^3/uL

5.i Sponsor ID: [610]

Test: Basophils_PX610

Result: [0.0]

Not Done:

LNMT Low
[0.0]
High
[0.2]
Unit
10^3/uL
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5.j Sponsor ID: [611]

Test: Lymphocytes_PX611

Result: [1.5]

Not Done:

LNMT Low
[1.0]
High
[4.8]
Unit
10^3/uL
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Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen
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Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Laboratory Data Hematology

1. Lab Panel: HEMATOLOGY

2. Laboratory Name and
Address

[ORLANDO REGIONAL MEDICAL CENTER, 1414 KUHL
AVE. ORLANDO, FL 32806]

3. Collection Date: Dec/3/2020

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [1]

Test: Hemoglobin_PX1

Result: [14.2]

Not Done:

LNMT Low
[11.4]
High
[14.7]
Unit
g/dL
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5.b Sponsor ID: [2]

Test: Hematocrit_PX2

Result: [44.7]

Not Done:

LNMT Low
[34.3]
High
[45.5]
Unit
%

5.c Sponsor ID: [3]

Test: Erythrocytes_PX3

Result: [4.55]

Not Done:

LNMT Low
[3.75]
High
[5.00]
Unit
10^6/cu mm
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5.d Sponsor ID: [5]

Test: Platelets_PX5

Result: [223]

Not Done:

LNMT Low
[139]
High
[361]
Unit
10^3/uL

5.e Sponsor ID: [7]

Test: Leukocytes_PX7

Result: [5.6]

Not Done:

LNMT Low
[4.4]
High
[10.5]
Unit
10^3/uL
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5.f Sponsor ID: [608]

Test: Neutrophils_PX608

Result: [3.5]

Not Done:

LNMT Low
[1.5]
High
[7.5]
Unit
10^3/uL

5.g Sponsor ID: [609]

Test: Eosinophils_PX609

Result: [0.1]

Not Done:

LNMT Low
[0.0]
High
[0.5]
Unit
10^3/uL
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5.h Sponsor ID: [612]

Test: Monocytes_PX612

Result: [0.3]

Not Done:

LNMT Low
[0.0]
High
[0.8]
Unit
10^3/uL

5.i Sponsor ID: [610]

Test: Basophils_PX610

Result: [0.0]

Not Done:

LNMT Low
[0.0]
High
[0.2]
Unit
10^3/uL
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5.j Sponsor ID: [611]

Test: Lymphocytes_PX611

Result: [1.7]

Not Done:

LNMT Low
[1.0]
High
[4.8]
Unit
10^3/uL
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date: Vital Signs Details Form Instance

 1. Nov/5/2020  Record Identifier: Systolic: Diastolic:

1  120  82 

Repeating Pages
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Nov/5/2020

Vital Signs Details

2.a Record Identifier: 1

Systolic: [120]

Diastolic: [82]

Respiratory Rate in
respirations/minute:

[16]

Heart Rate in
beats/minute:

[70]
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# Date: Vital Signs Details Form Instance

 1. Nov/5/2020  Record Identifier: Oxygen Saturation

1  94.0 

Repeating Pages
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Nov/5/2020

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [94.0]
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#
Date Time of Asses
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Arterial Blood Gases

PaO2
FiO2 (Fraction of Inhaled

Oxygen)
Form Instance
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Back to Form
Form Comments
eCRF Audit Trail History

Oxygenation Parameters

1. Date Time of Assessment: Not Applicable

//

Comments

2. Arterial Blood Gases PaO2
(mmHg):

Not Applicable

[ ]

Comments

3. FiO2 (Fraction of Inhaled
Oxygen):

Not Applicable

[ ]

Comments
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Category for
Medication

Concomitant Medic
ations Pre-specified

Name of
Medicatio

n
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ate
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Back to Form
Form Comments
eCRF Audit Trail History

Concomitant Medications

1. What is the medication
identifier?

Not Applicable

[ ]

Comments

2. Category: Not Applicable Comments

3. Concomitant Medications
Pre-specified:

Not Applicable Comments

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

Not Applicable

[ ]

Comments

5. Start Date: Not Applicable

//

Comments

6. Ongoing? Not Applicable Comments
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#
Date of Assessm
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Location of Assess
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Imaging Met
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Overall Assessm
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Form Instance
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Back to Form
Form Comments
eCRF Audit Trail History

Imaging

1. Date of Assessment: Not Applicable

//

Comments

2. Location of Assessment: Not Applicable Comments

3. Type of Imaging Exam: Not Applicable Comments

4. Assessment: Not Applicable Comments
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/3/2020

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A1

09
01

77
e1

96
ae

2f
57

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139506



Page 73 of 428

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_CONVA 1 -
Unscheduled Visit on Dec/03/2020

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Dec/3/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRHWDV]

5.b Sample ID [BRHWDW]

5.c Sample ID [BRHWDX]

5.d Sample ID [BS37ZC]

5.e Sample ID [BS37ZD]
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:

09
01

77
e1

96
ae

2f
57

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139508



Page 75 of 428

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB
- New Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT
SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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# Category
AE Iden

tifier
Adverse
Event

Start Date
Is the Adverse Event S

till Ongoing
Form Instanc

e

 1. ADVERSE E
VENT 

1  FATIGUE
 

Nov/4/2020
11:00 

NO
End Date Time:

Nov/5/2020 22:00
 

Repeating
Pages

 2. ADVERSE E
VENT 

2  CHILLS  Nov/4/2020
11:00 

NO
End Date Time:

Nov/5/2020 22:00
 

Repeating
Pages
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[FATIGUE]

4. Start Date Time: Nov/4/2020 11:00

5. Is the adverse event still
ongoing?

NO

End Date Time:
Nov/5/2020 22:00

6. Toxicity Grade: 1
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7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

NO

12. Was a Non-Drug Treatment
given?
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[CHILLS]

4. Start Date Time: Nov/4/2020 11:00

5. Is the adverse event still
ongoing?

NO

End Date Time:
Nov/5/2020 22:00

6. Toxicity Grade: 1
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

NO

12. Was a Non-Drug Treatment
given?

NO09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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#
Categ

ory
Medicatio
n Error

Start
Date

Is the medication erro
r Still Ongoing

Study Medication
Errors Action

Form Instan
ce

 1.           Repeating
Pages
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with
Study Treatment:

6. Was a Concomitant
Medication given?

7. Was a Non-Drug Treatment
given?

8. Did the Medication Error
cause the subject to be
discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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#
Sponsor-Defin
ed Identifier

Category for
Medication

Concomitant Medica
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Name of M
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Start
Date

Form Instan
ce
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Pages
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Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defi
ned Identifier

Category for
Medication

Concomitant Medic
ations Pre-specified

Name of
Medicatio

n

Dose Des
cription

Form Instan
ce
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Pages
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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#
Categ
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Treatment Ide
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Treatm

ent
Start D

ate
Form Instanc
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Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment
Identifier?

[ ]

3. Concomitant Non-drug
Treatment Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Visit: Logs Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Transfusion Type Date of Transfusion Form Instance

 1.     Repeating Pages
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Visit: Unplanned - New Unscheduled
Visit

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit

Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Unplanned Assessments

1. Assessments
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Visit: Unplanned Vaccination -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Visit: Unplanned Vaccination -
Unscheduled

Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and
Address (Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Visit: Unplanned Vaccination -
Unscheduled

Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vaccination

1. Was there a temporary
delay of vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?
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Visit: Unplanned Vaccination -
Unscheduled

Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: Unplanned Vaccination -
Unscheduled

Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]

09
01

77
e1

96
ae

2f
57

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139534



Page 101 of 428

***Confidential***

 

Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Dec/3/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/2/2021

2. Erroneous Visit
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Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response
- Is participant willing to
return for Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible per other protocol allowance(s) and confirmed to have
received only placebo at Vaccination 1/2
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Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Feb/2/2021

2. Primary Reason for
Unblinding:

ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Withdrawal Of Consent

1. Withdrawal of Consent
Date :

//
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Death Details

1. Date of Collection /
Notification of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Visit: V101_VAX3 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/24/2021

2. Erroneous Visit
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Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. Consent Was: OBTAINED

Date Written Consent Obtained
Feb/24/2021
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Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA -
FURTHER VACCINATION

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. Date of
Completion/Discontinuation
/Death :

Feb/24/2021

2. Phase of Disposition: REPEAT SCREENING 1

3. Status: COMPLETED

4. Specify Status: [ ]
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Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and
Address (Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Feb/24/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BS49CJ]

5.b Sample ID [BS49CK]

5.c Sample ID [BV09WK]

5.d Sample ID [BV09WL]

5.e Sample ID [BV09WM]
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SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Feb/24/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR64HG]
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Visit: V101_VAX3 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Feb/24/2021 15:53

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was
Observed

30 MINUTES

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Visit: V102_VAX4 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and
Address (Derived)

[ ]

5. Specimen Type:

Lab Result

6.a Sponsor ID: [ ]

Test:

Result:

Not Done:
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Vaccination

1. Was there a temporary
delay of vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Date of Visit

1. Date of Visit //
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Dec/3/2020
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eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Michael
Dever 

Approved Mar-04-2021 08:06:12 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Back to Form

Item Date User Comment

Form Oct-14-2020 17:05:44 (UTC-05:00)
Eastern Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

Not Applicable
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Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 20-Feb-2021 02:14 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

5 Feb-25-2021 13:30:18 (UTC-05:00)
Eastern Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

Not Applicable
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Comments

Form Version: 20-Feb-2021 02:14 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

6.a Feb-25-2021 13:30:18 (UTC-05:00)
Eastern Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

Not Applicable
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Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 20-Feb-2021 02:14 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

6.a Feb-25-2021 13:30:18 (UTC-05:00)
Eastern Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

Not Applicable
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Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST -
Comments

Form Version: 20-Feb-2021 02:14 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

6.a Feb-25-2021 13:30:18 (UTC-05:00)
Eastern Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

Not Applicable
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Michael
Dever 

Approved Mar-04-2021 08:06:12 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Scott
Salmon 

N/A Feb-25-2021 15:03:41 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Patricia
Brown 

Approved Feb-25-2021 14:46:52 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Affidavit:
By my dated signature below, I, PatriciaBrown, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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History

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Oct-14-2020
17:02:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
06 OCT 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Oct-14-2020
17:02:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
STAGE 3 COHORT
S

Initial Entry
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Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Oct-14-2020
17:03:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
OBTAINED

Date Written Conse
nt Obtained

Oct/14/2020

Initial Entry
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Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject ID

Date Location User Value Reason

Oct-14-2020
17:02:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10131718

Item copied
from previous
form

2. Birth Date:

Date Location User Value Reason

Oct-14-2020
17:02:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1967

Enrollment
Entry

3. Sex:

Date Location User Value Reason

Oct-14-2020
17:05:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason09
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Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct-14-2020
17:05:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT HISPANIC OR
LATINO(A) OR OF
SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Oct-14-2020
17:05:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
AMERICAN INDIA
N OR ALASKA NA
TIVE
WHITE

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-14-2020
17:05:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Oct/14/2020

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Oct-14-2020
17:06:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Oct/14/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-14-2020
17:06:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Oct-14-2020
17:06:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
COMPLETED

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Oct-14-2020
17:08:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/M
H Numb
er:

1

Medical
History
Term:

PARTIAL H
YSTERECT
OMY

Start Da
te:

Feb/UNK/20
17

Ongoing
:

NO
End Date:

Feb/UNK
/2017

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Oct-14-2020
17:08:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct-14-2020
17:08:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
PARTIAL HYSTER
ECTOMY

Initial Entry

1.a Start Date:

Date Location User Value Reason

Oct-14-2020
17:08:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/UNK/2017

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Oct-14-2020
17:08:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

End Date:

Feb/UNK/2017

Initial Entry

1.b

Date Location User Value Reason

Oct-14-2020
17:08:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

2

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Medical H
istory Ter
m:

ALLERGI
C TO SUL
FA

Start Date
:

UNK/UN
K/1993

Ongoing: YES
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.b Line/MH Number:

Date Location User Value Reason

Oct-14-2020
17:08:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-14-2020
17:08:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ALLERGIC TO SUL
FA

Initial Entry

1.b Start Date:

Date Location User Value Reason

Oct-14-2020
17:08:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
UNK/UNK/1993

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Oct-14-2020
17:08:38

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry09
01
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

1.c

Date Location User Value Reason

Oct-14-2020
17:09:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

3

Medical H
istory Ter
m:

ANXIET
Y DISOR
DER

Start Date
:

UNK/UN
K/2000

Ongoing: YES

Initial Entry
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Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.c Line/MH Number:

Date Location User Value Reason

Oct-14-2020
17:09:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-14-2020
17:09:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ANXIETY DISORD
ER

Initial Entry

1.c Start Date:

Date Location User Value Reason

Oct-14-2020
17:09:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
UNK/UNK/2000

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Oct-14-2020
17:09:37

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry09
01

77
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96
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2f
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)
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Visit: V1_DAY1_VAX1_L Form: HIV STATUS - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - What is the subject HIV status?

Date Location User Value Reason

Oct-14-2020
17:09:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
The subject is NOT k
nown to be HIV POS
ITIVE

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Oct-14-2020
17:10:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Oct/14/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Oct-14-2020
17:10:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
85.85

Initial Entry

3. Unit:

Date Location User Value Reason

Oct-14-2020
17:10:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
kg

Initial Entry

4. Height:

Date Location User Value Reason

09
01

77
e1

96
ae

2f
57

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139652



Page 219 of 428

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct-14-2020
17:10:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
165.2

Initial Entry

5. Unit:

Date Location User Value Reason

Oct-14-2020
17:10:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Oct-14-2020
17:10:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
31.5

Initial Entry

7.a

Date Location User Value Reason

Oct-14-2020
17:10:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Record Ide
ntifier::

1

Temperatu
re:

37.0

Initial Entry

09
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2f
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History
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Temperatu
re Unit:

C

Temperatu
re Locatio
n::

ORAL
CAVIT
Y

7.a Record Identifier:

Date Location User Value Reason

Oct-14-2020
17:10:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Oct-14-2020
17:10:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
37.0

Initial Entry

7.a Unit:

Date Location User Value Reason

Oct-14-2020
17:10:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
C

Initial Entry
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History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

7.a Temperature Location:

Date Location User Value Reason

Oct-14-2020
17:10:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ORAL CAVITY

Initial Entry
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e1
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2f
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Oct-14-2020
17:12:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Oct-14-2020
17:12:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Oct-20-2020
20:38:02
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Hui Pan
(pfe.panh18)

Query 1: Closed Response satisfies
query

Oct-19-2020
08:48:27
(UTC-05:00)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answe
red

PARTIAL
HYSTERECTOMY
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time
(US & Canada)

Oct-15-2020
21:11:23
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Hui Pan
(pfe.panh18)

Query 1: Opene
d

ClinQuery: V1:
Please can you
confirm why a
pregnancy test was
not done for ths
subject? There is
nothing in her
medhx to indicate
she is not a woman
of child bearing
potential. Update
MedHx as
appropriate. Thanks

Oct-14-2020
17:12:13
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Oct-14-2020
17:12:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Oct-14-2020
17:12:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason

Oct-14-2020
17:12:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-De
fined Identi
fier:

Not A
pplica
ble

Test:: Not A
pplica
ble

Result:: Not A
pplica
ble

Not Done:: Not A
pplica
ble

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Oct-14-2020
17:12:13
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry
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Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

& Canada)

6.a Test:

Date Location User Value Reason

Oct-14-2020
17:12:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Oct-14-2020
17:12:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a Not Done:

Date Location User Value Reason

Oct-14-2020
17:12:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Randomization Date :

Date Location User Value Reason

Oct-14-2020
17:12:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Oct/14/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Oct-14-2020
17:12:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
107472

Initial Entry
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-14-2020
17:08:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-14-2020
17:08:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-14-2020
17:08:41
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Oct-14-2020
17:08:31
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
2f

57
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time
(US & Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Oct-14-2020
17:08:31
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Date of Collectio
n:

Oct/14/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-14-2020
17:08:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BSJTD
N

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-14-2020
17:08:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BSJTDN

Initial Entry

5.b
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Oct-14-2020
17:08:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BSJTD
P

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-14-2020
17:08:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BSJTDP

Initial Entry

5.c

Date Location User Value Reason

Oct-14-2020
17:09:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BRD79
1

Initial Entry
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sample ID

Date Location User Value Reason

Oct-14-2020
17:09:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BRD791

Initial Entry

5.d

Date Location User Value Reason

Oct-14-2020
17:09:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BRD79
2

Initial Entry

5.d Sample ID

Date Location User Value Reason

Oct-14-2020
17:09:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BRD792

Initial Entry

5.e

Date Location User Value Reason

Oct-14-2020
17:09:28

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Sample I BRD79

Initial Entry09
01
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) D: 3

5.e Sample ID

Date Location User Value Reason

Oct-14-2020
17:09:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BRD793

Initial Entry

09
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ae
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-14-2020
17:07:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-14-2020
17:07:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-14-2020
17:08:12
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Oct-14-2020
17:07:58
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
2f

57
\F

in
al
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in
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 O

n:
 0

1-
A

pr
-2

02
1 

03
:4

0 
(G

M
T

)

FDA-CBER-2021-5683-0139666



Page 233 of 428

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time
(US & Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Oct-14-2020
17:07:58
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Date of Collectio
n:

Oct/14/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-14-2020
17:08:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BR9TD
0

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-14-2020
17:08:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BR9TD0

Initial Entry
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Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Oct-14-2020
17:13:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Oct-14-2020
17:13:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Oct-14-2020
17:13:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
e1

96
ae

2f
57

\F
in

al
\F

in
al
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Oct-14-2020
17:13:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Oct/14/2020 11:03

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Oct-14-2020
17:13:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Oct-14-2020
17:13:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Oct-14-2020
17:13:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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10. Timeframe Subject Was Observed

Date Location User Value Reason

Oct-14-2020
17:13:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Oct-14-2020
17:13:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry

09
01
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Oct-14-2020
17:13:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO - REACTOGENI
CITY E-DIARY NO
T COLLECTED FO
R THIS SUBJECT

Initial Entry
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Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-02-2020
16:45:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Nov/2/2020

Initial Entry

09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Nov-02-2020
16:45:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Nov/2/2020

Initial Entry

2.a

Date Location User Value Reason

Nov-02-2020
16:45:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Record Ide
ntifier::

1

Temperatu
re:

36.8

Temperatu
re Unit:

C

Temperatu
re Locatio
n::

ORAL
CAVIT
Y

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Nov-02-2020
16:45:25
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1

Initial Entry

09
01
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& Canada)

2.a Temperature:

Date Location User Value Reason

Nov-02-2020
16:45:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
36.8

Initial Entry

2.a Unit:

Date Location User Value Reason

Nov-02-2020
16:45:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
C

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Nov-02-2020
16:45:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ORAL CAVITY

Initial Entry
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Nov-02-2020
16:48:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Nov-02-2020
16:48:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Nov-02-2020
16:48:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov-02-2020
16:48:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Nov-02-2020
16:48:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason

Nov-02-2020
16:48:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-De
fined Identi
fier:

Not A
pplica
ble

Test:: Not A
pplica
ble

Result:: Not A
pplica
ble

Not Done:: Not A
pplica
ble

Initial Entry
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6.a Sponsor ID:

Date Location User Value Reason

Nov-02-2020
16:48:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Nov-02-2020
16:48:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Nov-02-2020
16:48:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a Not Done:

Date Location User Value Reason

Nov-02-2020
16:48:04

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry09
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(UTC-05:00)
Eastern Time (US
& Canada)

09
01

77
e1

96
ae

2f
57

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139678



Page 245 of 428

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-02-2020
16:48:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-02-2020
16:48:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-02-2020
16:59:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Nov-02-2020
16:48:27
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
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Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Nov-02-2020
16:48:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection
:

Nov/2/2020

Initial Entry

5.a

Date Location User Value Reason

Nov-02-2020
16:59:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BR9TL
0

Initial Entry

5.a Sample ID

Date Location User Value Reason

Nov-02-2020
16:59:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BR9TL0

Initial Entry
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Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Nov-02-2020
16:48:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Nov-02-2020
16:48:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Nov-02-2020
16:48:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
e1

96
ae

2f
57

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139681



Page 248 of 428

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov-02-2020
16:48:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Nov/2/2020 16:08

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Nov-02-2020
16:48:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Nov-02-2020
16:48:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Nov-02-2020
16:48:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

10. Timeframe Subject Was Observed

Date Location User Value Reason

Nov-02-2020
16:48:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Nov-02-2020
16:48:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-07-2020
08:23:16
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Closed Close Auto
Query

Dec-07-2020
02:01:46
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jayesh Yeole
(pfe.yeolej)

Query 3: Opened DM:
Erroneous
Visit is
marked, but
date of visit is
entered. Please
either, untick
the erroneous
visit button if
visit occurred
and update the
SAMP TRK
form according
or else clarify.

Dec-04-2020
07:50:15
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Closed Close Auto
Query

Dec-04-2020
07:50:15
(UTC-05:00)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Dec/3/2020

Transcription
Error09

01
77
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96

ae
2f
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time
(US & Canada)

Dec-04-2020
07:50:04
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened Date of Visit,
31/Dec/2020 is
a future date
relative to
when it was
entered on
04/Dec/2020.
Please correct.

Dec-04-2020
07:50:04
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Dec/31/2020

Transcription
Error

Dec-04-2020
07:49:51
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Candidat
e

Erroneous
Visit is
marked, but
date of visit is
entered. Please
check whether
other
assessments
are performed
at this visit.

Dec-04-2020
07:49:51
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened Date of Visit,
30/Dec/2020 is
a future date
relative to
when it was
entered on
04/Dec/2020.09
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Please correct.

Dec-04-2020
07:49:51
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Dec/30/2020

Transcription
Error

Nov-07-2020
01:46:51
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Vijay
Venugopal
(pfe.venugv04)

Query 1: Closed Response
satisfies query

Nov-06-2020
08:20:36
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answere
d

Changed data
per query

Nov-06-2020
00:38:10
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jayesh Yeole
(pfe.yeolej)

Query 1: Opened DM: Visit is
marked as
Erroneous.
However, form
level comment
is not present
on SAMP
TRK form.
Please review
and add form
level comment
by selecting as
Not Applicable
on SAMP
TRK form of
this visit or09
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---
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else clarify.
Thank you.

Nov-05-2020
16:59:38
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

Erroneous
Visit is
marked, but
date of visit is
entered. Please
check whether
other
assessments
are performed
at this visit.

Nov-05-2020
16:58:17
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Nov/5/2020

Initial Entry

2. Erroneous Visit

Date Location User Value Reason

Dec-07-2020
08:23:16
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry: Transcription
Error

Nov-05-2020
16:59:38
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ERRONEOUS VI
SIT

Initial Entry
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Back to Form

1. Data Origin

Date Location User Value Reason

Nov-06-2020
08:20:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Nov-05-2020
16:59:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Transcription
Error

Nov-05-2020
16:58:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-06-2020
08:20:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Nov-05-2020 ACV0PFEINFP6000  auto calc Data Entry: Transcription09
01

77
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\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139688



Page 255 of 428

***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History
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16:59:26
(UTC-05:00)
Eastern Time (US
& Canada)

(autocalc) Error

Nov-05-2020
16:58:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-06-2020
08:20:26
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry

Nov-05-2020
16:59:26
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Nov-05-2020
16:59:26
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: Transcription
Error

Nov-05-2020
16:58:51
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

'Sample
Collected?' is
Yes, however
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Eastern Time
(US & Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Nov-05-2020
16:58:51
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collecti
on:

Nov/5/2020

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide
reason:

Date Location User Value Reason

Nov-06-2020
08:20:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: DATE OF VISIT - ILLNESS ONSET - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-05-2020
17:01:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto
Query

Nov-05-2020
11:55:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Nov-05-2020
11:55:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidat
e

Date of Visit
is completed
but Date of
Assessment in
the Signs and
Symptoms
form is
missing.
Please review
and update as
appropriate.

Nov-05-2020
11:55:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

Date of Visit
is completed
but Date of
Collection in
both Nasal
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: DATE OF VISIT - ILLNESS ONSET - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Swab Self and
Nasal Swab
are missing.
Please review
and update as
appropriate.

Nov-05-2020
11:55:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Nov/5/2020

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Nov-05-2020
11:55:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
COVID_A

Initial Entry
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Nov-05-2020
17:01:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Nov/5/2020

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Nov-05-2020
17:01:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Nov/4/2020

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

Nov-05-2020
17:01:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Date of Last Sympt
om Resolved:

Nov/4/2020

Initial Entry
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Date Location User Value Reason

Nov-05-2020
17:01:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: FEV

ER

Symptom Pr
esent:

NO

Initial Entry

4.a Symptoms:

Date Location User Value Reason

Nov-05-2020
17:01:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
FEVER

Initial Entry

4.a Was symptom present?

Date Location User Value Reason

Nov-05-2020
17:01:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

4.b

Date Location User Value Reason

Nov-05-2020
17:01:36
(UTC-05:00)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sympt
oms:

NEW OR I
NCREASE

Initial Entry
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19 - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

D COUGH

Sympt
om Pre
sent:

NO

4.b Symptoms:

Date Location User Value Reason

Nov-05-2020
17:01:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEW OR INCREAS
ED COUGH

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Nov-05-2020
17:01:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

4.c

Date Location User Value Reason

Nov-05-2020
17:01:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sym
ptom
s:

NEW OR IN
CREASED S
HORTNESS
OF BREATH

Initial Entry
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Sym
ptom
Prese
nt:

NO

4.c Symptoms:

Date Location User Value Reason

Nov-05-2020
17:01:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEW OR INCREAS
ED SHORTNESS O
F BREATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Nov-05-2020
17:01:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

4.d

Date Location User Value Reason

Nov-05-2020
17:01:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: CHIL

LS

Symptom Pr
esent:

NO

Initial Entry
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4.d Symptoms:

Date Location User Value Reason

Nov-05-2020
17:01:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Nov-05-2020
17:01:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

4.e

Date Location User Value Reason

Nov-05-2020
17:01:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sympt
oms:

NEW OR IN
CREASED
MUSCLE P
AIN

Sympt
om Pr
esent:

NO

Initial Entry
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Visit: POT_COVID_ILL 1 -
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4.e Symptoms:

Date Location User Value Reason

Nov-05-2020
17:01:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEW OR INCREAS
ED MUSCLE PAIN

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Nov-05-2020
17:01:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

4.f

Date Location User Value Reason

Nov-05-2020
17:01:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sympt
oms:

NEW LOSS
OF TASTE
OR SMELL

Sympt
om Pr
esent:

NO

Initial Entry
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4.f Symptoms:

Date Location User Value Reason

Nov-05-2020
17:01:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEW LOSS OF TAS
TE OR SMELL

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Nov-05-2020
17:01:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

4.g

Date Location User Value Reason

Nov-05-2020
17:01:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symp
toms:

NEW OR IN
CREASED
SORE THR
OAT

Symp
tom P
resent
:

YES

Initial Entry

09
01

77
e1

96
ae

2f
57
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al
\F
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.g Symptoms:

Date Location User Value Reason

Nov-05-2020
17:01:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEW OR INCREAS
ED SORE THROAT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Nov-05-2020
17:01:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry

4.h

Date Location User Value Reason

Nov-05-2020
17:01:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms
:

DIARR
HEA

Symptom
Present:

NO

Initial Entry

09
01

77
e1
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ae

2f
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\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139700



Page 267 of 428

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.h Symptoms:

Date Location User Value Reason

Nov-05-2020
17:01:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Nov-05-2020
17:01:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

4.i

Date Location User Value Reason

Nov-05-2020
17:01:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms
:

VOMI
TING

Symptom
Present:

NO

Initial Entry

09
01
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.i Symptoms:

Date Location User Value Reason

Nov-05-2020
17:01:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Nov-05-2020
17:01:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

2f
57

\F
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Nov-05-2020
17:01:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Nov-05-2020
17:01:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Nov-05-2020
17:01:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

4. Assay Code and Description:

Date Location User Value Reason
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov-05-2020
17:01:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

5. Device Type:

Date Location User Value Reason

Nov-05-2020
17:01:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6. Trade Name:

Date Location User Value Reason

Nov-05-2020
17:01:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

7. Test Result:

Date Location User Value Reason

Nov-05-2020
17:01:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

8. Comments/Findings/Details:

Date Location User Value Reason

Nov-05-2020
17:01:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

9. Trade Name Other, Specify:

Date Location User Value Reason

Nov-05-2020
17:01:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

09
01

77
e1

96
ae

2f
57
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-05-2020
11:55:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-05-2020
11:55:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-05-2020
11:55:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide
reason:09
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Date Location User Value Reason

Nov-05-2020
11:55:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
SWAB COLLECT
ED IN OFFICE

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-05-2020
11:55:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-05-2020
11:55:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-05-2020
11:55:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Nov-05-2020
11:55:40
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

'Sample
Collected?' is
Yes, however09
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Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Nov-05-2020
11:55:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Date of Collectio
n:

Nov/5/2020

Initial Entry

5.a

Date Location User Value Reason

Nov-05-2020
11:55:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BR9TM
C

Initial Entry

5.a Sample ID

Date Location User Value Reason

Nov-05-2020
11:55:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BR9TMC

Initial Entry
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Nov-05-2020
17:02:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Prac
titioner:

SPEC
IALI
ST

Occurrence
of Visits or
Contacts:

NO

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

Nov-05-2020
17:02:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
SPECIALIST

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

Nov-05-2020
17:02:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry
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1.b

Date Location User Value Reason

Nov-05-2020
17:02:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Pr
actitioner:

EMER
GENC
Y ROO
M

Occurrenc
e of Visits
or Contact
s:

NO

Initial Entry

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Nov-05-2020
17:02:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
EMERGENCY ROO
M

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Nov-05-2020
17:02:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

1.c
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Nov-05-2020
17:02:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of P
ractitione
r:

PRIMAR
Y CARE
PHYSICI
AN

Occurren
ce of Visi
ts or Con
tacts:

NO

Initial Entry

1.c Physician or Healthcare Professional:

Date Location User Value Reason

Nov-05-2020
17:02:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
PRIMARY CARE P
HYSICIAN

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Nov-05-2020
17:02:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

1.d

Date Location User Value Reason
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov-05-2020
17:02:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Pra
ctitioner:

URGE
NT C
ARE

Occurrence
of Visits or
Contacts:

NO

Initial Entry

1.d Physician or Healthcare Professional:

Date Location User Value Reason

Nov-05-2020
17:02:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
URGENT CARE

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Nov-05-2020
17:02:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

1.e

Date Location User Value Reason

Nov-05-2020
17:02:40
(UTC-05:00)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of P
ractitione

TELEPH
ONE CO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

r: NSULTA
TION

Occurren
ce of Visi
ts or Con
tacts:

NO

1.e Physician or Healthcare Professional:

Date Location User Value Reason

Nov-05-2020
17:02:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
TELEPHONE CON
SULTATION

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Nov-05-2020
17:02:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

1.f

Date Location User Value Reason

Nov-05-2020
17:02:40
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practi
tioner:

OT
HE
R

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit
Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

& Canada) Occurrence of
Visits or Cont
acts:

NO

1.f Physician or Healthcare Professional:

Date Location User Value Reason

Nov-05-2020
17:02:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
OTHER

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Nov-05-2020
17:02:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

3. Has the subject been hospitalized due to potential COVID-19 illness?

Date Location User Value Reason

Nov-05-2020
17:02:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry
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Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. What is the treatment Identifier?

Date Location User Value Reason

Nov-05-2020
17:03:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Concomitant Non-drug Treatment Pre-specified:

Date Location User Value Reason

Nov-05-2020
17:03:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. Treatment:

Date Location User Value Reason

Nov-05-2020
17:03:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

4. Treatment:

Date Location User Value Reason
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Nov-05-2020
17:03:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

5. Start Date:

Date Location User Value Reason

Nov-05-2020
17:03:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6. Ongoing?

Date Location User Value Reason

Nov-05-2020
17:03:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry
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96
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Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Nov-05-2020
17:03:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
POTENTIAL COVID-
19 ILLNESS

Initial Entry

2. Was a diagnosis obtained for Potential COVID-19 Illness?

Date Location User Value Reason

Nov-05-2020
17:03:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

3. Toxicity Grade:

Date Location User Value Reason

Nov-05-2020
17:03:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1

Initial Entry
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Trail History

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Nov-05-2020
17:04:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Subcategory of Clinical Event:

Date Location User Value Reason

Nov-05-2020
17:04:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. Was a diagnosis obtained?

Date Location User Value Reason

Nov-05-2020
17:04:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

4. Toxicity Grade:

Date Location User Value Reason
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Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov-05-2020
17:04:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry
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Form Version: 10-Oct-2020 15:58 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created
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Form Version: 10-Oct-2020 15:58 Form Status:
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Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created
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Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
CLINICAL CHEMIST
RY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ORLANDO REGIO
NAL MEDICAL CE
NTER, 1414 KUHL
AVE. ORLANDO, F
L 32806

Initial Entry

3. Collection Date:

Date Location User Value Reason

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Nov/5/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

329

Test:: C Reactive
Protein_P
X329

Result:: 1.4

Not Done:
:

Lab Nor
mal Rang
e:

High
9.9

Unit
mg/L

Initial Entry

5.a Sponsor ID:

Date Location User Value Reason

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
329

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

& Canada)

5.a Test:

Date Location User Value Reason

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
C Reactive Protein_P
X329

Initial Entry

5.a Result:

Date Location User Value Reason

Dec-09-2020
03:14:36
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Vikas Joshi
(pfe.joshiv22)

Query 1: Closed Closed per site
confirmation -
LAB DOES
NOT PROVIDE
A LOWER
RANGE.

Dec-08-2020
08:49:49
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answere
d

VALUE
REPRESENTED
AS <=9.9. LAB
DOES NOT
PROVIDE A
LOWER
RANGE.

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is present,
but lab normal
range (Low, high
or Unit) is
missing. Please
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correct or
confirm.

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1.4

Initial Entry

5.a LNMT

Date Location User Value Reason

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
High

9.9

Unit
mg/L

Initial Entry

5.b

Date Location User Value Reason

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

30

Test:: Alanine A
minotransfe
rase_PX30

Result:: 25

Not Done
::

Initial Entry
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Lab Nor
mal Ran
ge:

Low
7

High
52

Unit
U/L
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5.b Sponsor ID:

Date Location User Value Reason

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30

Initial Entry

5.b Test:

Date Location User Value Reason

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Alanine Aminotransf
erase_PX30

Initial Entry

5.b Result:

Date Location User Value Reason

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
25

Initial Entry

5.b LNMT

Date Location User Value Reason

Dec-08-2020
08:48:54

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
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(UTC-05:00)
Eastern Time (US
& Canada)

7

High
52

Unit
U/L

5.c

Date Location User Value Reason

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier
:

28

Test:: Aspartate A
minotransfe
rase_PX28

Result:: 18

Not Don
e::

Lab Nor
mal Ran
ge:

Low
13

High
39

Unit
U/L

Initial Entry

09
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5.c Sponsor ID:

Date Location User Value Reason

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
28

Initial Entry

5.c Test:

Date Location User Value Reason

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Aspartate Aminotran
sferase_PX28

Initial Entry

5.c Result:

Date Location User Value Reason

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
18

Initial Entry

5.c LNMT

Date Location User Value Reason

Dec-08-2020
08:48:54

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
57

\F
in

al
\F
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al
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

13

High
39

Unit
U/L

5.d

Date Location User Value Reason

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

35

Test:: Alkaline P
hosphatase
_PX35

Result:: 65

Not Done:
:

Lab Nor
mal Rang
e:

Low
34

High
104

Unit
U/L

Initial Entry

09
01

77
e1

96
ae

2f
57

\F
in

al
\F

in
al

 O
n:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sponsor ID:

Date Location User Value Reason

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
35

Initial Entry

5.d Test:

Date Location User Value Reason

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Alkaline Phosphatase
_PX35

Initial Entry

5.d Result:

Date Location User Value Reason

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
65

Initial Entry

5.d LNMT

Date Location User Value Reason

Dec-08-2020
08:48:54

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
57

\F
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al
\F

in
al
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

34

High
104

Unit
U/L

5.e

Date Location User Value Reason

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Def
ined Identifi
er:

21

Test:: Bilirubi
n_PX21

Result:: 0.5

Not Done::

Lab Normal
Range:

Low
0.3

High
1.0

Unit
mg/dL

Initial Entry

09
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2f
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.e Sponsor ID:

Date Location User Value Reason

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
21

Initial Entry

5.e Test:

Date Location User Value Reason

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Bilirubin_PX21

Initial Entry

5.e Result:

Date Location User Value Reason

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
0.5

Initial Entry

5.e LNMT

Date Location User Value Reason

Dec-08-2020
08:48:54

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
57
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\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139734



Page 301 of 428

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

0.3

High
1.0

Unit
mg/dL

5.f

Date Location User Value Reason

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

47

Test:: Blood Ure
a Nitrogen
_PX47

Result:: 12

Not Done:
:

Lab Nor
mal Rang
e:

Low
7

High
25

Unit
mg/dL

Initial Entry

09
01

77
e1

96
ae

2f
57
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor ID:

Date Location User Value Reason

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
47

Initial Entry

5.f Test:

Date Location User Value Reason

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Blood Urea Nitrogen
_PX47

Initial Entry

5.f Result:

Date Location User Value Reason

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
12

Initial Entry

5.f LNMT

Date Location User Value Reason

Dec-08-2020
08:48:54

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
57

\F
in

al
\F
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al
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

7

High
25

Unit
mg/dL

5.g

Date Location User Value Reason

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Def
ined Identifi
er:

48

Test:: Creatini
ne_PX4
8

Result:: 0.81

Not Done::

Lab Normal
Range:

Low
0.60

High
1.20

Unit
mg/dL

Initial Entry

09
01

77
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ae

2f
57
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.g Sponsor ID:

Date Location User Value Reason

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
48

Initial Entry

5.g Test:

Date Location User Value Reason

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Creatinine_PX48

Initial Entry

5.g Result:

Date Location User Value Reason

Dec-08-2020
08:48:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
0.81

Initial Entry

5.g LNMT

Date Location User Value Reason

Dec-08-2020
08:48:54

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
57

\F
in

al
\F

in
al

 O
n:
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

0.60

High
1.20

Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
CLINICAL CHEMIST
RY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ORLANDO REGIO
NAL MEDICAL CE
NTER, 1414 KUHL
AVE. ORLANDO, F
L 32806

Initial Entry

3. Collection Date:

Date Location User Value Reason

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Dec/3/2020

Initial Entry

4. Specimen Type:09
01
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in

al
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al
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

329

Test:: C Reactive
Protein_P
X329

Result:: 2.2

Not Done:
:

Lab Nor
mal Rang
e:

High
9.9

Unit
mg/L

Initial Entry

5.a Sponsor ID:

Date Location User Value Reason

Dec-08-2020
08:59:05

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
329

Initial Entry

09
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2f
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

5.a Test:

Date Location User Value Reason

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
C Reactive Protein_P
X329

Initial Entry

5.a Result:

Date Location User Value Reason

Dec-21-2020
01:06:10
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kiran Potdar
(pfe.potdak02)

Query 1: Closed Response
satisfies query

Dec-18-2020
08:45:57
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answe
red

LOWER LAB
LIMIT RANGE
NOT
AVAILABLE

Dec-18-2020
04:43:19
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Pratiksha
Mahadik
(pfe.mahadp07)

Query 1: Reissu
ed:Opened

DM1: Kindly
consider to
update the ranges
with available
unit from the
CRF options.
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Please connect
with CRA for
any further
assistance if
needed.

Dec-14-2020
08:11:58
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Lina Gaikwad
(pfe.gaikwl)

Query 1: Reissu
ed:Candidate

Added to Q and
A tracker.

Dec-09-2020
08:24:32
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answe
red

LABORATORY
DOES NOT
PROVIDE A
LOWER
RANGE FOR
THIS TEST.

Dec-09-2020
03:43:02
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Reissu
ed:Opened

DM: Thank you
for the response.
Kindly review
and update or
confirm, if there
was a reference
normal range
from the lab
where the result
was received.

Dec-08-2020
08:59:55
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answe
red

VALUE
REPRESENTED
AS <=9.9. LAB
DOES NOT
PROVIDE A09
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Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

LOWER
RANGE.

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opene
d

Result is present,
but lab normal
range (Low, high
or Unit) is
missing. Please
correct or
confirm.

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
2.2

Initial Entry

5.a LNMT

Date Location User Value Reason

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
High

9.9

Unit
mg/L

Initial Entry

5.b

Date Location User Value Reason

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I

30

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

& Canada) dentifier:

Test:: Alanine A
minotransfe
rase_PX30

Result:: 19

Not Done
::

Lab Nor
mal Ran
ge:

Low
7

High
52

Unit
U/L
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Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b Sponsor ID:

Date Location User Value Reason

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30

Initial Entry

5.b Test:

Date Location User Value Reason

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Alanine Aminotransf
erase_PX30

Initial Entry

5.b Result:

Date Location User Value Reason

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
19

Initial Entry

5.b LNMT

Date Location User Value Reason

Dec-08-2020
08:59:05

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
57
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n:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

7

High
52

Unit
U/L

5.c

Date Location User Value Reason

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier
:

28

Test:: Aspartate A
minotransfe
rase_PX28

Result:: 15

Not Don
e::

Lab Nor
mal Ran
ge:

Low
13

High
39

Unit
U/L

Initial Entry

09
01

77
e1

96
ae

2f
57

\F
in

al
\F

in
al

 O
n:

 0
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sponsor ID:

Date Location User Value Reason

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
28

Initial Entry

5.c Test:

Date Location User Value Reason

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Aspartate Aminotran
sferase_PX28

Initial Entry

5.c Result:

Date Location User Value Reason

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
15

Initial Entry

5.c LNMT

Date Location User Value Reason

Dec-08-2020
08:59:05

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
57
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

13

High
39

Unit
U/L

5.d

Date Location User Value Reason

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

35

Test:: Alkaline P
hosphatase
_PX35

Result:: 70

Not Done:
:

Lab Nor
mal Rang
e:

Low
34

High
104

Unit
U/L

Initial Entry

09
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77
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sponsor ID:

Date Location User Value Reason

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
35

Initial Entry

5.d Test:

Date Location User Value Reason

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Alkaline Phosphatase
_PX35

Initial Entry

5.d Result:

Date Location User Value Reason

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
70

Initial Entry

5.d LNMT

Date Location User Value Reason

Dec-08-2020
08:59:05

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01

77
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

34

High
104

Unit
U/L

5.e

Date Location User Value Reason

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Def
ined Identifi
er:

21

Test:: Bilirubi
n_PX21

Result:: 0.5

Not Done::

Lab Normal
Range:

Low
0.3

High
1.0

Unit
mg/dL

Initial Entry

09
01

77
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2f
57
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.e Sponsor ID:

Date Location User Value Reason

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
21

Initial Entry

5.e Test:

Date Location User Value Reason

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Bilirubin_PX21

Initial Entry

5.e Result:

Date Location User Value Reason

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
0.5

Initial Entry

5.e LNMT

Date Location User Value Reason

Dec-08-2020
08:59:05

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01

77
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96
ae

2f
57
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

0.3

High
1.0

Unit
mg/dL

5.f

Date Location User Value Reason

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

47

Test:: Blood Ure
a Nitrogen
_PX47

Result:: 11

Not Done:
:

Lab Nor
mal Rang
e:

Low
7

High
25

Unit
mg/dL

Initial Entry

09
01

77
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96
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2f
57
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor ID:

Date Location User Value Reason

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
47

Initial Entry

5.f Test:

Date Location User Value Reason

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Blood Urea Nitrogen
_PX47

Initial Entry

5.f Result:

Date Location User Value Reason

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
11

Initial Entry

5.f LNMT

Date Location User Value Reason

Dec-08-2020
08:59:05

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
57

\F
in

al
\F

in
al
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

7

High
25

Unit
mg/dL

5.g

Date Location User Value Reason

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Def
ined Identifi
er:

48

Test:: Creatini
ne_PX4
8

Result:: 0.80

Not Done::

Lab Normal
Range:

Low
0.60

High
1.20

Unit
mg/dL

Initial Entry

09
01
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2f
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al
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.g Sponsor ID:

Date Location User Value Reason

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
48

Initial Entry

5.g Test:

Date Location User Value Reason

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Creatinine_PX48

Initial Entry

5.g Result:

Date Location User Value Reason

Dec-08-2020
08:59:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
0.80

Initial Entry

5.g LNMT

Date Location User Value Reason

Dec-08-2020
08:59:05

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
57
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\F
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
CHEMISTRY - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

0.60

High
1.20

Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - Audit Trail

Form Version: 10-Oct-2020 16:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - Audit Trail

Form Version: 10-Oct-2020 16:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HEMATOLOGY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ORLANDO REGIO
NAL MEDICAL CE
NTER, 1414 KUHL
AVE. ORLANDO, F
L 32806

Initial Entry

3. Collection Date:

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Nov/5/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason09
01

77
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ae

2f
57
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al
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al
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-De
fined Identi
fier:

1

Test:: Hemogl
obin_PX
1

Result:: 13.8

Not Done::

Lab Normal
Range:

Low
11.4

High
14.7

Unit
g/dL

Initial Entry

5.a Sponsor ID:

Date Location User Value Reason

Dec-08-2020
08:54:16

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

09
01
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e1
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2f
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

5.a Test:

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Hemoglobin_PX1

Initial Entry

5.a Result:

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
13.8

Initial Entry

5.a LNMT

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

11.4

High
14.7

Initial Entry

09
01
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2f
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Unit
g/dL

5.b

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Def
ined Identifi
er:

2

Test:: Hematoc
rit_PX2

Result:: 48.3

Not Done::

Lab Normal
Range:

Low
34.3

High
45.5

Unit
%

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b Sponsor ID:

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

5.b Test:

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Hematocrit_PX2

Initial Entry

5.b Result:

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
48.3

Initial Entry

5.b LNMT

Date Location User Value Reason

Dec-08-2020
08:54:16

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01

77
e1
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ae

2f
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

34.3

High
45.5

Unit
%

5.c

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-De
fined Identi
fier:

3

Test:: Erythroc
ytes_PX
3

Result:: 4.55

Not Done::

Lab Norma
l Range:

Low
3.75

High
5.00

Unit
10^6/c
u mm

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sponsor ID:

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

5.c Test:

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Erythrocytes_PX3

Initial Entry

5.c Result:

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
4.55

Initial Entry

5.c LNMT

Date Location User Value Reason

Dec-08-2020
08:54:16

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

3.75

High
5.00

Unit
10^6/cu mm

5.d

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defi
ned Identifie
r:

5

Test:: Platelet
s_PX5

Result:: 209

Not Done::

Lab Normal
Range:

Low
139

High
361

Unit
10^3/
uL

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sponsor ID:

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

5.d Test:

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Platelets_PX5

Initial Entry

5.d Result:

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
209

Initial Entry

5.d LNMT

Date Location User Value Reason

Dec-08-2020
08:54:16

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

139

High
361

Unit
10^3/uL

5.e

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Def
ined Identifi
er:

7

Test:: Leukocy
tes_PX7

Result:: 5.5

Not Done::

Lab Normal
Range:

Low
4.4

High
10.5

Unit
10^3/u
L

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.e Sponsor ID:

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

5.e Test:

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Leukocytes_PX7

Initial Entry

5.e Result:

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
5.5

Initial Entry

5.e LNMT

Date Location User Value Reason

Dec-08-2020
08:54:16

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01

77
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

4.4

High
10.5

Unit
10^3/uL

5.f

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-De
fined Identi
fier:

608

Test:: Neutroph
ils_PX60
8

Result:: 3.6

Not Done::

Lab Norma
l Range:

Low
1.5

High
7.5

Unit
10^3/u
L

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor ID:

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
608

Initial Entry

5.f Test:

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Neutrophils_PX608

Initial Entry

5.f Result:

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
3.6

Initial Entry

5.f LNMT

Date Location User Value Reason

Dec-08-2020
08:54:16

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01

77
e1
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

1.5

High
7.5

Unit
10^3/uL

5.g

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-De
fined Identi
fier:

609

Test:: Eosinoph
ils_PX60
9

Result:: 0.2

Not Done::

Lab Norma
l Range:

Low
0.0

High
0.5

Unit
10^3/u
L

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.g Sponsor ID:

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
609

Initial Entry

5.g Test:

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Eosinophils_PX609

Initial Entry

5.g Result:

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
0.2

Initial Entry

5.g LNMT

Date Location User Value Reason

Dec-08-2020
08:54:16

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01

77
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

0.0

High
0.5

Unit
10^3/uL

5.h

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-De
fined Identi
fier:

612

Test:: Monocyt
es_PX61
2

Result:: 0.3

Not Done::

Lab Norma
l Range:

Low
0.0

High
0.8

Unit
10^3/u
L

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.h Sponsor ID:

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
612

Initial Entry

5.h Test:

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Monocytes_PX612

Initial Entry

5.h Result:

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
0.3

Initial Entry

5.h LNMT

Date Location User Value Reason

Dec-08-2020
08:54:16

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01

77
e1
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ae

2f
57
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

0.0

High
0.8

Unit
10^3/uL

5.i

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-De
fined Identi
fier:

610

Test:: Basophil
s_PX610

Result:: 0.0

Not Done::

Lab Normal
Range:

Low
0.0

High
0.2

Unit
10^3/u
L

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.i Sponsor ID:

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
610

Initial Entry

5.i Test:

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Basophils_PX610

Initial Entry

5.i Result:

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
0.0

Initial Entry

5.i LNMT

Date Location User Value Reason

Dec-08-2020
08:54:16

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
57
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

0.0

High
0.2

Unit
10^3/uL

5.j

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-D
efined Iden
tifier:

611

Test:: Lymphoc
ytes_PX6
11

Result:: 1.5

Not Done::

Lab Norm
al Range:

Low
1.0

High
4.8

Unit
10^3/uL

Initial Entry

09
01

77
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96
ae

2f
57
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in

al
\F

in
al
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.j Sponsor ID:

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
611

Initial Entry

5.j Test:

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Lymphocytes_PX611

Initial Entry

5.j Result:

Date Location User Value Reason

Dec-08-2020
08:54:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1.5

Initial Entry

5.j LNMT

Date Location User Value Reason

Dec-08-2020
08:54:16

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
57
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al
\F
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al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139780



Page 347 of 428

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

1.0

High
4.8

Unit
10^3/uL

09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HEMATOLOGY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ORLANDO REGIO
NAL MEDICAL CE
NTER, 1414 KUHL
AVE. ORLANDO, F
L 32806

Initial Entry

3. Collection Date:

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Dec/3/2020

Initial Entry

4. Specimen Type:09
01

77
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ae

2f
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\F
in

al
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Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-De
fined Identi
fier:

1

Test:: Hemogl
obin_PX
1

Result:: 14.2

Not Done::

Lab Normal
Range:

Low
11.4

High
14.7

Unit
g/dL

Initial Entry

5.a Sponsor ID:

Date Location User Value Reason

09
01

77
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ae
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al
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al
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

5.a Test:

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Hemoglobin_PX1

Initial Entry

5.a Result:

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
14.2

Initial Entry

5.a LNMT

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

11.4

High

Initial Entry

09
01

77
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

14.7

Unit
g/dL

5.b

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Def
ined Identifi
er:

2

Test:: Hematoc
rit_PX2

Result:: 44.7

Not Done::

Lab Normal
Range:

Low
34.3

High
45.5

Unit
%

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b Sponsor ID:

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

5.b Test:

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Hematocrit_PX2

Initial Entry

5.b Result:

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
44.7

Initial Entry

5.b LNMT

Date Location User Value Reason

Dec-08-2020
09:04:33

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
57
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Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

34.3

High
45.5

Unit
%

5.c

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-De
fined Identi
fier:

3

Test:: Erythroc
ytes_PX
3

Result:: 4.55

Not Done::

Lab Norma
l Range:

Low
3.75

High
5.00

Unit
10^6/c
u mm

Initial Entry

09
01

77
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ae
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57

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139787



Page 354 of 428

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sponsor ID:

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

5.c Test:

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Erythrocytes_PX3

Initial Entry

5.c Result:

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
4.55

Initial Entry

5.c LNMT

Date Location User Value Reason

Dec-08-2020
09:04:33

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
57

\F
in

al
\F
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al

 O
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

3.75

High
5.00

Unit
10^6/cu mm

5.d

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defi
ned Identifie
r:

5

Test:: Platelet
s_PX5

Result:: 223

Not Done::

Lab Normal
Range:

Low
139

High
361

Unit
10^3/
uL

Initial Entry

09
01

77
e1

96
ae

2f
57
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sponsor ID:

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

5.d Test:

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Platelets_PX5

Initial Entry

5.d Result:

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
223

Initial Entry

5.d LNMT

Date Location User Value Reason

Dec-08-2020
09:04:33

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
57
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Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

139

High
361

Unit
10^3/uL

5.e

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Def
ined Identifi
er:

7

Test:: Leukocy
tes_PX7

Result:: 5.6

Not Done::

Lab Normal
Range:

Low
4.4

High
10.5

Unit
10^3/u
L

Initial Entry

09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.e Sponsor ID:

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

5.e Test:

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Leukocytes_PX7

Initial Entry

5.e Result:

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
5.6

Initial Entry

5.e LNMT

Date Location User Value Reason

Dec-08-2020
09:04:33

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
57
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

4.4

High
10.5

Unit
10^3/uL

5.f

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-De
fined Identi
fier:

608

Test:: Neutroph
ils_PX60
8

Result:: 3.5

Not Done::

Lab Norma
l Range:

Low
1.5

High
7.5

Unit
10^3/u
L

Initial Entry

09
01

77
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96
ae

2f
57
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor ID:

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
608

Initial Entry

5.f Test:

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Neutrophils_PX608

Initial Entry

5.f Result:

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
3.5

Initial Entry

5.f LNMT

Date Location User Value Reason

Dec-08-2020
09:04:33

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01

77
e1

96
ae

2f
57
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\F
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

1.5

High
7.5

Unit
10^3/uL

5.g

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-De
fined Identi
fier:

609

Test:: Eosinoph
ils_PX60
9

Result:: 0.1

Not Done::

Lab Norma
l Range:

Low
0.0

High
0.5

Unit
10^3/u
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.g Sponsor ID:

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
609

Initial Entry

5.g Test:

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Eosinophils_PX609

Initial Entry

5.g Result:

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
0.1

Initial Entry

5.g LNMT

Date Location User Value Reason

Dec-08-2020
09:04:33

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

0.0

High
0.5

Unit
10^3/uL

5.h

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-De
fined Identi
fier:

612

Test:: Monocyt
es_PX61
2

Result:: 0.3

Not Done::

Lab Norma
l Range:

Low
0.0

High
0.8

Unit
10^3/u
L

Initial Entry

09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.h Sponsor ID:

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
612

Initial Entry

5.h Test:

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Monocytes_PX612

Initial Entry

5.h Result:

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
0.3

Initial Entry

5.h LNMT

Date Location User Value Reason

Dec-08-2020
09:04:33

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01

77
e1
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ae
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

0.0

High
0.8

Unit
10^3/uL

5.i

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-De
fined Identi
fier:

610

Test:: Basophil
s_PX610

Result:: 0.0

Not Done::

Lab Normal
Range:

Low
0.0

High
0.2

Unit
10^3/u
L

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.i Sponsor ID:

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
610

Initial Entry

5.i Test:

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Basophils_PX610

Initial Entry

5.i Result:

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
0.0

Initial Entry

5.i LNMT

Date Location User Value Reason

Dec-08-2020
09:04:33

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01

77
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

0.0

High
0.2

Unit
10^3/uL

5.j

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-D
efined Iden
tifier:

611

Test:: Lymphoc
ytes_PX6
11

Result:: 1.7

Not Done::

Lab Norm
al Range:

Low
1.0

High
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Unit
10^3/uL

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.j Sponsor ID:

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
611

Initial Entry

5.j Test:

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Lymphocytes_PX611

Initial Entry

5.j Result:

Date Location User Value Reason

Dec-08-2020
09:04:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1.7

Initial Entry

5.j LNMT

Date Location User Value Reason

Dec-08-2020
09:04:33

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

Initial Entry09
01
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: LOCAL LABORATORY DATA - REPEATING
Hematology - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

1.0
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Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 10-Oct-2020 15:59 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Nov-05-2020
17:05:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail
History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Nov-05-2020
17:05:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Nov/5/2020

Initial Entry

2.a

Date Location User Value Reason

Nov-05-2020
17:05:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Record Identifie
r::

1

Systolic:: 1
2
0

Diastolic:: 8
2

Respiratory Rat
e in respirations/
minute:

1
6

Heart Rate in be
ats/minute:

7
0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail
History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov-05-2020
17:05:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Nov-05-2020
17:05:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
120

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Nov-05-2020
17:05:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
82

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Nov-05-2020
17:05:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
16

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail
History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Nov-05-2020
17:05:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
70

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit
Trail

Form Version: 10-Oct-2020 16:04 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Nov-05-2020
17:05:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Nov-05-2020
17:05:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Nov/5/2020

Initial Entry

2.a

Date Location User Value Reason

Nov-05-2020
17:05:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Record Identifi
er::

1

Oxygen Satura
tion:

94.
0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Nov-05-2020
17:05:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov-05-2020
17:05:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
94.0

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: OXYGENATION PARAMETERS - eCRF Audit
Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Time of Assessment:

Date Location User Value Reason

Nov-05-2020
17:06:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Arterial Blood Gases PaO2 (mmHg):

Date Location User Value Reason

Nov-05-2020
17:06:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. FiO2 (Fraction of Inhaled Oxygen):

Date Location User Value Reason

Nov-05-2020
17:06:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 -
Unscheduled Visit on Nov/05/2020

Form: CONCOMITANT MEDICATIONS -
VASOPRESSORS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Nov-05-2020
17:06:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Category:

Date Location User Value Reason

Nov-05-2020
17:06:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Nov-05-2020
17:06:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic
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name is unknown, enter the full trade or proprietary name. Include clarifying information in
the Medication text (e.g., Ingredient(s), route, use, formulation).

Date Location User Value Reason

Nov-05-2020
17:06:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

5. Start Date:

Date Location User Value Reason

Nov-05-2020
17:06:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6. Ongoing?

Date Location User Value Reason

Nov-05-2020
17:06:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry
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Back to Form

1. Date of Assessment:

Date Location User Value Reason

Nov-05-2020
17:06:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Nov-05-2020
17:06:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Nov-05-2020
17:06:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

4. Assessment:

Date Location User Value Reason
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Nov-05-2020
17:06:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry
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Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-03-2020
16:07:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Dec/3/2020

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Dec-03-2020
16:07:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
COVID_A1

Initial Entry
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Back to Form

1. Data Origin

Date Location User Value Reason

Dec-03-2020
16:07:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Dec-03-2020
16:07:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Dec-03-2020
17:12:59
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Dec-03-2020
16:07:30
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

'Sample
Collected?' is
Yes, however09
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Eastern Time
(US & Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Dec-03-2020
16:07:30
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Date of Collectio
n:

Dec/3/2020

Initial Entry

5.a

Date Location User Value Reason

Dec-03-2020
17:12:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BRHW
DV

Initial Entry

5.a Sample ID

Date Location User Value Reason

Dec-03-2020
17:12:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BRHWDV

Initial Entry

5.b
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Date Location User Value Reason

Dec-03-2020
17:13:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BRHW
DW

Initial Entry

5.b Sample ID

Date Location User Value Reason

Dec-03-2020
17:13:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BRHWDW

Initial Entry

5.c

Date Location User Value Reason

Dec-03-2020
17:13:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BRHW
DX

Initial Entry
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5.c Sample ID

Date Location User Value Reason

Dec-03-2020
17:13:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BRHWDX

Initial Entry

5.d

Date Location User Value Reason

Dec-03-2020
17:13:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sample I
D:

BS37Z
C

Initial Entry

5.d Sample ID

Date Location User Value Reason

Dec-03-2020
17:13:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BS37ZC

Initial Entry

5.e

Date Location User Value Reason

Dec-03-2020
17:13:22

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
Sample I BS37Z

Initial Entry09
01
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(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.mstephens) D: D

5.e Sample ID

Date Location User Value Reason

Dec-03-2020
17:13:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
BS37ZD

Initial Entry
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Back to Form

Date Location User Value Reason

Nov-05-2020
17:09:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created
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Back to Form

Date Location User Value Reason

Nov-05-2020
17:10:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created
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Back to Form

1. Category:

Date Location User Value Reason

Nov-05-2020
17:09:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Nov-05-2020
17:09:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Nov-05-2020
17:09:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
FATIGUE

Initial Entry

4. Start Date Time:

Date Location User Value Reason09
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Nov-05-2020
17:09:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Nov/4/2020 11:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Dec-03-2020
16:08:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

End Date Time:

Nov/5/2020 22:
00

Changed
Information

Nov-05-2020
17:09:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Nov-05-2020
17:09:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?
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If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Nov-05-2020
17:09:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Nov-05-2020
17:09:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Nov-05-2020
17:09:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
RELATED

Initial Entry
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10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Nov-05-2020
17:09:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Nov-05-2020
17:09:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Nov-05-2020
17:09:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Dec-03-2020
16:09:35

ACV0PFEINFP6000  auto query
(autoquery)

Query
2: Clo

Close Auto Query09
01
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2f
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(UTC-05:00)
Eastern Time
(US &
Canada)

sed

Dec-03-2020
16:09:35
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data
Entry
:
RECO
VERE
D/RE
SOLV
ED

Changed Information

Dec-03-2020
16:08:49
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
2: Ope
ned

For AE FATIGUE: Response
to "What was the outcome of
this adverse event?" is
'Recovering/Resolving' but AE
End Date/Time is present.

Nov-09-2020
23:58:42
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Adarsh Prabhu
(pfe.prabha11)

Query
1: Clo
sed

Response satisfies query

Nov-09-2020
08:28:13
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
1: Ans
wered

Transcription Error
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov-09-2020
08:28:13
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry
:
RECO
VERI
NG/R
ESOL
VING

Transcription Error

Nov-09-2020
07:03:01
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Sandip
Namdeorao
Suryawanshi
(pfe.suryas18)

Query
1: Ope
ned

Outcome is
“RECOVERED/RESOLVED”,
but end date/time is missing.
Please verify and update as
appropriate. Else clarify

Nov-05-2020
17:09:34
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry
:
RECO
VERE
D/RE
SOLV
ED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Nov-05-2020
17:09:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Nov-05-2020
17:10:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Nov-05-2020
17:10:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Nov-05-2020
17:10:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
CHILLS

Initial Entry

4. Start Date Time:09
01

77
e1
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ae

2f
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Nov-05-2020
17:10:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Nov/4/2020 11:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Dec-03-2020
16:09:11
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

End Date Time:

Nov/5/2020 22
:00

Changed
Information

Nov-10-2020
02:09:12
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Pratiksha
Mahadik
(pfe.mahadp07)

Query 1: Closed Closed as data
updated.

Nov-09-2020
08:27:40
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answere
d

Transcription
Error

Nov-09-2020
08:27:40
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Transcription
Error
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov-09-2020
04:49:30
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Rajashekhar
Reddy
(pfe.reddyr51)

Query 1: Opened DM: The
response for
"Ongoing"
reported as
'No' however
End date is
missing?
Kindly review
and update.

Nov-05-2020
17:10:44
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Nov-05-2020
17:10:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Nov-05-2020
17:10:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Nov-05-2020
17:10:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Nov-05-2020
17:10:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Nov-05-2020
17:10:44
(UTC-05:00)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT APPLICABLE

Initial Entry
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

11. Was a Concomitant Medication given?

Date Location User Value Reason

Nov-05-2020
17:10:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Nov-05-2020
17:10:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Dec-03-2020
16:09:22
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Cl
osed

Close Auto Query

Dec-03-2020
16:09:22
(UTC-05:00)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry
:
RECOVER

Changed Information
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time
(US & Canada)

ED/RESOL
VED

Dec-03-2020
16:09:11
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Op
ened

For AE CHILLS:
Response to "What
was the outcome of
this adverse event?" is
'Recovering/Resolving'
but AE End Date/Time
is present.

Nov-10-2020
01:34:14
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Usha Ogirala
(pfe.ogirau)

Query 1: Cl
osed

Response satisfies
query

Nov-09-2020
08:28:40
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: An
swered

Transcription Error

Nov-09-2020
08:28:40
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry
:
RECOVERI
NG/RESOL
VING

Transcription Error

Nov-08-2020
08:41:38
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Balaji Prabu R
(pfe.rb01)

Query 1: Op
ened

Outcome is
recovered/resolved,
but end date/time is
missing. Please
completed.

09
01

77
e1

96
ae

2f
57

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139835



Page 402 of 428

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov-05-2020
17:10:44
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry
:
RECOVER
ED/RESOL
VED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Nov-05-2020
17:10:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit
Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Dec-03-2020
16:07:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Dec/3/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Dec-03-2020
16:07:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Dec-03-2020
16:07:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-04-2021
15:47:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Feb/2/2021

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION -
eCRF Audit Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Feb-04-2021
15:47:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Feb-04-2021
15:47:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

The response
indicates
participant was
unblinded,
however the
TREATMENT
UNBLINDED
date is missing
in the DISP
visit. Please
complete this
date.

Feb-04-2021
15:47:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Participant is willi
ng to return for Va
ccination 3

Participant is:

eligible per oth
er protocol allo
wance(s) and c
onfirmed to hav

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION -
eCRF Audit Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

e received only
placebo at Vacc
ination 1/2
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Feb-04-2021
15:47:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
Feb/2/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Feb-04-2021
15:47:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Monica
Cooper
(pfe.mcooper)

Data Entry:
ASSESS ELIGIBILI
TY FOR ADDITIO
NAL VACCINATIO
N

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-25-2021
13:29:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/24/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER
VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Feb-25-2021
13:29:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
OBTAINED

Date Written Conse
nt Obtained

Feb/24/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Feb-25-2021
13:29:48
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/24/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Feb-25-2021
13:29:48
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
REPEAT SCREENING
1

Initial Entry

3. Status:

Date Location User Value Reason

Feb-25-2021
13:29:48
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:14 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Feb-25-2021
13:30:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Feb-25-2021
13:30:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Feb-25-2021
13:30:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

09
01

77
e1

96
ae

2f
57

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139845



Page 412 of 428

***Confidential***

Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:14 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-25-2021
13:30:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Feb-25-2021
13:30:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason

Feb-25-2021
13:30:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-De
fined Identi
fier:

Not A
pplica
ble

Test:: Not A
pplica
ble

Result:: Not A
pplica
ble

Not Done:: Not A
pplica
ble

Initial Entry

09
01

77
e1

96
ae

2f
57

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
0 

(G
M

T
)

FDA-CBER-2021-5683-0139846



Page 413 of 428

***Confidential***

Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 20-Feb-2021 02:14 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

6.a Sponsor ID:

Date Location User Value Reason

Feb-25-2021
13:30:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Feb-25-2021
13:30:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Feb-25-2021
13:30:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a Not Done:

Date Location User Value Reason

Feb-25-2021
13:30:18

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry09
01
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96
ae
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57
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)
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Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-25-2021
13:30:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-25-2021
13:30:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-25-2021
14:28:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Feb-25-2021
13:30:47
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
2f

57
\F

in
al
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n:
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Feb-25-2021
13:30:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection
:

Feb/24/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-25-2021
14:28:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID
:

BS49C
J

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-25-2021
14:28:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BS49CJ

Initial Entry

5.b
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Feb-25-2021
14:28:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID
:

BS49C
K

Initial Entry

5.b Sample ID

Date Location User Value Reason

Feb-25-2021
14:28:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BS49CK

Initial Entry

5.c

Date Location User Value Reason

Feb-25-2021
14:28:48
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample I
D:

BV09W
K

Initial Entry
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5.c Sample ID

Date Location User Value Reason

Feb-25-2021
14:28:48
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BV09WK

Initial Entry

5.d

Date Location User Value Reason

Feb-25-2021
14:28:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample I
D:

BV09W
L

Initial Entry

5.d Sample ID

Date Location User Value Reason

Feb-25-2021
14:28:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BV09WL

Initial Entry

5.e

Date Location User Value Reason

Feb-25-2021
14:29:08

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample I BV09W

Initial Entry09
01
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IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

D: M

5.e Sample ID

Date Location User Value Reason

Feb-25-2021
14:29:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BV09WM

Initial Entry

09
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-25-2021
13:31:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-25-2021
13:31:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-25-2021
15:03:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Feb-25-2021
13:31:05
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
2f

57
\F

in
al

\F
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Feb-25-2021
13:31:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection
:

Feb/24/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-25-2021
15:03:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID
:

BR64H
G

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-25-2021
15:03:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BR64HG

Initial Entry
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Feb-25-2021
13:31:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Feb-25-2021
13:31:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Feb-25-2021
13:31:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-25-2021
13:31:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/24/2021 15:53

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Feb-25-2021
13:31:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Feb-25-2021
13:31:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Feb-25-2021
13:31:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

8. Actual Dose:

Date Location User Value Reason

Feb-25-2021
13:31:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Feb-25-2021
13:31:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Feb-25-2021
13:31:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Feb-25-2021
13:31:30

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry09
01

77
e1

96
ae

2f
57
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(UTC-05:00)
Eastern Time (US
& Canada)
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject Status

Date Location User Value Reason

Dec-03-2020
16:07:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Oct-14-2020
17:12:54
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDO
MIZED

Initial Entry

Oct-14-2020
17:06:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Dec-03-2020
16:07:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Dec/3/2020

Initial Entry

Oct-14-2020
17:12:54

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/14/2020

Initial Entry
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(UTC-05:00)
Eastern Time (US
& Canada)

Oct-14-2020
17:06:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/14/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131718 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Casebook Signature

Date Location User Value Reason

Nov-03-2020
14:50:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Click Here to Enabl
e

Initial Entry
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eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5,
STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response -
Protocol version

06 OCT 2020

2. Select appropriate response - What
cohort does the subject belong to?

STAGE 3 COHORTS
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eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Oct/21/2020

09
01

77
e1

96
ae

2f
62

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0139864



Page 3 of 629

***Confidential***

 

Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Demography

1. Subject ID [10131786]

2. Birth Date: /1955

3. Sex: FEMALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): WHITE

6. Racial Designation:
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/21/2020

2. Erroneous Visit
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Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation/Death

Oct/21/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[OBESITY]

Start Date: UNK/UNK/1965

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[OBSTRUCTIVE SLEEP APNEA]

Start Date: UNK/UNK/1989

Ongoing: YES

1.c Line/MH Number: [3]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[MAJOR DEPRESSIVE DISORDER]

Start Date: UNK/UNK/1990

Ongoing: YES

1.d Line/MH Number: [4]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[SEASONAL ALLERGIES]

Start Date: UNK/UNK/1999

Ongoing: YES

09
01

77
e1

96
ae

2f
62

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0139869



Page 8 of 629

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.e Line/MH Number: [5]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[HYPERCHOLESTEROLEMIA]

Start Date: UNK/UNK/1999

Ongoing: YES

1.f Line/MH Number: [6]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[POSTMENOPAUSAL]

Start Date: UNK/UNK/1999

Ongoing: YES

1.g Line/MH Number: [7]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[TYPE II DIABETES]

Start Date: UNK/UNK/2009

Ongoing: YES

1 h Line/MH Number: [8]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[GASTROESOPHAGEAL REFLUX DISEASE]

Start Date: UNK/UNK/2009

Ongoing: YES

1.i Line/MH Number: [9]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[HYPERTENSION]

Start Date: UNK/UNK/2009

Ongoing: YES
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1.j Line/MH Number: [10]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[LOWER BACK PAIN (LUMBAR)]

Start Date: UNK/UNK/2013

Ongoing: YES

1 k Line/MH Number: [11]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[GOUT]

Start Date: UNK/UNK/2016

Ongoing: YES

1.l Line/MH Number: [12]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[GENERALIZED ANXIETY DISORDER]

Start Date: Jul/UNK/2016

Ongoing: YES

1.m Line/MH Number: [13]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[PERCUTANEOUS CURONARY INTERVENTION]

Start Date: May/1/2018

Ongoing: NO

End Date:
May/1/2018
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1 n Line/MH Number: [14]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[STENT PLACEMENT IN RIGHT CORONARY ARTERY]

Start Date: May/1/2018

Ongoing: NO

End Date:
May/1/2018

1.o Line/MH Number: [15]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[MYOCARDIAL INFARCTION]

Start Date: Jun/23/2019

Ongoing: NO

End Date:
Jun/23/2019
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eCRF Audit Trail History

HIV Status

1. Select appropriate response - What
is the subject HIV status?

The subject is NOT known to be HIV POSITIVE
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eCRF Audit Trail History

Vital Signs

1. Date: Oct/21/2020

2. Weight: [95.9]

3. Unit: kg

4. Height: [167.6]

5. Unit: cm

6. Body Mass Index: [34.1]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [36.7]

Unit: C

Temperature Location: ORAL CAVITY
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Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and Address
(Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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eCRF Audit Trail History

Disposition

1. Randomization Date : Oct/21/2020

2. Randomization Number: [271797]

3. Randomization Group: [ ]
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/21/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRC8M4]

5.b Sample ID [BRC8M5]

5.c Sample ID [BRC8M6]

5.d Sample ID [BSHPKR]

5.e Sample ID [BSHPKS]
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Oct/21/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR9TH3]
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eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Oct/21/2020 11:22

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS SUBJECT
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/12/2020

2. Erroneous Visit
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eCRF Audit Trail History

Vital Signs

1. Date: Nov/12/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [35.9]

Unit: C

Temperature Location: ORAL CAVITY

09
01

77
e1

96
ae

2f
62

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0139882



Page 21 of 629

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and Address
(Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Nov/12/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR9TRG]

09
01

77
e1

96
ae

2f
62

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0139884



Page 23 of 629

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Nov/12/2020 15:03

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/10/2020

2. Erroneous Visit
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Dec/10/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRHWPR]

5.b Sample ID [BRHWPS]

5.c Sample ID [BRHWPT]

5.d Sample ID [BS3859]

5.e Sample ID [BS385B]
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/8/2021

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Answered Queries

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: Feb/8/2021 Comments

2. Date of First Symptom Started: Feb/2/2021 Comments

3. Symptoms Ongoing? NO

Date of Last Symptom Resolved:
Feb/2/2021

Comments

Symptoms

4.a Symptoms: FEVER

Was symptom present? NO Comments

4.b Symptoms: NEW OR INCREASED COUGH

Was symptom present? NO Comments

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH

Was symptom present? NO Comments

4.d Symptoms: CHILLS

Was symptom present? NO Comments

4.e Symptoms: NEW OR INCREASED MUSCLE PAIN

Was symptom present? NO Comments

4.f Symptoms: NEW LOSS OF TASTE OR SMELL

Was symptom present? NO Comments

4.g Symptoms: NEW OR INCREASED SORE THROAT

Was symptom present? NO Comments

4.h Symptoms: DIARRHEA

Was symptom present? YES Comments
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Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Answered Queries

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.i Symptoms: VOMITING

Was symptom present? NO Comments

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Visit: POT_COVID_ILL 1 Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Date of Collecti

on
Specimen Ty

pe
Specimen Collection Loc

ation
Assay Code and Descrip

tion
Device Ty

pe
Form Instance

 1. Not Done  Not Done  Not Done  Not Done  Not Done  Repeating
Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

1. Actual Date of Collection: Not Done

//

Comments

2. Specimen Type: Not Done Comments

3. Specimen Collection Location: Not Done Comments

4. Assay Code and Description: Not Done Comments

5. Device Type: Not Done Comments

6. Trade Name: Not Done Comments

7. Test Result: Not Done Comments

8. Comments/Findings/Details: Not Done

[ ]

Comments

9. Trade Name Other, Specify: Not Done

[ ]

Comments
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin Not Applicable Comments

2. Sample Type Not Applicable Comments

3. Sample Collected? Not Applicable Comments

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

Not Applicable

[ ]

Comments

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID Not Applicable

[ ]
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on Feb/08/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin Not Applicable Comments

2. Sample Type Not Applicable Comments

3. Sample Collected? Not Applicable Comments

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

Not Applicable

[ ]

Comments

Aliquot

Please enter barcode for each aliquot.

5. Sample ID Not Applicable

[ ]

09
01

77
e1

96
ae

2f
62

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0139894



Page 33 of 629

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: HEALTH CARE UTILIZATION

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Health Care Utilization

1.a Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or Contacts: NO

1.b Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts: YES

Number of Visits or Contacts:
[1]

1.c Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or Contacts: NO

1.d Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or Contacts: NO

1.e Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts: NO

1.f Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or Contacts: NO

Health Care Utilization Other

2. Other Type of Practitioner Specify: [ ]

Health Care Utilization

3. Has the subject been hospitalized
due to potential COVID-19 illness?

NO

09
01

77
e1

96
ae

2f
62

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0139895



Page 34 of 629

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Treatment Identi

fier
Con Non-Drug Treatments Pre-s

pecified
Treatment Treatment Start Date Form Instance

 1. Not Applicable  Not Applicable  Not Applicab
le 

Not Applicab
le 

Not Applicab
le 

Repeating
Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

1. What is the treatment Identifier? Not Applicable

[ ]

Comments

2. Concomitant Non-drug Treatment
Pre-specified:

Not Applicable Comments

3. Treatment: Not Applicable Comments

4. Treatment: Not Applicable

[ ]

Comments

5. Start Date: Not Applicable

//

Comments

6. Ongoing? Not Applicable Comments
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: POTENTIAL COVID-19 ILLNESS

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

NO

3. Toxicity Grade: 3
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Visit: POT_COVID_ILL 1 Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Category of Clinical Event

:
Subcategory of Clinical Even

t
Diagnosis Obtaine

d
Toxicity Grad

e
Form Instance

 1. Not Applicable  Not Applicable  Not Applicable  Not Applicable
 

Repeating Pages

09
01

77
e1

96
ae

2f
62

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0139899



Page 38 of 629

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: Not Applicable Comments

2. Subcategory of Clinical Event: Not Applicable Comments

3. Was a diagnosis obtained? Not Applicable Comments

4. Toxicity Grade: Not Applicable Comments
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Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 10-Oct-2020 15:58

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Category for La

b Test
Vendor N

ame
Collection

Date:
Specimen

Type
Lab Result

Form Instanc
e

 1. Not Done  Not Done  Not Done  Not Done  Sponsor-Defined I
dentifier

Test: Result:

Not Done  Not Do
ne 

Not Do
ne 

Not Done  Not Do
ne 

Not Do
ne 

Not Done  Not Do
ne 

Not Do
ne 

Not Done  Not Do
ne 

Not Do
ne 

Not Done  Not Do
ne 

Not Do
ne 

Not Done  Not Do
ne 

Not Do
ne 

Not Done  Not Do
ne 

Not Do
ne 

Repeating
Pages
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Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Lab Chemistry Details

1. Lab Panel: Not Done Comments

2. Laboratory Name and Address Not Done

[ ]

Comments

3. Collection Date: Not Done

//

Comments

4. Specimen Type: Not Done Comments

Lab Result

5.a Sponsor ID: Not Done

[ ]

Comments

Test: C Reactive Protein_PX329

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments
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Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b Sponsor ID: Not Done

[ ]

Comments

Test: Alanine Aminotransferase_PX30

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments

5.c Sponsor ID: Not Done

[ ]

Comments

Test: Aspartate Aminotransferase_PX28

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments
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Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sponsor ID: Not Done

[ ]

Comments

Test: Alkaline Phosphatase_PX35

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments

5.e Sponsor ID: Not Done

[ ]

Comments

Test: Bilirubin_PX21

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments
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Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor ID: Not Done

[ ]

Comments

Test: Blood Urea Nitrogen_PX47

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments

5.g Sponsor ID: Not Done

[ ]

Comments

Test: Creatinine_PX48

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Category for

Lab Test
Vendor Name (D

ERIVED)
Collection

Date:
Specimen

Type
Lab Result

Form Instanc
e

 1. Not Done  Not Done  Not Done  Not Done  Sponsor-Defined
Identifier

Test:
Result

:

Not Done  Not D
one 

Not D
one 

Not Done  Not D
one 

Not D
one 

Not Done  Not D
one 

Not D
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Not Done  Not D
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Back to Form
Form Comments
eCRF Audit Trail History

Laboratory Data Hematology

1. Lab Panel: Not Done Comments

2. Laboratory Name and Address Not Done

[ ]

Comments

3. Collection Date: Not Done

//

Comments

4. Specimen Type: Not Done Comments

Lab Result

5.a Sponsor ID: Not Done

[ ]

Comments

Test: Hemoglobin_PX1

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments
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5.b Sponsor ID: Not Done

[ ]

Comments

Test: Hematocrit_PX2

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments

5.c Sponsor ID: Not Done

[ ]

Comments

Test: Erythrocytes_PX3

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments
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5.d Sponsor ID: Not Done

[ ]
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Test: Platelets_PX5

Result: Not Done

[ ]
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Not Done: Not Done Comments

LNMT Not Done
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5.e Sponsor ID: Not Done

[ ]
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Low
[ ]
High
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[ ]
Unit
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[ ]

Comments

Test: Eosinophils_PX609

Result: Not Done

[ ]

Comments

Not Done: Not Done Comments

LNMT Not Done

Low
[ ]
High
[ ]
Unit

Comments

09
01

77
e1

96
ae

2f
62

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0139910



Page 49 of 629

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21
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[ ]
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Back to Form
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Vital Signs

1. Date: Not Done

//

Comments

Vital Signs Details

2.a Record Identifier: Not Done

1

Systolic: Not Done

[ ]

Comments
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[ ]
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Respiratory Rate in
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Back to Form
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Vital Signs

1. Date: Not Done

//
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Vital Signs Details

2.a Record Identifier: Not Done

1

SPO2 Pulse Oximetry % Not Done
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Comments
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Back to Form
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eCRF Audit Trail History

Oxygenation Parameters

1. Date Time of Assessment: Not Applicable

//

Comments

2. Arterial Blood Gases PaO2
(mmHg):

Not Applicable

[ ]

Comments

3. FiO2 (Fraction of Inhaled Oxygen): Not Applicable
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Back to Form
Form Comments
eCRF Audit Trail History

Concomitant Medications

1. What is the medication identifier? Not Applicable

[ ]

Comments

2. Category: Not Applicable Comments

3. Concomitant Medications
Pre-specified:

Not Applicable Comments

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

Not Applicable

[ ]

Comments

5. Start Date: Not Applicable

//

Comments

6. Ongoing? Not Applicable Comments
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Back to Form
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eCRF Audit Trail History

Imaging

1. Date of Assessment: Not Applicable

//
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2. Location of Assessment: Not Applicable Comments

3. Type of Imaging Exam: Not Applicable Comments

4. Assessment: Not Applicable Comments

09
01

77
e1

96
ae

2f
62

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0139922



Page 61 of 629

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/26/2021

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_B
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eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: Feb/26/2021

2. Date of First Symptom Started: Jan/30/2021

3. Symptoms Ongoing? NO

Date of Last Symptom Resolved:
Feb/26/2021

Symptoms

4.a Symptoms: FEVER

Was symptom present? NO

4.b Symptoms: NEW OR INCREASED COUGH

Was symptom present? YES

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH

Was symptom present? YES

4.d Symptoms: CHILLS

Was symptom present? NO

4.e Symptoms: NEW OR INCREASED MUSCLE PAIN

Was symptom present? NO

4.f Symptoms: NEW LOSS OF TASTE OR SMELL

Was symptom present? NO

4.g Symptoms: NEW OR INCREASED SORE THROAT

Was symptom present? NO

4.h Symptoms: DIARRHEA

Was symptom present? YES

4.i Symptoms: VOMITING

Was symptom present? NO
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Symptoms - Other

5.a Symptoms - Other Text: [FATIGUE]
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#
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Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

1. Actual Date of Collection: Not Applicable

//

Comments

2. Specimen Type: Not Applicable Comments

3. Specimen Collection Location: Not Applicable Comments

4. Assay Code and Description: Not Applicable Comments

5. Device Type: Not Applicable Comments

6. Trade Name: Not Applicable Comments

7. Test Result: Not Applicable Comments

8. Comments/Findings/Details: Not Applicable

[ ]

Comments

9. Trade Name Other, Specify: Not Applicable

[ ]

Comments
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB_SELF

3. Sample Collected? NO

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[COLLECTED AT SITE VISIT]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]

09
01

77
e1

96
ae

2f
62

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0139928



Page 67 of 629

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Feb/26/2021

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR64JC]
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Health Care Utilization

1.a Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or Contacts: NO

1.b Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts: YES

Number of Visits or Contacts:
[2]

1.c Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or Contacts: NO

1.d Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or Contacts: NO

1.e Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts: NO

1.f Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or Contacts: NO

Health Care Utilization Other

2. Other Type of Practitioner Specify: [ ]

Health Care Utilization

3. Has the subject been hospitalized
due to potential COVID-19 illness?

NO
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Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Treatment Identi

fier
Con Non-Drug Treatments Pre-s

pecified
Treatment Treatment Start Date Form Instance

 1. Not Applicable  Not Applicable  Not Applicab
le 

Not Applicab
le 

Not Applicab
le 

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

1. What is the treatment Identifier? Not Applicable

[ ]

Comments

2. Concomitant Non-drug Treatment
Pre-specified:

Not Applicable Comments

3. Treatment: Not Applicable Comments

4. Treatment: Not Applicable

[ ]

Comments

5. Start Date: Not Applicable

//

Comments

6. Ongoing? Not Applicable Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: POTENTIAL COVID-19 ILLNESS

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

NO

3. Toxicity Grade: 2
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Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Category of Clinical Event

:
Subcategory of Clinical Even

t
Diagnosis Obtaine

d
Toxicity Grad

e
Form Instance

 1. Not Applicable  Not Applicable  Not Applicable  Not Applicable
 

Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: Not Applicable Comments

2. Subcategory of Clinical Event: Not Applicable Comments

3. Was a diagnosis obtained? Not Applicable Comments

4. Toxicity Grade: Not Applicable Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 10-Oct-2020 15:58

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Category f
or Lab Tes

t
Vendor Name

Collect
ion Da

te:

Speci
men T

ype
Lab Result

Form Insta
nce

 1. CLINICA
L CHEMIS
TRY 

ORLANDO REGIONAL MEDICA
L CENTER, 1414 KUHL AVE. OR
LANDO, FL 32806 

Feb/26
/2021 

BLOO
D 

Sponsor-D
efined Ide

ntifier
Test:

Res
ult:

329  C Reactive Pr
otein_PX329 

1.0 

30  Alanine Amin
otransferase_
PX30 

12 

28  Aspartate Am
inotransferase
_PX28 

15 

35  Alkaline Phos
phatase_PX3
5 

70 

21  Bilirubin_PX
21 

0.3 

47  Blood Urea N
itrogen_PX47
 

17 

48  Creatinine_P
X48 

1.1
3 

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

1. Lab Panel: CLINICAL CHEMISTRY

2. Laboratory Name and Address [ORLANDO REGIONAL MEDICAL CENTER, 1414 KUHL AVE. ORLANDO,
FL 32806]

3. Collection Date: Feb/26/2021

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [329]

Test: C Reactive Protein_PX329

Result: [1.0]

Not Done:

LNMT Low
[ ]
High
[9.9]
Unit
mg/L

5.b Sponsor ID: [30]

Test: Alanine Aminotransferase_PX30

Result: [12]

Not Done:

LNMT Low
[7]
High
[52]
Unit
U/L
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sponsor ID: [28]

Test: Aspartate Aminotransferase_PX28

Result: [15]

Not Done:

LNMT Low
[13]
High
[39]
Unit
U/L

5.d Sponsor ID: [35]

Test: Alkaline Phosphatase_PX35

Result: [70]

Not Done:

LNMT Low
[34]
High
[104]
Unit
U/L

5.e Sponsor ID: [21]

Test: Bilirubin_PX21

Result: [0.3]

Not Done:

LNMT Low
[0.3]
High
[1.0]
Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor ID: [47]

Test: Blood Urea Nitrogen_PX47

Result: [17]

Not Done:

LNMT Low
[7]
High
[25]
Unit
mg/dL

5.g Sponsor ID: [48]

Test: Creatinine_PX48

Result: [1.13]

Not Done:

LNMT Low
[0.60]
High
[1.20]
Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 10-Oct-2020 16:02

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Category
for Lab T

est
Vendor Name (DERIVED)

Collect
ion Dat

e:

Specim
en Typ

e
Lab Result

Form Insta
nce

 1. HEMATO
LOGY 

ORLANDO REGIONAL MEDICAL
CENTER, 1414 KUHL AVE. ORLAN
DO, FL 32806 

Feb/26/
2021 

BLOO
D 

Sponsor-De
fined Identi

fier
Test:

Res
ult:

1  Hemoglo
bin_PX1 

11.
8 

2  Hematocr
it_PX2 

39.
4 

3  Erythrocy
tes_PX3 

4.3
9 

5  Platelets_
PX5 

210
 

7  Leukocyt
es_PX7 

6.1 

608  Neutrophi
ls_PX608
 

3.4 

609  Eosinophi
ls_PX609
 

0.2 

612  Monocyte
s_PX612 

0.4 

610  Basophils
_PX610 

0.0 

611  Lymphoc
ytes_PX6
11 

2.1 

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Laboratory Data Hematology

1. Lab Panel: HEMATOLOGY

2. Laboratory Name and Address [ORLANDO REGIONAL MEDICAL CENTER, 1414 KUHL AVE. ORLANDO,
FL 32806]

3. Collection Date: Feb/26/2021

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [1]

Test: Hemoglobin_PX1

Result: [11.8]

Not Done:

LNMT Low
[11.4]
High
[14.7]
Unit
g/dL

5.b Sponsor ID: [2]

Test: Hematocrit_PX2

Result: [39.4]

Not Done:

LNMT Low
[34.3]
High
[45.5]
Unit
%
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sponsor ID: [3]

Test: Erythrocytes_PX3

Result: [4.39]

Not Done:

LNMT Low
[3.75]
High
[5.00]
Unit
10^6/cu mm

5.d Sponsor ID: [5]

Test: Platelets_PX5

Result: [210]

Not Done:

LNMT Low
[139]
High
[361]
Unit
10^3/uL

5.e Sponsor ID: [7]

Test: Leukocytes_PX7

Result: [6.1]

Not Done:

LNMT Low
[4.4]
High
[10.5]
Unit
10^3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor ID: [608]

Test: Neutrophils_PX608

Result: [3.4]

Not Done:

LNMT Low
[1.5]
High
[7.5]
Unit
10^3/uL

5.g Sponsor ID: [609]

Test: Eosinophils_PX609

Result: [0.2]

Not Done:

LNMT Low
[0.0]
High
[0.5]
Unit
10^3/uL

5.h Sponsor ID: [612]

Test: Monocytes_PX612

Result: [0.4]

Not Done:

LNMT Low
[0.0]
High
[0.8]
Unit
10^3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.i Sponsor ID: [610]

Test: Basophils_PX610

Result: [0.0]

Not Done:

LNMT Low
[0.0]
High
[0.2]
Unit
10^3/uL

5.j Sponsor ID: [611]

Test: Lymphocytes_PX611

Result: [2.1]

Not Done:

LNMT Low
[1.0]
High
[4.8]
Unit
10^3/uL
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Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: VITAL SIGNS - COVID

Form Version: 10-Oct-2020 15:59

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date: Vital Signs Details Form Instance

 1. Feb/26/2021  Record Identifier: Systolic: Diastolic:

1  128  82 

Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: VITAL SIGNS - COVID

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Feb/26/2021

Vital Signs Details

2.a Record Identifier: 1

Systolic: [128]

Diastolic: [82]

Respiratory Rate in
respirations/minute:

[17]

Heart Rate in beats/minute: [61]
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Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 10-Oct-2020 16:04

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date: Vital Signs Details Form Instance

 1. Feb/26/2021  Record Identifier: Oxygen Saturation

1  99.0 

Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Feb/26/2021

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [99.0]
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Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date Time of Assessment Arterial Blood Gases PaO2 FiO2 (Fraction of Inhaled Oxygen) Form Instance

 1. Not Applicable  Not Applicable  Not Applicable  Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Oxygenation Parameters

1. Date Time of Assessment: Not Applicable

//

Comments

2. Arterial Blood Gases PaO2
(mmHg):

Not Applicable

[ ]

Comments

3. FiO2 (Fraction of Inhaled Oxygen): Not Applicable

[ ]

Comments
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Header Text: c4591001

Visit: POT_COVID_ILL 2 Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defined I

dentifier
Category for Me

dication
Concomitant Medications P

re-specified
Name of Medi

cation
Start Date

Form Instanc
e

 1. Not Applicable  Not Applicable  Not Applicable  Not Applicable
 

Not Applic
able 

Repeating
Pages
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Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Concomitant Medications

1. What is the medication identifier? Not Applicable

[ ]

Comments

2. Category: Not Applicable Comments

3. Concomitant Medications
Pre-specified:

Not Applicable Comments

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

Not Applicable

[ ]

Comments

5. Start Date: Not Applicable

//

Comments

6. Ongoing? Not Applicable Comments
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# Date of Assessment Location of Assessment Imaging Method Overall Assessment Form Instance

 1. Not Applicable  Not Applicable  Not Applicable  Not Applicable  Repeating Pages
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Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
Form Comments
eCRF Audit Trail History

Imaging

1. Date of Assessment: Not Applicable

//

Comments

2. Location of Assessment: Not Applicable Comments

3. Type of Imaging Exam: Not Applicable Comments

4. Assessment: Not Applicable Comments
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/26/2021

2. Erroneous Visit ERRONEOUS VISIT

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A1
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin Not Applicable Comments

2. Sample Type Not Applicable Comments

3. Sample Collected? Not Applicable Comments

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

Not Applicable

[ ]

Comments

Aliquot

Please enter barcode for each aliquot.

5. Sample ID Not Applicable

[ ]
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Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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# Category
AE Identi

fier
Adverse Event Start Date

Is the Adverse Event Still
Ongoing

Form Instanc
e

 1. ADVERSE EV
ENT 

1  SYNCOPAL EPISO
DE 

Jan/30/2021 UNK:
UNK 

NO
End Date Time:

Feb/1/2021 UNK:UNK
 

Repeating
Pages

 2. ADVERSE EV
ENT 

2  COVID-19 PNEUM
ONIA 

Feb/2/2021 UNK:
UNK 

NO
End Date Time:

Feb/6/2021 UNK:UNK
 

Repeating
Pages
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[SYNCOPAL EPISODE]

4. Start Date Time: Jan/30/2021 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Feb/1/2021 UNK:UNK

6. Toxicity Grade: 3

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

YES

Is this serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[UNKNOWN]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[2021101810]
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Queries

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[COVID-19 PNEUMONIA]

4. Start Date Time: Feb/2/2021 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Feb/6/2021 UNK:UNK

6. Toxicity Grade: 3

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

YES

Is this serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Queries

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[UNKNOWN]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[2021132689]
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#
Catego
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Medication Er

ror
Start Da
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Is the medication error Still O
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Study Medication Errors

Action
Form Instance

 1.           Repeating
Pages
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Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment given?

8. Did the Medication Error cause the
subject to be discontinued from the
study?

9. Was this medication error
associated with any adverse events?

10. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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VACCINATIONS
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#
Sponsor-Defined

Identifier
Category for M

edication
Concomitant Medication

s Pre-specified
Name of Me

dication
Start
Date

Form Instanc
e

 1. DELETED           Repeating
Pages
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defined I

dentifier
Category for Me

dication
Concomitant Medications
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Name of Medi

cation
Dose Descri

ption
Form Instanc

e
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Pages
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Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Form Version: 22-Apr-2020 21:02

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Categor

y
Treatment Identifie

r
Con Non-Drug Treatments Pre-specifie

d
Treatmen

t
Start Dat

e
Form Instance

 1.           Repeating Pages
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Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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# Transfusion Type Date of Transfusion Form Instance

 1.     Repeating Pages
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Unplanned Assessments

1. Assessments
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Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: Unplanned Vaccination - Unscheduled Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Visit: Unplanned Vaccination - Unscheduled Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and Address
(Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Visit: Unplanned Vaccination - Unscheduled Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?
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Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation/Death
:

Dec/10/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]

09
01

77
e1

96
ae

2f
62

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0139982



Page 121 of 629

***Confidential***

 

Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/18/2021

2. Erroneous Visit

09
01

77
e1

96
ae

2f
62

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0139983



Page 122 of 629

***Confidential***

 

Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible per local/national recommendations and confirmed to have received
only placebo at Vaccination 1/2
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Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Disposition - Follow-Up

1. Date of
Completion/Discontinuation/Death
:

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Jan/18/2021

2. Primary Reason for Unblinding: ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Death Details

1. Date of Collection / Notification of
Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Visit: V101_VAX3 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/25/2021

2. Erroneous Visit
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Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. Consent Was: OBTAINED

Date Written Consent Obtained
Jan/25/2021
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Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. Date of
Completion/Discontinuation/Death
:

Jan/25/2021

2. Phase of Disposition: REPEAT SCREENING 1

3. Status: COMPLETED

4. Specify Status: [ ]
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Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: Not Applicable Comments

2. Lab Sub-Panel: Not Applicable Comments

3. Collection Date: Not Applicable

//

Comments

4. Laboratory Name and Address
(Derived)

Not Applicable

[ ]

Comments

5. Specimen Type: Not Applicable Comments

Lab Result

6.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

Choriogonadotropin Beta_PX113

Result: Not Applicable Comments

Not Done: Not Applicable Comments
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Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Jan/25/2021

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRBR30]

5.b Sample ID [BRBR31]

5.c Sample ID [BRBR32]

5.d Sample ID [BSLRHM]

5.e Sample ID [BSLRHN]
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Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Jan/25/2021

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRBRPM]
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Visit: V101_VAX3 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Jan/25/2021 14:50

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was Observed 30 MINUTES

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 14-Jan-2021 02:21 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and Address
(Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: V102_VAX4 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?
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Visit: V103_MONTH1 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started
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on Feb/08/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
Comments

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Answered Queries

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Mar-03-2021 15:54:43 (UTC-05:00) Eastern
Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

Form Mar-02-2021 09:32:35 (UTC-05:00) Eastern
Time (US & Canada)

Scott Salmon
(pfe.ssalmon)
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

1 Mar-03-2021 15:54:43 (UTC-05:00) Eastern
Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

1 Mar-02-2021 09:32:35 (UTC-05:00) Eastern
Time (US & Canada)
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

2 Mar-03-2021 15:54:43 (UTC-05:00) Eastern
Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

2 Mar-02-2021 09:32:35 (UTC-05:00) Eastern
Time (US & Canada)
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

3 Mar-03-2021 15:54:43 (UTC-05:00) Eastern
Time (US & Canada)

Scott Salmon
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Time (US & Canada)
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Back to Form
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4.a Mar-03-2021 15:54:43 (UTC-05:00) Eastern
Time (US & Canada)

Scott Salmon
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Time (US & Canada)
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Back to Form
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4.b Mar-03-2021 15:54:43 (UTC-05:00) Eastern
Time (US & Canada)

Scott Salmon
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

4.c Mar-03-2021 15:54:43 (UTC-05:00) Eastern
Time (US & Canada)

Scott Salmon
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4.c Mar-02-2021 09:32:35 (UTC-05:00) Eastern
Time (US & Canada)
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

4.d Mar-03-2021 15:54:43 (UTC-05:00) Eastern
Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

4.d Mar-02-2021 09:32:35 (UTC-05:00) Eastern
Time (US & Canada)
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Comments

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Answered Queries

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

4.e Mar-03-2021 15:54:43 (UTC-05:00) Eastern
Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

4.e Mar-02-2021 09:32:35 (UTC-05:00) Eastern
Time (US & Canada)
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Visit: POT_COVID_ILL 1 Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
Comments

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Answered Queries

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

4 f Mar-03-2021 15:54:43 (UTC-05:00) Eastern
Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

4 f Mar-02-2021 09:32:35 (UTC-05:00) Eastern
Time (US & Canada)

Scott Salmon
(pfe.ssalmon)
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Visit: POT_COVID_ILL 1 Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
Comments

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Answered Queries

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

4.g Mar-03-2021 15:54:43 (UTC-05:00) Eastern
Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

4.g Mar-02-2021 09:32:35 (UTC-05:00) Eastern
Time (US & Canada)
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Visit: POT_COVID_ILL 1 Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
Comments

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Answered Queries

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

4 h Mar-03-2021 15:54:43 (UTC-05:00) Eastern
Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

4 h Mar-02-2021 09:32:35 (UTC-05:00) Eastern
Time (US & Canada)

Scott Salmon
(pfe.ssalmon)
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Visit: POT_COVID_ILL 1 Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 -
Comments

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Answered Queries

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

4.i Mar-03-2021 15:54:43 (UTC-05:00) Eastern
Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

4.i Mar-02-2021 09:32:35 (UTC-05:00) Eastern
Time (US & Canada)

Scott Salmon
(pfe.ssalmon)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Feb-19-2021 14:31:40 (UTC-05:00) Eastern
Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

Not Done
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Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

1 Feb-19-2021 14:31:40 (UTC-05:00) Eastern
Time (US & Canada)

Scott Salmon
(pfe.ssalmon)
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Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

2 Feb-19-2021 14:31:40 (UTC-05:00) Eastern
Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

Not Done
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Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

3 Feb-19-2021 14:31:40 (UTC-05:00) Eastern
Time (US & Canada)

Scott Salmon
(pfe.ssalmon)

Not Done
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Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

4 Feb-19-2021 14:31:40 (UTC-05:00) Eastern
Time (US & Canada)

Scott Salmon
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Not Done
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Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment
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Time (US & Canada)
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21
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Form: CONCOMITANT MEDICATIONS - VASOPRESSORS -
Comments

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment
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Time (US & Canada)
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Time (US & Canada)
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21
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Time (US & Canada)
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
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Back to Form

Item Date User Comment
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Time (US & Canada)
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Back to Form
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Back to Form

Item Date User Comment

1 Jan-27-2021 19:25:24 (UTC-05:00) Eastern Time
(US & Canada)

Scott Salmon
(pfe.ssalmon)

Not Applicable

09
01

77
e1

96
ae

2f
62

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0140223



Page 362 of 629

***Confidential***

Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST - Comments

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21
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Back to Form
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(US & Canada)
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Back to Form
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign
CRF_Sign_1

Name Signature
Meaning

Date Type Action

Scott Salmon  N/A Mar-08-2021 11:23:53 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael Dever  Approved Mar-04-2021 08:25:20 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Scott Salmon  N/A Mar-02-2021 09:25:36 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Patricia Brown  Approved Feb-25-2021 14:56:34 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, PatriciaBrown, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Scott Salmon  N/A Feb-08-2021 16:39:53 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael Dever  Approved Feb-01-2021 10:02:26 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Scott Salmon  N/A Jan-27-2021 19:22:30 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael Dever  Approved Jan-21-2021 07:41:42 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelDever, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Oct-21-2020 15:17:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
06 OCT 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Oct-21-2020 15:17:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Oct-21-2020 15:17:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
OBTAINED

Date Written Consent Obtained

Oct/21/2020

Initial Entry

09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject ID

Date Location User Value Reason

Oct-21-2020 15:17:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10131786

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Oct-21-2020 15:17:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1955

Enrollment Entry

3. Sex:

Date Location User Value Reason

Oct-21-2020 15:18:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Oct-21-2020 15:18:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NOT HISPANIC OR LATINO(
A) OR OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Oct-21-2020 15:18:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
WHITE

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-21-2020 15:18:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Oct/21/2020

Initial Entry

09
01
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e1

96
ae

2f
62

\F
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Oct-21-2020 15:18:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Oct/21/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-21-2020 15:18:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Oct-21-2020 15:18:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
COMPLETED

Initial Entry

09
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Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Oct-21-2020 15:18:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Line/MH Numbe
r:

1

Medical History
Term:

OBESITY

Start Date: UNK/UNK/
1965

Ongoing: YES

Initial Entry

Oct-21-2020 15:18:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

1

Medical History
Term:

OBESITY

Start Date: UNK/UNK/
1965

Ongoing:

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Oct-21-2020 15:18:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-21-2020 15:18:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
OBESITY

Initial Entry

1.a Start Date:

Date Location User Value Reason

Oct-21-2020 15:18:51
(UTC-05:00) Eastern

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
UNK/UNK/1965

Initial Entry09
01

77
e1

96
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2f
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\F
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Time (US & Canada) (pfe mstephens)

1.a Ongoing:

Date Location User Value Reason

Oct-21-2020 15:18:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry

1.b

Date Location User Value Reason

Oct-21-2020 15:19:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

2

Medical Hist
ory Term:

OBSTRUCTIVE S
LEEP APNEA

Start Date: UNK/UNK/1989

Ongoing: YES

Initial Entry

09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.b Line/MH Number:

Date Location User Value Reason

Oct-21-2020 15:19:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-21-2020 15:19:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
OBSTRUCTIVE SLEEP APNE
A

Initial Entry

1.b Start Date:

Date Location User Value Reason

Oct-21-2020 15:19:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
UNK/UNK/1989

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Oct-21-2020 15:19:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry

1.c

Date Location User Value Reason

Oct-21-2020 15:19:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

3

Medical Hist
ory Term:

MAJOR DEPRESS
IVE DISORDER

Start Date: UNK/UNK/1990

Ongoing: YES

Initial Entry

09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.c Line/MH Number:

Date Location User Value Reason

Oct-21-2020 15:19:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-21-2020 15:19:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
MAJOR DEPRESSIVE DISOR
DER

Initial Entry

1.c Start Date:

Date Location User Value Reason

Oct-21-2020 15:19:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
UNK/UNK/1990

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Oct-21-2020 15:19:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry

1.d

Date Location User Value Reason

Oct-21-2020 15:19:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

4

Medical Histor
y Term:

SEASONAL AL
LERGIES

Start Date: UNK/UNK/1999

Ongoing: YES

Initial Entry

09
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1.d Line/MH Number:

Date Location User Value Reason

Oct-21-2020 15:19:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-21-2020 15:19:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
SEASONAL ALLERGIES

Initial Entry

1.d Start Date:

Date Location User Value Reason

Oct-21-2020 15:19:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
UNK/UNK/1999

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Oct-21-2020 15:19:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry

1.e

Date Location User Value Reason

Oct-21-2020 15:19:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

5

Medical Histo
ry Term:

HYPERCHOLEST
EROLEMIA

Start Date: UNK/UNK/1999

Ongoing: YES

Initial Entry

09
01

77
e1
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ae
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1.e Line/MH Number:

Date Location User Value Reason

Oct-21-2020 15:19:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-21-2020 15:19:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
HYPERCHOLESTEROLEMIA

Initial Entry

1.e Start Date:

Date Location User Value Reason

Oct-21-2020 15:19:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
UNK/UNK/1999

Initial Entry

1.e Ongoing:

Date Location User Value Reason

Oct-21-2020 15:19:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry

1.f

Date Location User Value Reason

Oct-21-2020 15:19:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

6

Medical History
Term:

POSTMENOPA
USAL

Start Date: UNK/UNK/199
9

Ongoing: YES

Initial Entry

09
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1.f Line/MH Number:

Date Location User Value Reason

Oct-21-2020 15:19:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-21-2020 15:19:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
POSTMENOPAUSAL

Initial Entry

1.f Start Date:

Date Location User Value Reason

Oct-21-2020 15:19:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
UNK/UNK/1999

Initial Entry

1.f Ongoing:

Date Location User Value Reason

Oct-21-2020 15:19:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry

1.g

Date Location User Value Reason

Oct-21-2020 15:20:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

7

Medical History
Term:

TYPE II DIAB
ETES

Start Date: UNK/UNK/200
9

Ongoing: YES

Initial Entry

09
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1.g Line/MH Number:

Date Location User Value Reason

Oct-21-2020 15:20:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-21-2020 15:20:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
TYPE II DIABETES

Initial Entry

1.g Start Date:

Date Location User Value Reason

Oct-21-2020 15:20:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
UNK/UNK/2009

Initial Entry

1.g Ongoing:

Date Location User Value Reason

Oct-21-2020 15:20:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry

1.h

Date Location User Value Reason

Oct-21-2020 15:20:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

8

Medical Hi
story Term
:

GASTROESOPHAG
EAL REFLUX DISE
ASE

Start Date: UNK/UNK/2009

Ongoing: YES

Initial Entry
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1.h Line/MH Number:

Date Location User Value Reason

Oct-21-2020 15:20:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
8

Initial Entry

1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-21-2020 15:20:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
GASTROESOPHAGEAL REFL
UX DISEASE

Initial Entry

1.h Start Date:

Date Location User Value Reason

Oct-21-2020 15:20:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
UNK/UNK/2009

Initial Entry

1.h Ongoing:

Date Location User Value Reason

Oct-21-2020 15:20:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry

1.i

Date Location User Value Reason

Oct-21-2020 15:20:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

9

Medical History T
erm:

HYPERTENS
ION

Start Date: UNK/UNK/20
09

Ongoing: YES

Initial Entry

09
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1.i Line/MH Number:

Date Location User Value Reason

Oct-21-2020 15:20:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
9

Initial Entry

1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-21-2020 15:20:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
HYPERTENSION

Initial Entry

1.i Start Date:

Date Location User Value Reason

Oct-21-2020 15:20:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
UNK/UNK/2009

Initial Entry

1.i Ongoing:

Date Location User Value Reason

Oct-21-2020 15:20:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry

1.j

Date Location User Value Reason

Oct-21-2020 15:20:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

10

Medical Hist
ory Term:

LOWER BACK PA
IN (LUMBAR)

Start Date: UNK/UNK/2013

Ongoing: YES

Initial Entry

09
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1.j Line/MH Number:

Date Location User Value Reason

Oct-21-2020 15:20:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10

Initial Entry

1.j Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-21-2020 15:20:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
LOWER BACK PAIN (LUMBA
R)

Initial Entry

1.j Start Date:

Date Location User Value Reason

Oct-21-2020 15:20:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
UNK/UNK/2013

Initial Entry

09
01

77
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2f
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\F
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Back to Form

1.j Ongoing:

Date Location User Value Reason

Oct-21-2020 15:20:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
YES

Initial Entry

1.k

Date Location User Value Reason

Oct-21-2020 15:20:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 11

Medical History T
erm:

GOUT

Start Date: UNK/UNK/2
016

Ongoing: YES

Initial Entry

09
01

77
e1
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.k Line/MH Number:

Date Location User Value Reason

Oct-21-2020 15:20:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
11

Initial Entry

1.k Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-21-2020 15:20:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
GOUT

Initial Entry

1.k Start Date:

Date Location User Value Reason

Oct-21-2020 15:20:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
UNK/UNK/2016

Initial Entry

1.k Ongoing:

Date Location User Value Reason

Oct-21-2020 15:20:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry

1.l

Date Location User Value Reason

Oct-21-2020 15:21:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

12

Medical His
tory Term:

GENERALIZED A
NXIETY DISORDE
R

Start Date: Jul/UNK/2016

Ongoing: YES

Initial Entry

09
01

77
e1
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1.l Line/MH Number:

Date Location User Value Reason

Oct-21-2020 15:21:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
12

Initial Entry

1.l Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-21-2020 15:21:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
GENERALIZED ANXIETY DI
SORDER

Initial Entry

1.l Start Date:

Date Location User Value Reason

Oct-21-2020 15:21:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Jul/UNK/2016

Initial Entry

1.l Ongoing:

Date Location User Value Reason

Oct-21-2020 15:21:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry

1.m

Date Location User Value Reason

Oct-21-2020 15:21:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH
Number:

13

Medical
History T
erm:

PERCUTANEOUS CU
RONARY INTERVEN
TION

Start Dat
e:

May/1/2018

Ongoing: NO
End Date:

May/1/2018

Initial Entry
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1.m Line/MH Number:

Date Location User Value Reason

Oct-21-2020 15:21:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
13

Initial Entry

1.m Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-21-2020 15:21:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
PERCUTANEOUS CURONAR
Y INTERVENTION

Initial Entry

1.m Start Date:

Date Location User Value Reason

Oct-21-2020 15:21:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
May/1/2018

Initial Entry

1.m Ongoing:

Date Location User Value Reason

Oct-21-2020 15:21:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

End Date:

May/1/2018

Initial Entry

1.n

Date Location User Value Reason

Oct-22-2020 09:46:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Line/M
H Num
ber:

14

Medical
History
Term:

STENT PLACEMEN
T IN RIGHT CORO
NARY ARTERY

Start Da
te:

May/1/2018

Transcription Error
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Ongoin
g:

NO
End Date:

May/1/2018

Oct-21-2020 15:21:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

14

Medical His
tory Term:

STENT PLACE
MENT IN RCA

Start Date: May/1/2018

Ongoing: NO
End Date:

May/1/2018

Initial Entry

09
01

77
e1

96
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2f
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1.n Line/MH Number:

Date Location User Value Reason

Oct-21-2020 15:21:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
14

Initial Entry

1.n Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-22-2020
12:06:45
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query 1: Clos
ed

Discrepancy has
been closed.

Oct-22-2020
09:46:47
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Ans
wered

Transcription
Error

Oct-22-2020
09:46:47
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
STENT PLAC
EMENT IN R
IGHT CORO
NARY ARTE
RY

Transcription
Error

Oct-22-2020
05:14:33
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS
Oracle
(pfe.PFETMS)

Query 1: Ope
ned

Clarify STENT
PLACEMENT
IN RCA as
follows...Are
you reporting
STENT
PLACEMENT
IN RIGHT
CORONARY
ARTERY?
STENT
PLACEMENT
IN RIGHT
CAROTID
ARTERY? If so,
update the
verbatim term as
such. Otherwise
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clarify and edit
the term. Thank
you.

Oct-21-2020
15:21:55
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
STENT PLAC
EMENT IN R
CA

Initial Entry

1.n Start Date:

Date Location User Value Reason

Oct-21-2020 15:21:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
May/1/2018

Initial Entry

1.n Ongoing:

Date Location User Value Reason

Oct-21-2020 15:21:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

End Date:

May/1/2018

Initial Entry

1.o

Date Location User Value Reason

Oct-21-2020 15:22:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

15

Medical Hist
ory Term:

MYOCARDIAL I
NFARCTION

Start Date: Jun/23/2019

Ongoing: NO
End Date:

Jun/23/2019

Initial Entry
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1.o Line/MH Number:

Date Location User Value Reason

Oct-21-2020 15:22:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
15

Initial Entry

1.o Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-21-2020 15:22:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
MYOCARDIAL INFARCTION

Initial Entry

1.o Start Date:

Date Location User Value Reason

Oct-21-2020 15:22:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Jun/23/2019

Initial Entry

1.o Ongoing:

Date Location User Value Reason

Oct-21-2020 15:22:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

End Date:

Jun/23/2019

Initial Entry
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Back to Form

1. Select appropriate response - What is the subject HIV status?

Date Location User Value Reason

Oct-21-2020 15:22:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
The subject is NOT known to be
HIV POSITIVE

Initial Entry

09
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Back to Form

1. Date:

Date Location User Value Reason

Oct-21-2020 15:22:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Oct/21/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Oct-21-2020 15:22:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
95.9

Initial Entry

3. Unit:

Date Location User Value Reason

Oct-21-2020 15:22:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
kg

Initial Entry

4. Height:

Date Location User Value Reason

Oct-21-2020 15:22:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
167.6

Initial Entry

5. Unit:

Date Location User Value Reason

Oct-21-2020 15:22:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Oct-21-2020 15:22:55
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
34.1

Initial Entry09
01
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Time (US & Canada)

7.a

Date Location User Value Reason

Oct-21-2020 15:22:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Record Identifier
::

1

Temperature: 36.7

Temperature Uni
t:

C

Temperature Loc
ation::

ORAL CAV
ITY

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Oct-21-2020 15:22:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Oct-21-2020 15:22:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
36.7

Initial Entry

7.a Unit:

Date Location User Value Reason

Oct-21-2020 15:22:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
C

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Oct-21-2020 15:22:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
ORAL CAVITY

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Oct-21-2020 15:23:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Oct-21-2020 15:23:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Oct-21-2020 15:23:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Oct-21-2020 15:23:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Oct-21-2020 15:23:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason

Oct-21-2020 15:23:23 ACV0PFEINFP6000  Matthew Data Entry: Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00) Eastern
Time (US & Canada)

Stephens
(pfe mstephens)

Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

6.a Sponsor ID:

Date Location User Value Reason

Oct-21-2020 15:23:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Oct-21-2020 15:23:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Oct-21-2020 15:23:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

6.a Not Done:

Date Location User Value Reason

Oct-21-2020 15:23:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Randomization Date :

Date Location User Value Reason

Oct-21-2020 15:23:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Oct/21/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Oct-21-2020 15:23:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
271797

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-21-2020 15:23:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-21-2020 15:23:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-22-2020 08:08:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-21-2020 15:23:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-21-2020 15:23:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Date of Collection:

Oct/21/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-22-2020 08:08:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BRC8M4

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Oct-22-2020 08:08:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BRC8M4

Initial Entry

5.b

Date Location User Value Reason

Oct-22-2020 08:08:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BRC8M5

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-22-2020 08:08:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BRC8M5

Initial Entry

5.c

Date Location User Value Reason

Oct-22-2020 08:08:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BRC8M6

Initial Entry

5.c Sample ID

Date Location User Value Reason

Oct-22-2020 08:08:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BRC8M6

Initial Entry

5.d

Date Location User Value Reason

Oct-22-2020 08:08:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BSHPKR

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sample ID

Date Location User Value Reason

Oct-22-2020 08:08:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BSHPKR

Initial Entry

5.e

Date Location User Value Reason

Oct-22-2020 08:08:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BSHPKS

Initial Entry

5.e Sample ID

Date Location User Value Reason

Oct-22-2020 08:08:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BSHPKS

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-21-2020 15:23:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-21-2020 15:23:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-22-2020 08:08:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-21-2020 15:23:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-21-2020 15:23:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Date of Collection:

Oct/21/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-22-2020 08:08:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BR9TH3

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Oct-22-2020 08:08:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BR9TH3

Initial Entry

09
01

77
e1

96
ae

2f
62

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0140267



Page 406 of 629

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Oct-21-2020 15:24:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Oct-21-2020 15:24:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Oct-21-2020 15:24:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Oct-21-2020 15:24:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Oct/21/2020 11:22

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Oct-21-2020 15:24:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Oct-21-2020 15:24:10
(UTC-05:00) Eastern

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
LEFT

Initial Entry09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe mstephens)

7. Route:

Date Location User Value Reason

Oct-21-2020 15:24:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Oct-21-2020 15:24:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED OB
SERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Oct-21-2020 15:24:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Oct-21-2020 15:24:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO - REACTOGENICITY E-DI
ARY NOT COLLECTED FOR
THIS SUBJECT

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-12-2020 16:23:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Nov/12/2020

Initial Entry

09
01

77
e1

96
ae

2f
62

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0140271



Page 410 of 629

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Nov-12-2020 16:23:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Nov/12/2020

Initial Entry

2.a

Date Location User Value Reason

Nov-12-2020 16:23:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Record Identifier
::

1

Temperature: 35.9

Temperature Uni
t:

C

Temperature Loc
ation::

ORAL CAV
ITY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Nov-12-2020 16:23:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Nov-13-2020 11:47:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Astrud van der
Merwe
(pfe.vandea62)

Query 1: Closed Response satisfies
query

Nov-12-2020 16:24:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 1: Answered PER
INVESTIGATOR
WITHIN NORMAL
LIMITS

Nov-12-2020 16:23:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Temperature 35.9 C
is outside of Normal
Range 36.1 - 37.5 C.
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov-12-2020 16:23:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
35.9

Initial Entry

2.a Unit:

Date Location User Value Reason

Nov-12-2020 16:23:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
C

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Nov-12-2020 16:23:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Nov-12-2020 16:24:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Nov-12-2020 16:24:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Nov-12-2020 16:24:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Nov-12-2020 16:24:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Nov-12-2020 16:24:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason

Nov-12-2020 16:24:06 ACV0PFEINFP6000  Matthew Data Entry: Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00) Eastern
Time (US & Canada)

Stephens
(pfe mstephens)

Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: Not Appli
cable

Result:: Not Appli
cable

Not Done:: Not Appli
cable

6.a Sponsor ID:

Date Location User Value Reason

Nov-12-2020 16:24:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Nov-12-2020 16:24:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Nov-12-2020 16:24:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

6.a Not Done:

Date Location User Value Reason

Nov-12-2020 16:24:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-12-2020 16:24:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-12-2020 16:24:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-12-2020 17:28:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Nov-12-2020 16:24:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Nov-12-2020 16:24:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Date of Collection:

Nov/12/2020

Initial Entry

5.a

Date Location User Value Reason

Nov-12-2020 17:28:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BR9TRG

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Nov-12-2020 17:28:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BR9TRG

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Nov-12-2020 16:24:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Nov-12-2020 16:24:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Nov-12-2020 16:24:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Nov-12-2020 16:24:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Nov/12/2020 15:03

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Nov-12-2020 16:24:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Nov-12-2020 16:24:34
(UTC-05:00) Eastern

ACV0PFEINFP6000  Matthew
Stephens

Data Entry:
LEFT

Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe mstephens)

7. Route:

Date Location User Value Reason

Nov-12-2020 16:24:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Nov-12-2020 16:24:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED OB
SERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Nov-12-2020 16:24:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-10-2020 16:04:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Dec/10/2020

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Dec-10-2020 16:04:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Dec-10-2020 16:04:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Dec-11-2020 08:52:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Dec-10-2020 16:04:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Dec-10-2020 16:04:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
YES

Date of Collection:

Dec/10/2020

Initial Entry

5.a

Date Location User Value Reason

Dec-11-2020 08:52:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BRHWPR

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Dec-11-2020 08:52:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BRHWPR

Initial Entry

5.b

Date Location User Value Reason

Dec-11-2020 08:52:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BRHWPS

Initial Entry

5.b Sample ID

Date Location User Value Reason

Dec-11-2020 08:52:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BRHWPS

Initial Entry

5.c

Date Location User Value Reason

Dec-11-2020 08:52:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BRHWPT

Initial Entry

5.c Sample ID

Date Location User Value Reason

Dec-11-2020 08:52:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BRHWPT

Initial Entry

5.d

Date Location User Value Reason

Dec-11-2020 08:53:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BS3859

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sample ID

Date Location User Value Reason

Dec-11-2020 08:53:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BS3859

Initial Entry

5.e

Date Location User Value Reason

Dec-11-2020 08:53:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BS385B

Initial Entry

5.e Sample ID

Date Location User Value Reason

Dec-11-2020 08:53:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BS385B

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-10-2021 10:35:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Elizabeth
Chatburn
(pfe.chatbe)

Query 6: Closed Please note, this visit
is no longer marked
as erroneous, however
the self swab and
nasal swab form are
completed with a
form level comment.
Please clarify or
update data and
complete these pages
with data and not a
comment.

Mar-09-2021 16:17:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 6: Answered Changed data per
query

Mar-05-2021 00:58:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gajanan
Deshmukh
(pfe.deshmg08)

Query 6: Reissued:Opened DM : SELF SWAB
form is unfrozen.
Please review and
update.

Mar-04-2021 16:47:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 6: Answered UNLOCK SELF
SWAB CRF PAGE
SO DATA CAN BE
UPDATED.

Mar-04-2021 13:35:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Elizabeth
Chatburn
(pfe.chatbe)

Query 6: Reissued:Opened DOV has been
completed but SWAB
PFE and SELF SWAB
forms are not
completed. Please
update

Mar-04-2021 12:06:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Teena Patra
(pfe.patrat02)

Query 7: Deleted Query can be
addressed internally

Mar-04-2021 09:42:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 6: Answered 8/FEB/2021 VISIT IS
CORRECT AS
CHARTED PER
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

SOURCE. FURTHER
INQUIRY
REVEALED
CORROBORATING
FOR THIS VISIT.

Mar-04-2021 06:24:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Malerato Moloi
(pfe moloim)

Query 6: Reissued:Opened DM: This visit is no
longer marked as
erroneous , please
review if this visit
occurred or not. If the
visit did not occur
,please go to right side
upper corner icon and
select Not Applicable
as form level
comment for all
forms.

Mar-04-2021 03:49:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Swapna
Varikuti
(pfe.variks)

Query 3: Closed As per site
confirmation -
updated PD tracker

Mar-03-2021 16:00:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 7: Candidate Date of Visit is
completed but Date of
Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Mar-03-2021 14:29:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 6: Answered ALL CRF PAGES
HAVE BEEN
UPDATED TO NOT
APPLICABLE. NO
FORM LEVEL
COMMENT OPTION
FOR
DOV/ERRONEOUS
VISIT.

Mar-03-2021 13:57:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Elizabeth
Chatburn
(pfe.chatbe)

Query 5: Closed issued clarifying
query

Mar-03-2021 13:51:09
(UTC-05:00) Eastern

ACV0PFEINFP6000  Elizabeth
Chatburn

Query 6: Reissued:Opened Visit is marked
erroneous, but there
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe.chatbe) are data present on the
Illness Details form,
the Healthcare
Utilization form and
the Self Swab form. If
this visit is erroneous
these forms need to be
completed as NOT
DONE or NOT
APPLICABLE

Mar-03-2021 12:37:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 6: Answered CORRECT AS
RECORDED. DATE
CANNOT BE
DELETED FROM
EDC. ERRONEOUS
IS CORRECT AS
THIS VISIT WAS
ENTERED IN
ERROR.

Mar-03-2021 11:37:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Steven Finelli
(pfe finels)

Query 4: Closed new query issued

Mar-03-2021 11:30:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query 6: Opened Erroneous Visit is
marked, but date of
visit is entered. Please
either untick the
erroneous visit button
if visit occurred, or
mark any forms
containing data within
this visit as Not
Done/Not Applicable
at the form level.

Mar-03-2021 08:15:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 5: Answered CRF PAGES
UPDATED, THANK
YOU.

Mar-03-2021 08:15:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 4: Answered CRF PAGES
CORRECTED AND
UPDATED.

Mar-03-2021 08:14:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 3: Answered VISIT ENTERED IN
ERROR.09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Mar-03-2021 08:09:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 6: Candidate Erroneous Visit is
marked, but date of
visit is entered. Please
either untick the
erroneous visit button
if visit occurred, or
mark any forms
containing data within
this visit as Not
Done/Not Applicable
at the form level.

Mar-03-2021 06:30:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rose Madelein
(pfe rosem19)

Query 4: Reissued:Opened DM: Forms is
unfreeze. Please
review and update as
appropriate.

Mar-03-2021 04:19:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Swapna
Varikuti
(pfe.variks)

Query 3: Reissued:Opened PDQ RQ2: Thank you
for the response,
however NASAL
CRF page updated as
NOT Applicable.
Hence please check
and update the swab
pages as per below
query else clarify.

Mar-03-2021 03:33:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 5: Reissued:Opened DM: Please update
data per query
response provided.
Thank you.

Mar-02-2021 14:49:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 5: Answered ERRONEOUS VISIT.
PLEASE UNFREEZE
DOV AND SELF
SWAB TO
CORRECT AND
UPDATE, THANK
YOU.

Mar-02-2021 14:48:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 4: Answered 8/FEB/2021 VISIT
ERRONEOUS.
PLEASE UNFREEZE
DOV AND SELF
SWAB CRF TO
CORRECT AND
UPDATE, THANK
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

YOU.

Mar-02-2021 10:24:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Teena Patra
(pfe.patrat02)

Query 5: Opened Date of Visit is
completed but Date of
Assessment in the
Signs and Symptoms
form is missing.
Please review and
update as appropriate.

Mar-02-2021 10:24:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Teena Patra
(pfe.patrat02)

Query 4: Opened Date of Visit is
completed but Date of
Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Mar-02-2021 09:28:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 5: Candidate Date of Visit is
completed but Date of
Assessment in the
Signs and Symptoms
form is missing.
Please review and
update as appropriate.

Mar-02-2021 09:25:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 4: Candidate Date of Visit is
completed but Date of
Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Mar-02-2021 09:25:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Answered Answer Auto Query

Mar-02-2021 01:47:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Swapna
Varikuti
(pfe.variks)

Query 3: Reissued:Opened PDQ RQ1: Thank you
for the response, the
form is unfrozen now,
please check and
update else clarify.

Mar-01-2021 10:01:05
(UTC-05:00) Eastern

ACV0PFEINFP6000  Matthew
Stephens

Query 3: Answered PLEASE UNLOCK
THE NASAL SWAB
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe mstephens) CRF PAGES SO
DATA CAN BE
UPDATED.

Feb-25-2021 04:05:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Swapna
Varikuti
(pfe.variks)

Query 3: Opened PDQ : Details of
Sample ID (barcode)
and collection date for
either Nasal Swab
Self or Nasal Swab
expected to be
completed. Please
check and update else
clarify.

Feb-24-2021 16:24:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Candidate Date of Visit is
completed but Date of
Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.

Feb-19-2021 14:32:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Feb-19-2021 14:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto Query

Feb-19-2021 14:29:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate Date of Visit is
completed but Date of
Assessment in the
Signs and Symptoms
form is missing.
Please review and
update as appropriate.

Feb-19-2021 14:29:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate Date of Visit is
completed but Date of
Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update as
appropriate.09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-19-2021 14:29:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/8/2021

Initial Entry

2. Erroneous Visit

Date Location User Value Reason

Mar-03-2021 15:54:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: New Information

Mar-03-2021 08:09:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ERRONEOUS VISIT

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Feb-19-2021 14:29:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
COVID_A

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Answered Queries

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Mar-03-2021 15:56:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/8/2021

Initial Entry

Mar-03-2021 15:54:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: Initial Entry

Mar-02-2021 09:32:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

Mar-02-2021 09:28:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: Transcription Error

Feb-19-2021 14:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/8/2021

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Mar-12-2021 13:07:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 1: Answered VISIT OCCURED
AS A SEPERATE
ILLNESS VISIT.
DOCUMENTED IN
SOURCE AS A
SEPERATE VISIT,
ON DIFFERENT
DATES.

Mar-12-2021 09:47:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Vrunda Parikh
(pfe.parikv06)

Query 1: Reissued:Opened CLINQUERY:Per
CCG,if new
symptoms are
experienced during
the SAME Illness
visit period (e.g.
COVID_A dates of
02Feb are captured
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Answered Queries

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

under COVID_B
dates), the symptoms
should be added to
the existing SOD
CRF(new illness visit
should not be
initiated).

Mar-11-2021 10:18:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 1: Answered CANNOT DELETE
VISIT AS SUBJECT
CAME IN AND
VISIT OCCURRED.
DATA IS CORRECT
AS RECORDED
PER CRC.

Mar-11-2021 09:20:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Vrunda Parikh
(pfe.parikv06)

Query 1: Reissued:Opened CLINQUERY: If
same symptoms and
overlapping dates,
please note only one
illness visit should be
conducted. Please
therefore mark
COVID_A visit as
Erroneous Visit on
the DOV CRF and
remove all data
under the visit with
form level comments
of N/A

Mar-11-2021 07:44:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 1: Answered PER CRC SITE
WAS UNABLE TO
SEND SWAB, SO
SUBJECT CAME IN
FOR SAME
ISSUES.

Mar-10-2021 09:21:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Vrunda Parikh
(pfe.parikv06)

Query 1: Reissued:Opened CLINQUERY: For
the second COV ILL
visit, symptoms are
noted to have started
30Jan2021 which is
BEFORE the start
date of COVID_A
02FEB2021. Please
review and update
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Answered Queries

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Start/End dates if
appropriate or else
clarify the overlaps.

Mar-09-2021 13:33:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 1: Answered SYMPTOMS
STOPPED ON
2/FEB/2021.
SUBJECT CAME IN
FOR A SECOND
COVID ILLNESS
VISIT ON
26FEB2021

Mar-05-2021 15:28:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Vrunda Parikh
(pfe.parikv06)

Query 1: Opened CLINQUERY:
COVID_B
symptoms are noted
to have started 30Jan
and ended
26Feb2021.
COVID_A
symptoms lasted on
02FEB2021 - doesn't
this overlap with
COVID_B illness
visit dates? Please
review and update
CRF as appropriate.
Or else clarify.

Mar-03-2021 15:56:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/2/2021

Initial Entry

Mar-03-2021 15:54:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: Initial Entry

Mar-02-2021 09:32:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

Mar-02-2021 09:29:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: Transcription Error

Feb-19-2021 14:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/2/2021

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Answered Queries

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

3. Symptoms Ongoing?

Date Location User Value Reason

Mar-03-2021 23:57:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Closed Response satisfies
query

Mar-03-2021 15:56:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Date of Last Symptom Resolv
ed:

Feb/2/2021

Initial Entry

Mar-03-2021 15:54:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: Initial Entry

Mar-03-2021 08:16:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answered VISIT ENTERED
IN ERROR.
ILLNESS VISIT
CONDUCTED
26/FEB/2021.

Mar-03-2021 01:47:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Reissued:Opened Medical monitor:
Please confirm that
the subject had a
diagnosis of
pneumonia without
experiencing any
respiratory
symptoms or fever.
"Transcription
Error" is not an
expected answer

Mar-02-2021 09:32:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

Mar-02-2021 09:29:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Mar-02-2021 09:29:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: Transcription Error
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Answered Queries
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Mar-01-2021 23:06:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Reissued:Opened Medical monitor:
Please confirm that
the subject had a
diagnosis of
pneumonia without
experiencing any
respiratory
symptoms or fever.

Mar-01-2021 10:00:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 1: Answered PNEUMONIA IS
NOT A
SYMPTOM. ONLY
SYMPTOMS LAST
DATE WOULD BE
CAPUTRED.
CORRECT AS
RECORDED.

Feb-22-2021 10:59:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Opened Clin: It was stated in
the SAE report
#2021132689 that
the subject
experienced
Covid-19
Pneumonia on
02Feb2021 and this
is still ongoing.
Please review and
update the Date of
Last Symptom
Resolved

Feb-19-2021 14:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Date of Last Symptom Resolv
ed:

Feb/2/2021

Initial Entry

4.a

Date Location User Value Reason

Mar-03-2021 15:56:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: FEVER

Symptom Present: NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Answered Queries

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Mar-03-2021 15:54:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: FEVER

Symptom Present:

Initial Entry

Mar-02-2021 09:32:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: FEVER

Symptom Presen
t:

Not Applicab
le

Initial Entry

Mar-02-2021 09:29:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: FEVER

Symptom Present:

Transcription Error

Feb-19-2021 14:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: FEVER

Symptom Present: NO

Initial Entry

4.a Symptoms:

Date Location User Value Reason

Feb-19-2021 14:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
FEVER

Initial Entry

4.a Was symptom present?

Date Location User Value Reason

Mar-03-2021 15:56:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

Mar-03-2021 15:54:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: Initial Entry

Mar-02-2021 09:32:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

Mar-02-2021 09:29:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: Transcription Error

Feb-19-2021 14:30:57 ACV0PFEINFP6000  Scott Salmon Data Entry: Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Answered Queries

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.ssalmon) NO

4.b

Date Location User Value Reason

Mar-03-2021 15:56:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms
:

NEW OR INCREA
SED COUGH

Symptom
Present:

NO

Initial Entry

Mar-03-2021 15:54:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms
:

NEW OR INCREA
SED COUGH

Symptom
Present:

Initial Entry

Mar-02-2021 09:32:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms
:

NEW OR INCREA
SED COUGH

Symptom
Present:

Not Applicable

Initial Entry

Mar-02-2021 09:30:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms
:

NEW OR INCREA
SED COUGH

Symptom
Present:

Transcription Error

Feb-19-2021 14:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms
:

NEW OR INCREA
SED COUGH

Symptom
Present:

NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Answered Queries

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.b Symptoms:

Date Location User Value Reason

Feb-19-2021 14:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEW OR INCREASED COUGH

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Mar-03-2021 15:56:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

Mar-03-2021 15:54:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: Initial Entry

Mar-02-2021 09:32:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

Mar-02-2021 09:30:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: Transcription Error

Feb-19-2021 14:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

4.c

Date Location User Value Reason

Mar-03-2021 15:56:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sympto
ms:

NEW OR INCREASE
D SHORTNESS OF B
REATH

Sympto
m Prese
nt:

NO

Initial Entry

Mar-03-2021 15:54:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sympto
ms:

NEW OR INCREASE
D SHORTNESS OF B
REATH

Initial Entry

09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Answered Queries

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sympto
m Prese
nt:

Mar-02-2021 09:32:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sympto
ms:

NEW OR INCREASE
D SHORTNESS OF B
REATH

Sympto
m Prese
nt:

Not Applicable

Initial Entry

Mar-02-2021 09:30:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sympto
ms:

NEW OR INCREASE
D SHORTNESS OF B
REATH

Sympto
m Prese
nt:

Transcription Error

Feb-19-2021 14:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sympto
ms:

NEW OR INCREASE
D SHORTNESS OF B
REATH

Sympto
m Prese
nt:

NO

Initial Entry

09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Answered Queries

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.c Symptoms:

Date Location User Value Reason

Feb-19-2021 14:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEW OR INCREASED SHORT
NESS OF BREATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Mar-03-2021 15:56:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

Mar-03-2021 15:54:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: Initial Entry

Mar-02-2021 09:32:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

Mar-02-2021 09:30:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: Transcription Error

Feb-19-2021 14:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

4.d

Date Location User Value Reason

Mar-03-2021 15:56:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: CHILLS

Symptom Present: NO

Initial Entry

Mar-03-2021 15:54:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: CHILLS

Symptom Present:

Initial Entry

Mar-02-2021 09:32:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: CHILLS

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Answered Queries

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Symptom Presen
t:

Not Applicab
le

Mar-02-2021 09:30:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: CHILLS

Symptom Present:

Transcription Error

Feb-19-2021 14:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: CHILLS

Symptom Present: NO

Initial Entry

4.d Symptoms:

Date Location User Value Reason

Feb-19-2021 14:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Mar-03-2021 15:56:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

Mar-03-2021 15:54:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: Initial Entry

Mar-02-2021 09:32:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

Mar-02-2021 09:30:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: Transcription Error

Feb-19-2021 14:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

4.e

Date Location User Value Reason09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Answered Queries

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Mar-03-2021 15:56:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom
s:

NEW OR INCREAS
ED MUSCLE PAIN

Symptom
Present:

NO

Initial Entry

Mar-03-2021 15:54:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom
s:

NEW OR INCREAS
ED MUSCLE PAIN

Symptom
Present:

Initial Entry

Mar-02-2021 09:32:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom
s:

NEW OR INCREAS
ED MUSCLE PAIN

Symptom
Present:

Not Applicable

Initial Entry

Mar-02-2021 09:31:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom
s:

NEW OR INCREAS
ED MUSCLE PAIN

Symptom
Present:

Transcription Error

Feb-19-2021 14:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom
s:

NEW OR INCREAS
ED MUSCLE PAIN

Symptom
Present:

NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Answered Queries

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

4.e Symptoms:

Date Location User Value Reason

Feb-19-2021 14:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEW OR INCREASED MUSCL
E PAIN

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Mar-03-2021 15:56:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

Mar-03-2021 15:54:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: Initial Entry

Mar-02-2021 09:32:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

Mar-02-2021 09:31:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: Transcription Error

Feb-19-2021 14:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

4.f

Date Location User Value Reason

Mar-03-2021 15:56:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms
:

NEW LOSS OF TA
STE OR SMELL

Symptom
Present:

NO

Initial Entry

Mar-03-2021 15:54:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms
:

NEW LOSS OF TA
STE OR SMELL

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Answered Queries

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Symptom
Present:

Mar-02-2021 09:32:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms
:

NEW LOSS OF TA
STE OR SMELL

Symptom
Present:

Not Applicable

Initial Entry

Mar-02-2021 09:31:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms
:

NEW LOSS OF TA
STE OR SMELL

Symptom
Present:

Transcription Error

Feb-19-2021 14:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms
:

NEW LOSS OF TA
STE OR SMELL

Symptom
Present:

NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Answered Queries

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.f Symptoms:

Date Location User Value Reason

Feb-19-2021 14:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEW LOSS OF TASTE OR SME
LL

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Mar-03-2021 15:56:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

Mar-03-2021 15:54:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: Initial Entry

Mar-02-2021 09:32:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

Mar-02-2021 09:31:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: Transcription Error

Feb-19-2021 14:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

4.g

Date Location User Value Reason

Mar-03-2021 15:56:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom
s:

NEW OR INCREAS
ED SORE THROAT

Symptom
Present:

NO

Initial Entry

Mar-03-2021 15:54:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom
s:

NEW OR INCREAS
ED SORE THROAT

Symptom
Present:

Initial Entry

09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Answered Queries

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Mar-02-2021 09:32:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom
s:

NEW OR INCREAS
ED SORE THROAT

Symptom
Present:

Not Applicable

Initial Entry

Mar-02-2021 09:31:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom
s:

NEW OR INCREAS
ED SORE THROAT

Symptom
Present:

Transcription Error

Feb-19-2021 14:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom
s:

NEW OR INCREAS
ED SORE THROAT

Symptom
Present:

NO

Initial Entry

09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Answered Queries

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.g Symptoms:

Date Location User Value Reason

Feb-19-2021 14:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEW OR INCREASED SORE T
HROAT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Mar-03-2021 15:56:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

Mar-03-2021 15:54:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: Initial Entry

Mar-02-2021 09:32:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

Mar-02-2021 09:31:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: Transcription Error

Feb-19-2021 14:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

4.h

Date Location User Value Reason

Mar-03-2021 15:56:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: DIARRHE

A

Symptom Present
:

YES

Initial Entry

Mar-03-2021 15:54:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: DIARRHE

A

Symptom Present
:

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Answered Queries

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Mar-02-2021 09:32:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: DIARRHEA

Symptom Presen
t:

Not Applicab
le

Initial Entry

Mar-02-2021 09:32:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: DIARRHE

A

Symptom Present
:

Transcription Error

Feb-19-2021 14:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: DIARRHE

A

Symptom Present
:

YES

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Answered Queries

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.h Symptoms:

Date Location User Value Reason

Feb-19-2021 14:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Mar-03-2021 15:56:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry

Mar-03-2021 15:54:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: Initial Entry

Mar-02-2021 09:32:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

Mar-02-2021 09:32:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: Transcription Error

Feb-19-2021 14:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry

4.i

Date Location User Value Reason

Mar-03-2021 15:56:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: VOMITIN

G

Symptom Present
:

NO

Initial Entry

Mar-03-2021 15:54:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: VOMITIN

G

Symptom Present
:

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Answered Queries

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Mar-02-2021 09:32:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: VOMITING

Symptom Presen
t:

Not Applicab
le

Initial Entry

Mar-02-2021 09:32:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: VOMITIN

G

Symptom Present
:

Transcription Error

Feb-19-2021 14:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: VOMITIN

G

Symptom Present
:

NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete, Answered Queries

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.i Symptoms:

Date Location User Value Reason

Feb-19-2021 14:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Mar-03-2021 15:56:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

Mar-03-2021 15:54:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: Initial Entry

Mar-02-2021 09:32:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

Mar-02-2021 09:32:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: Transcription Error

Feb-19-2021 14:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Feb-19-2021 14:31:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Feb-19-2021 14:31:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Feb-19-2021 14:31:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

4. Assay Code and Description:

Date Location User Value Reason

Feb-19-2021 14:31:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5. Device Type:

Date Location User Value Reason

Feb-19-2021 14:31:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

6. Trade Name:

Date Location User Value Reason

Feb-19-2021 14:31:40 ACV0PFEINFP6000  Scott Salmon Data Entry: Initial Entry

09
01

77
e1

96
ae

2f
62

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0140312



Page 451 of 629

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.ssalmon) Not Done

7. Test Result:

Date Location User Value Reason

Feb-19-2021 14:31:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

8. Comments/Findings/Details:

Date Location User Value Reason

Feb-19-2021 14:31:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

9. Trade Name Other, Specify:

Date Location User Value Reason

Feb-19-2021 14:31:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Mar-09-2021 16:17:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Mar-03-2021 16:00:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: New Information

Feb-19-2021 14:32:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Mar-09-2021 16:17:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Mar-03-2021 16:00:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: New Information

Feb-19-2021 14:32:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-09-2021 16:17:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Not Applicable

Initial Entry

Mar-03-2021 16:00:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 5: Closed Close Auto Query

Mar-03-2021 16:00:05
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto query
(autoquery)

Query 4: Deleted Close Auto Query09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada)

Mar-03-2021 16:00:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: New Information

Mar-03-2021 15:57:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 5: Opened Date of Collection is
more than 4 days
after Date of Last
Symptom Resolved
on the Signs and
Symptoms form in
the same visit. Please
review and update as
appropriate.

Mar-03-2021 15:57:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 4: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Mar-03-2021 15:57:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection:

Feb/8/2021

New Information

Feb-24-2021 23:28:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Azeemuddin
Mohammed
(pfe mohaa117)

Query 2: Closed Reason updated

Feb-24-2021 16:24:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Closed Close Auto Query

Feb-24-2021 16:24:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Opened 'Sample Collected?'
is marked as No and
'If no sample was
collected or sample
was not collected
according to
protocol, please
provide reason' is
missing. Please
review and update as
appropriate.
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-24-2021 16:24:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered Answer Auto Query

Feb-24-2021 16:24:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Feb-24-2021 16:24:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
NO

Transcription Error

Feb-22-2021 13:56:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jennifer Riddle
(pfe.riddlj)

Query 2: Reissued:Opened DM: Because sample
was collected outside
the protocol window
of within 4 days after
symptoms resolved,
please provide the
reason in 'If no
sample was collected
or sample was not
collected according
to protocol, please
provide reason' field.

Feb-22-2021 10:14:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 2: Answered CORRECT AS
CHARTED;
SUBJECT
AVAILABILITY.

Feb-22-2021 07:30:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe.nairr29)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Feb-21-2021 23:17:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gajanan
Deshmukh
(pfe.deshmg08)

Query 2: Reissued:Opened DM:Date of
Collection is more
than 4 days after
Date of Last
Symptom Resolved
on the SOD form in
the same visit. Thus,
please review and
update the reason for
delay in If no sample
was collected or
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

sample was not
collected according
... field or clarify

Feb-19-2021 14:33:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 2: Answered Original value is
correct

Feb-19-2021 14:32:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened Date of Collection is
more than 4 days
after Date of Last
Symptom Resolved
on the Signs and
Symptoms form in
the same visit. Please
review and update as
appropriate.

Feb-19-2021 14:32:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Feb-19-2021 14:32:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection:

Feb/8/2021

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Mar-09-2021 16:17:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

Mar-03-2021 16:00:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: New Information

Feb-24-2021 16:24:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
SAMPLE COLLECTED ON SI
TE.

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Mar-02-2021 09:26:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Mar-02-2021 09:25:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Transcription Error

Feb-19-2021 14:32:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Mar-02-2021 09:26:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Mar-02-2021 09:25:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Transcription Error

Feb-19-2021 14:32:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-03-2021
11:22:21
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Steven Finelli
(pfe.finels)

Query
1: Clo
sed

data updated for
erroneous visit

Mar-03-2021
08:10:23
(UTC-05:00)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query
1: An
swere

VISIT ENTERED IN
ERROR. CRF PAGES
UPDATED.
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time
(US &
Canada)

d

Mar-03-2021
02:52:21
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW7580391;Sample
Collected is not
expected to be
Unknown or Not
Applicable. Please
review and update
appropriately or clarify

Mar-02-2021
09:26:21
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry
:
Not A
pplica
ble

Initial Entry

Mar-02-2021
09:25:36
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry
:

Transcription Error

Feb-19-2021
14:32:40
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data
Entry
:
NO

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Mar-02-2021 09:26:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

Mar-02-2021 09:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry: Transcription Error

Feb-19-2021 14:32:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Subject self collect swab

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Feb-19-2021 14:34:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practitioner: SPECIA

LIST

Occurrence of Visits
or Contacts:

NO

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

Feb-19-2021 14:34:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
SPECIALIST

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-19-2021 14:34:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

1.b

Date Location User Value Reason

Feb-19-2021 14:34:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practiti
oner:

EMERGENCY
ROOM

Occurrence of
Visits or Conta
cts:

YES
Number of Vis
its or Contacts
:

1

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Feb-19-2021 14:34:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
EMERGENCY ROOM

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-19-2021 14:34:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Number of Visits or Contacts:

1

Initial Entry

1.c

Date Location User Value Reason

Feb-19-2021 14:34:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practiti
oner:

PRIMARY CA
RE PHYSICIA
N

Occurrence of
Visits or Conta
cts:

NO

Initial Entry

1.c Physician or Healthcare Professional:

Date Location User Value Reason

Feb-19-2021 14:34:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
PRIMARY CARE PHYSICIAN

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-19-2021 14:34:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

1.d
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Feb-19-2021 14:34:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practitioner
:

URGENT
CARE

Occurrence of Visits
or Contacts:

NO

Initial Entry

1.d Physician or Healthcare Professional:

Date Location User Value Reason

Feb-19-2021 14:34:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
URGENT CARE

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-19-2021 14:34:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

1.e

Date Location User Value Reason

Feb-19-2021 14:34:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practiti
oner:

TELEPHONE
CONSULTATI
ON

Occurrence of
Visits or Conta
cts:

NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.e Physician or Healthcare Professional:

Date Location User Value Reason

Feb-19-2021 14:34:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
TELEPHONE CONSULTATION

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-19-2021 14:34:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

1.f

Date Location User Value Reason

Feb-19-2021 14:34:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practitioner: OTH

ER

Occurrence of Visits or
Contacts:

NO

Initial Entry

1.f Physician or Healthcare Professional:

Date Location User Value Reason

Feb-19-2021 14:34:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
OTHER

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-19-2021 14:34:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

3. Has the subject been hospitalized due to potential COVID-19 illness?

Date Location User Value Reason

Feb-19-2021 14:34:12
(UTC-05:00) Eastern

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada)
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. What is the treatment Identifier?

Date Location User Value Reason

Feb-19-2021 14:34:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Concomitant Non-drug Treatment Pre-specified:

Date Location User Value Reason

Feb-19-2021 14:34:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. Treatment:

Date Location User Value Reason

Feb-19-2021 14:34:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

4. Treatment:

Date Location User Value Reason

Feb-19-2021 14:34:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

5. Start Date:

Date Location User Value Reason

Feb-19-2021 14:34:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6. Ongoing?

Date Location User Value Reason

Feb-19-2021 14:34:28 ACV0PFEINFP6000  Scott Salmon Data Entry: Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.ssalmon) Not Applicable
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Feb-19-2021 14:34:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
POTENTIAL COVID-19 ILLNES
S

Initial Entry

2. Was a diagnosis obtained for Potential COVID-19 Illness?

Date Location User Value Reason

Feb-19-2021 14:34:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

3. Toxicity Grade:

Date Location User Value Reason

Feb-19-2021 14:34:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
3

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Feb-19-2021 14:35:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Subcategory of Clinical Event:

Date Location User Value Reason

Feb-19-2021 14:35:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. Was a diagnosis obtained?

Date Location User Value Reason

Feb-19-2021 14:35:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

4. Toxicity Grade:

Date Location User Value Reason

Feb-19-2021 14:35:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

3. Collection Date:

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.a

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Do
ne

Test:: Not Do
ne

Result:: Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

5.a Sponsor ID:

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.a Test:

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.a Result:

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.a Not Done:

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.a LNMT

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Do
ne

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b Sponsor ID:

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.b Test:

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.b Result:

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.b Not Done:

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.b LNMT

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.c

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sponsor ID:

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.c Test:

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.c Result:

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.c Not Done:

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.c LNMT

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.d

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sponsor ID:

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.d Test:

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.d Result:

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.d Not Done:

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.d LNMT

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.e

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.e Sponsor ID:

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.e Test:

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.e Result:

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.e Not Done:

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.e LNMT

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.f

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor ID:

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.f Test:

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.f Result:

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.f Not Done:

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.f LNMT

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.g

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.g Sponsor ID:

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.g Test:

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.g Result:

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.g Not Done:

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.g LNMT

Date Location User Value Reason

Feb-19-2021 14:36:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

3. Collection Date:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.a

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Do
ne

Test:: Not Do
ne

Result:: Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

5.a Sponsor ID:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.a Test:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.a Result:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.a Not Done:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.a LNMT

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Do
ne

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne

Initial Entry

09
01

77
e1

96
ae

2f
62

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0140345



Page 484 of 629

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b Sponsor ID:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.b Test:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.b Result:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.b Not Done:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.b LNMT

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.c

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sponsor ID:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.c Test:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.c Result:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.c Not Done:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.c LNMT

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.d

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sponsor ID:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.d Test:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.d Result:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.d Not Done:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.d LNMT

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.e

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.e Sponsor ID:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.e Test:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.e Result:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.e Not Done:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.e LNMT

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.f

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor ID:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.f Test:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.f Result:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.f Not Done:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.f LNMT

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.g

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.g Sponsor ID:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.g Test:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.g Result:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.g Not Done:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.g LNMT

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.h

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.h Sponsor ID:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.h Test:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.h Result:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.h Not Done:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.h LNMT

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.i

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Do
ne

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

5.i Sponsor ID:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.i Test:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.i Result:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.i Not Done:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.i LNMT

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.j

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sponsor-Defined Ident Not Do

Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

ifier: ne

Test:: Not Do
ne

Result:: Not Do
ne

Not Done:: Not Do
ne

Lab Normal Range: Not Do
ne
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Page 500 of 629

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.j Sponsor ID:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.j Test:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.j Result:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.j Not Done:

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

5.j LNMT

Date Location User Value Reason

Feb-19-2021 14:36:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry
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Page 501 of 629

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Feb-19-2021 14:37:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

2.a

Date Location User Value Reason

Feb-19-2021 14:37:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Record Identifier:: Not D

one

Systolic:: Not D
one

Diastolic:: Not D
one

Respiratory Rate in resp
irations/minute:

Not D
one

Heart Rate in beats/min
ute:

Not D
one

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-19-2021 14:37:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

2.a Systolic:

Date Location User Value Reason

Feb-19-2021 14:37:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

2.a Diastolic:

Date Location User Value Reason09
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Page 502 of 629

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-19-2021 14:37:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Feb-19-2021 14:37:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Feb-19-2021 14:37:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry
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Page 503 of 629

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail
History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Feb-19-2021 14:37:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

2.a

Date Location User Value Reason

Feb-19-2021 14:37:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Record Identifier:: Not Done

Oxygen Saturation: Not Done

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-19-2021 14:37:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Feb-19-2021 14:37:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Done

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: OXYGENATION PARAMETERS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Time of Assessment:

Date Location User Value Reason

Feb-19-2021 14:37:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Arterial Blood Gases PaO2 (mmHg):

Date Location User Value Reason

Feb-19-2021 14:37:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. FiO2 (Fraction of Inhaled Oxygen):

Date Location User Value Reason

Feb-19-2021 14:37:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF
Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Feb-19-2021 14:38:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Category:

Date Location User Value Reason

Feb-19-2021 14:38:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Feb-19-2021 14:38:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown, enter
the full trade or proprietary name. Include clarifying information in the Medication text (e.g., Ingredient(s), route, use,
formulation).

Date Location User Value Reason

Feb-19-2021 14:38:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

5. Start Date:

Date Location User Value Reason

Feb-19-2021 14:38:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6. Ongoing?
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF
Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Feb-19-2021 14:38:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Feb/08/2021

Form: IMAGING - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Feb-19-2021 14:38:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Feb-19-2021 14:38:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Feb-19-2021 14:38:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

4. Assessment:

Date Location User Value Reason

Feb-19-2021 14:38:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-10-2021 10:36:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Elizabeth
Chatburn
(pfe.chatbe)

Query 3: Closed covid test page
updated

Mar-09-2021 15:41:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 3: Answered DATA UPDATED.
NO RECORD OF
COVID ILLNESS
TEST IN
RECORDS
RECIEVED PER
CRC.

Mar-08-2021 02:09:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Sonal K
(pfe ks66)

Query 3: Reissued:Opened DM: Thank you for
the response,
however the
‘Microbiology
Specimen form' is
not updated yet,
kindly confirm the
test results are
available to update.

Mar-05-2021 10:02:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Elizabeth
Chatburn
(pfe.chatbe)

Query 3: Reissued:Candidate site is awaiting
results for covid test

Mar-04-2021 10:00:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 3: Answered PENDING
RECEIPT OF
RECORDS.

Mar-04-2021 09:54:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rajashekhar
Reddy
(pfe reddyr51)

Query 3: Opened DM: Kindly review
and complete
‘Microbiology
Specimen form' at
this visit. Thank
you.

Mar-03-2021 08:22:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Mar-03-2021 08:20:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto Query

Mar-03-2021 08:17:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate Date of Visit is
completed but Date
of Assessment in the
Signs and
Symptoms form is
missing. Please
review and update
as appropriate.

Mar-03-2021 08:17:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate Date of Visit is
completed but Date
of Collection in both
Nasal Swab Self and
Nasal Swab are
missing. Please
review and update
as appropriate.

Mar-03-2021 08:17:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/26/2021

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Mar-03-2021 08:17:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
COVID_B

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 20-Feb-2021 02:17 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Mar-03-2021 08:20:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/26/2021

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Mar-03-2021 08:20:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/30/2021

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

Mar-03-2021 08:20:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Date of Last Symptom Resolved
:

Feb/26/2021

Initial Entry

4.a

Date Location User Value Reason

Mar-03-2021 08:20:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: FEVER

Symptom Present: NO

Initial Entry

4.a Symptoms:

Date Location User Value Reason

Mar-03-2021 08:20:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
FEVER

Initial Entry

4.a Was symptom present?
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 20-Feb-2021 02:17 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Mar-03-2021 08:20:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

4.b

Date Location User Value Reason

Mar-03-2021 08:20:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: NEW OR INCREA

SED COUGH

Symptom
Present:

YES

Initial Entry

4.b Symptoms:

Date Location User Value Reason

Mar-03-2021 08:20:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEW OR INCREASED COUGH

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Mar-03-2021 08:20:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry

4.c

Date Location User Value Reason

Mar-03-2021 08:20:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sympto
ms:

NEW OR INCREASE
D SHORTNESS OF B
REATH

Sympto
m Prese
nt:

YES

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 20-Feb-2021 02:17 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.c Symptoms:

Date Location User Value Reason

Mar-03-2021 08:20:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEW OR INCREASED SHORT
NESS OF BREATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Mar-03-2021 08:20:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry

4.d

Date Location User Value Reason

Mar-03-2021 08:20:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: CHILLS

Symptom Present: NO

Initial Entry

4.d Symptoms:

Date Location User Value Reason

Mar-03-2021 08:20:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Mar-03-2021 08:20:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

4.e

Date Location User Value Reason

Mar-03-2021 08:20:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom
s:

NEW OR INCREAS
ED MUSCLE PAIN

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 20-Feb-2021 02:17 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Symptom
Present:

NO

4.e Symptoms:

Date Location User Value Reason

Mar-03-2021 08:20:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEW OR INCREASED MUSCL
E PAIN

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Mar-03-2021 08:20:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

4.f

Date Location User Value Reason

Mar-03-2021 08:20:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms
:

NEW LOSS OF TA
STE OR SMELL

Symptom
Present:

NO

Initial Entry

4.f Symptoms:

Date Location User Value Reason

Mar-03-2021 08:20:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEW LOSS OF TASTE OR SME
LL

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Mar-03-2021 08:20:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 20-Feb-2021 02:17 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Mar-03-2021 08:20:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptom
s:

NEW OR INCREAS
ED SORE THROAT

Symptom
Present:

NO

Initial Entry

4.g Symptoms:

Date Location User Value Reason

Mar-03-2021 08:20:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NEW OR INCREASED SORE T
HROAT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Mar-03-2021 08:20:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

4.h

Date Location User Value Reason

Mar-03-2021 08:20:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: DIARRHEA

Symptom Present: YES

Initial Entry

4.h Symptoms:

Date Location User Value Reason

Mar-03-2021 08:20:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Mar-03-2021 08:20:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 20-Feb-2021 02:17 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.i

Date Location User Value Reason

Mar-03-2021 08:20:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms: VOMITING

Symptom Present: NO

Initial Entry

4.i Symptoms:

Date Location User Value Reason

Mar-03-2021 08:20:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Mar-03-2021 08:20:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

5.a

Date Location User Value Reason

Mar-03-2021 08:21:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Symptoms - Other: FATIGUE

Initial Entry

5.a Symptoms - Other Text:

Date Location User Value Reason

Mar-03-2021 08:21:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
FATIGUE

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Mar-09-2021 15:41:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Mar-09-2021 15:41:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Mar-09-2021 15:41:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

4. Assay Code and Description:

Date Location User Value Reason

Mar-09-2021 15:41:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

5. Device Type:

Date Location User Value Reason

Mar-09-2021 15:41:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

6. Trade Name:

Date Location User Value Reason

Mar-09-2021 15:41:13 ACV0PFEINFP6000  Matthew Data Entry: Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00) Eastern
Time (US & Canada)

Stephens
(pfe mstephens)

Not Applicable

7. Test Result:

Date Location User Value Reason

Mar-09-2021 15:41:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

8. Comments/Findings/Details:

Date Location User Value Reason

Mar-09-2021 15:41:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

9. Trade Name Other, Specify:

Date Location User Value Reason

Mar-09-2021 15:41:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Not Applicable

Initial Entry

09
01

77
e1

96
ae

2f
62

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0140379



Page 518 of 629

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Mar-03-2021 08:21:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Mar-03-2021 08:21:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-03-2021 08:21:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Mar-03-2021 08:21:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
COLLECTED AT SITE VISIT

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Mar-03-2021 08:22:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Mar-03-2021 08:22:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-11-2021 04:14:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Closed Response satisfies
query

Mar-10-2021 15:24:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Answer Auto Query

Mar-10-2021 02:30:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Sonal K
(pfe ks66)

Query 1: Reissued:Opened 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Mar-08-2021 10:06:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Elizabeth
Chatburn
(pfe.chatbe)

Query 1: Reissued:Candidate barcodes pending

Mar-05-2021 13:47:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answered CRC SUBMITTED
DOCUMENTATION
5/MAR/2021.

Mar-03-2021 11:24:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query 1: Opened 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

correct as appropriate.

Mar-03-2021 08:22:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Mar-03-2021 08:22:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection:

Feb/26/2021

Initial Entry

5.a

Date Location User Value Reason

Mar-10-2021 15:24:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Sample ID: BR64JC

Initial Entry

5.a Sample ID

Date Location User Value Reason

Mar-10-2021 15:24:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
BR64JC

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:19 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Mar-03-2021 08:23:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practitioner: SPECIA

LIST

Occurrence of Visits
or Contacts:

NO

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

Mar-03-2021 08:23:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
SPECIALIST

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

Mar-03-2021 08:23:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

1.b

Date Location User Value Reason

Mar-03-2021 08:23:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practiti
oner:

EMERGENCY
ROOM

Occurrence of
Visits or Conta
cts:

YES
Number of Vis
its or Contacts
:

2

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:19 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Mar-03-2021 08:23:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
EMERGENCY ROOM

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Mar-03-2021 08:23:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Number of Visits or Contacts:

2

Initial Entry

1.c

Date Location User Value Reason

Mar-03-2021 08:23:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practiti
oner:

PRIMARY CA
RE PHYSICIA
N

Occurrence of
Visits or Conta
cts:

NO

Initial Entry

1.c Physician or Healthcare Professional:

Date Location User Value Reason

Mar-03-2021 08:23:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
PRIMARY CARE PHYSICIAN

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Mar-03-2021 08:23:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

1.d
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:19 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Mar-03-2021 08:23:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practitioner
:

URGENT
CARE

Occurrence of Visits
or Contacts:

NO

Initial Entry

1.d Physician or Healthcare Professional:

Date Location User Value Reason

Mar-03-2021 08:23:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
URGENT CARE

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Mar-03-2021 08:23:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

1.e

Date Location User Value Reason

Mar-03-2021 08:23:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practiti
oner:

TELEPHONE
CONSULTATI
ON

Occurrence of
Visits or Conta
cts:

NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:19 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.e Physician or Healthcare Professional:

Date Location User Value Reason

Mar-03-2021 08:23:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
TELEPHONE CONSULTATION

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Mar-03-2021 08:23:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

1.f

Date Location User Value Reason

Mar-03-2021 08:23:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Type of Practitioner: OTH

ER

Occurrence of Visits or
Contacts:

NO

Initial Entry

1.f Physician or Healthcare Professional:

Date Location User Value Reason

Mar-03-2021 08:23:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
OTHER

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Mar-03-2021 08:23:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

3. Has the subject been hospitalized due to potential COVID-19 illness?

Date Location User Value Reason

Mar-03-2021 08:23:04
(UTC-05:00) Eastern

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:19 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada)
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. What is the treatment Identifier?

Date Location User Value Reason

Mar-03-2021 08:23:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Concomitant Non-drug Treatment Pre-specified:

Date Location User Value Reason

Mar-03-2021 08:23:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. Treatment:

Date Location User Value Reason

Mar-03-2021 08:23:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

4. Treatment:

Date Location User Value Reason

Mar-03-2021 08:23:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

5. Start Date:

Date Location User Value Reason

Mar-03-2021 08:23:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6. Ongoing?

Date Location User Value Reason

Mar-03-2021 08:23:35 ACV0PFEINFP6000  Scott Salmon Data Entry: Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.ssalmon) Not Applicable
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Mar-03-2021 08:25:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
POTENTIAL COVID-19 ILLNES
S

Initial Entry

2. Was a diagnosis obtained for Potential COVID-19 Illness?

Date Location User Value Reason

Mar-10-2021 09:22:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Vrunda Parikh
(pfe.parikv06)

Query 1: Closed Response satisfies
query

Mar-09-2021 15:40:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Mar-09-2021 15:40:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
NO

Transcription Error

Mar-09-2021 10:43:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Vrunda Parikh
(pfe.parikv06)

Query 1: Opened CLINQUERY:
Please clarify
diagnosis of COVID
19? The local
COVID TEST page
does not indicate a
POSITIVE test.

Mar-03-2021 08:25:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Respiratory Illness Diagnosis:

COVID 19

Date of Diagnosis:

Feb/26/2021

Initial Entry

3. Toxicity Grade:

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Mar-03-2021 08:25:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
2

Initial Entry

09
01

77
e1

96
ae

2f
62

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0140391



Page 530 of 629

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Mar-03-2021 08:26:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Subcategory of Clinical Event:

Date Location User Value Reason

Mar-03-2021 08:26:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. Was a diagnosis obtained?

Date Location User Value Reason

Mar-03-2021 08:26:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

4. Toxicity Grade:

Date Location User Value Reason

Mar-03-2021 08:26:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Audit Trail

Form Version: 10-Oct-2020 15:58 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
CLINICAL CHEMISTRY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ORLANDO REGIONAL MEDIC
AL CENTER, 1414 KUHL AVE.
ORLANDO, FL 32806

Initial Entry

3. Collection Date:

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/26/2021

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

329

Test:: C Reactive Prote
in_PX329

Result:: 1.0

Not Done::

Initial Entry

09
01

77
e1

96
ae

2f
62

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0140394
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Lab Normal Ra
nge:

High
9.9

Unit
mg/L

5.a Sponsor ID:

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
329

Initial Entry

5.a Test:

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
C Reactive Protein_PX329

Initial Entry

5.a Result:

Date Location User Value Reason

Mar-08-2021 16:37:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Elizabeth
Chatburn
(pfe.chatbe)

Query 1: Closed range is provided

Mar-08-2021 11:24:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answered Original value is
correct

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is present,
but lab normal
range (Low, high or
Unit) is missing.
Please correct or
confirm.

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1.0

Initial Entry

5.a LNMT

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
High

9.9

Unit
mg/L

Initial Entry

5.b

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

30

Test:: Alanine Aminotra
nsferase_PX30

Result:: 12

Not Done::

Lab Normal R
ange:

Low
7

High
52

Unit
U/L

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b Sponsor ID:

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30

Initial Entry

5.b Test:

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Alanine Aminotransferase_PX30

Initial Entry

5.b Result:

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
12

Initial Entry

5.b LNMT

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

7

High
52

Unit
U/L

Initial Entry

5.c

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

28

Test:: Aspartate Aminotr
ansferase_PX28

Initial Entry

09
01

77
e1

96
ae

2f
62

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0140397
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 15

Not Done::

Lab Normal R
ange:

Low
13

High
39

Unit
U/L
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sponsor ID:

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
28

Initial Entry

5.c Test:

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Aspartate Aminotransferase_PX2
8

Initial Entry

5.c Result:

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
15

Initial Entry

5.c LNMT

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

13

High
39

Unit
U/L

Initial Entry

5.d

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

35

Test:: Alkaline Phosph
atase_PX35

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 70

Not Done::

Lab Normal Ra
nge:

Low
34

High
104

Unit
U/L
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sponsor ID:

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
35

Initial Entry

5.d Test:

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Alkaline Phosphatase_PX35

Initial Entry

5.d Result:

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
70

Initial Entry

5.d LNMT

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

34

High
104

Unit
U/L

Initial Entry

5.e

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

21

Test:: Bilirubin_P
X21

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 0.3

Not Done::

Lab Normal Range: Low
0.3

High
1.0

Unit
mg/dL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.e Sponsor ID:

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
21

Initial Entry

5.e Test:

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Bilirubin_PX21

Initial Entry

5.e Result:

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
0.3

Initial Entry

5.e LNMT

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

0.3

High
1.0

Unit
mg/dL

Initial Entry

5.f

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

47

Test:: Blood Urea Nitr
ogen_PX47

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 17

Not Done::

Lab Normal Ra
nge:

Low
7

High
25

Unit
mg/dL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor ID:

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
47

Initial Entry

5.f Test:

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Blood Urea Nitrogen_PX47

Initial Entry

5.f Result:

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
17

Initial Entry

5.f LNMT

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

7

High
25

Unit
mg/dL

Initial Entry

5.g

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

48

Test:: Creatinine_P
X48

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 1.13

Not Done::

Lab Normal Range: Low
0.60

High
1.20

Unit
mg/dL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 10-Oct-2020 15:58 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.g Sponsor ID:

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
48

Initial Entry

5.g Test:

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Creatinine_PX48

Initial Entry

5.g Result:

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1.13

Initial Entry

5.g LNMT

Date Location User Value Reason

Mar-08-2021 11:23:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

0.60

High
1.20

Unit
mg/dL

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Audit Trail

Form Version: 10-Oct-2020 16:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HEMATOLOGY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ORLANDO REGIONAL MEDIC
AL CENTER, 1414 KUHL AVE.
ORLANDO, FL 32806

Initial Entry

3. Collection Date:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/26/2021

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

1

Test:: Hemoglobin
_PX1

Result:: 11.8

Not Done::

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Lab Normal Range
:

Low
11.4

High
14.7

Unit
g/dL

5.a Sponsor ID:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

5.a Test:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Hemoglobin_PX1

Initial Entry

5.a Result:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
11.8

Initial Entry

5.a LNMT

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

11.4

High
14.7

Unit
g/dL

Initial Entry

09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

2

Test:: Hematocrit_
PX2

Result:: 39.4

Not Done::

Lab Normal Range: Low
34.3

High
45.5

Unit
%

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b Sponsor ID:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

5.b Test:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Hematocrit_PX2

Initial Entry

5.b Result:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
39.4

Initial Entry

5.b LNMT

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

34.3

High
45.5

Unit
%

Initial Entry

5.c

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

3

Test:: Erythrocytes
_PX3

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 4.39

Not Done::

Lab Normal Range
:

Low
3.75

High
5.00

Unit
10^6/cu m
m
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sponsor ID:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

5.c Test:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Erythrocytes_PX3

Initial Entry

5.c Result:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
4.39

Initial Entry

5.c LNMT

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

3.75

High
5.00

Unit
10^6/cu mm

Initial Entry

5.d

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

5

Test:: Platelets_P
X5

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 210

Not Done::

Lab Normal Range: Low
139

High
361

Unit
10^3/uL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sponsor ID:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

5.d Test:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Platelets_PX5

Initial Entry

5.d Result:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
210

Initial Entry

5.d LNMT

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

139

High
361

Unit
10^3/uL

Initial Entry

5.e

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

7

Test:: Leukocytes_
PX7

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 6.1

Not Done::

Lab Normal Range: Low
4.4

High
10.5

Unit
10^3/uL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.e Sponsor ID:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

5.e Test:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Leukocytes_PX7

Initial Entry

5.e Result:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
6.1

Initial Entry

5.e LNMT

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

4.4

High
10.5

Unit
10^3/uL

Initial Entry

5.f

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

608

Test:: Neutrophils_
PX608

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 3.4

Not Done::

Lab Normal Rang
e:

Low
1.5

High
7.5

Unit
10^3/uL

09
01

77
e1

96
ae

2f
62

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0140419



Page 558 of 629

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor ID:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
608

Initial Entry

5.f Test:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Neutrophils_PX608

Initial Entry

5.f Result:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
3.4

Initial Entry

5.f LNMT

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

1.5

High
7.5

Unit
10^3/uL

Initial Entry

5.g

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

609

Test:: Eosinophils_
PX609

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 0.2

Not Done::

Lab Normal Rang
e:

Low
0.0

High
0.5

Unit
10^3/uL
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Page 560 of 629

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.g Sponsor ID:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
609

Initial Entry

5.g Test:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Eosinophils_PX609

Initial Entry

5.g Result:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
0.2

Initial Entry

5.g LNMT

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

0.0

High
0.5

Unit
10^3/uL

Initial Entry

5.h

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

612

Test:: Monocytes_P
X612

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 0.4

Not Done::

Lab Normal Range
:

Low
0.0

High
0.8

Unit
10^3/uL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.h Sponsor ID:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
612

Initial Entry

5.h Test:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Monocytes_PX612

Initial Entry

5.h Result:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
0.4

Initial Entry

5.h LNMT

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

0.0

High
0.8

Unit
10^3/uL

Initial Entry

5.i

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

610

Test:: Basophils_P
X610

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 0.0

Not Done::

Lab Normal Range
:

Low
0.0

High
0.2

Unit
10^3/uL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.i Sponsor ID:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
610

Initial Entry

5.i Test:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Basophils_PX610

Initial Entry

5.i Result:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
0.0

Initial Entry

5.i LNMT

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

0.0

High
0.2

Unit
10^3/uL

Initial Entry

5.j

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

611

Test:: Lymphocytes_
PX611

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 2.1

Not Done::

Lab Normal Rang
e:

Low
1.0

High
4.8

Unit
10^3/uL
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Page 566 of 629

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.j Sponsor ID:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
611

Initial Entry

5.j Test:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Lymphocytes_PX611

Initial Entry

5.j Result:

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
2.1

Initial Entry

5.j LNMT

Date Location User Value Reason

Mar-08-2021 11:30:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Low

1.0

High
4.8

Unit
10^3/uL

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 10-Oct-2020 15:59 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Mar-03-2021 08:26:54
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created

09
01
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e1
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ae

2f
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\F
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Page 568 of 629

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Mar-03-2021 08:26:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/26/2021

Initial Entry

2.a

Date Location User Value Reason

Mar-03-2021 08:26:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Record Identifier:: 1

Systolic:: 12
8

Diastolic:: 82

Respiratory Rate in respira
tions/minute:

17

Heart Rate in beats/minute: 61

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Mar-03-2021 08:26:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Mar-03-2021 08:26:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
128

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Mar-03-2021 08:26:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
82

Initial Entry
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Page 569 of 629

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Mar-03-2021 08:26:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
17

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Mar-03-2021 08:26:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
61

Initial Entry

09
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e1

96
ae

2f
62
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Form Version: 10-Oct-2020 16:04 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Mar-03-2021 08:27:16
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created

09
01

77
e1

96
ae

2f
62

\F
in

al
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 O
n:

 0
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail
History

Form Version: 10-Oct-2020 16:04 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Mar-03-2021 08:27:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/26/2021

Initial Entry

2.a

Date Location User Value Reason

Mar-03-2021 08:27:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Record Identifier:: 1

Oxygen Saturation: 99.0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Mar-03-2021 08:27:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
1

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Mar-03-2021 08:27:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
99.0

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: OXYGENATION PARAMETERS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Time of Assessment:

Date Location User Value Reason

Mar-03-2021 08:27:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Arterial Blood Gases PaO2 (mmHg):

Date Location User Value Reason

Mar-03-2021 08:27:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. FiO2 (Fraction of Inhaled Oxygen):

Date Location User Value Reason

Mar-03-2021 08:27:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF
Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Mar-03-2021 08:27:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Category:

Date Location User Value Reason

Mar-03-2021 08:27:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Mar-03-2021 08:27:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown, enter
the full trade or proprietary name. Include clarifying information in the Medication text (e.g., Ingredient(s), route, use,
formulation).

Date Location User Value Reason

Mar-03-2021 08:27:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

5. Start Date:

Date Location User Value Reason

Mar-03-2021 08:27:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6. Ongoing?
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF
Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Mar-03-2021 08:27:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 2 - Unscheduled Visit
on Feb/26/2021

Form: IMAGING - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Mar-03-2021 08:28:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Mar-03-2021 08:28:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Mar-03-2021 08:28:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

4. Assessment:

Date Location User Value Reason

Mar-03-2021 08:28:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Feb/26/2021

Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-03-2021 11:07:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query 2: Deleted Query is invalid or
does not apply

Mar-03-2021 09:54:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Steven Finelli
(pfe.finels)

Query 1: Closed data updaed

Mar-03-2021 08:13:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answered ERRONEOUS
VISIT.

Mar-03-2021 08:12:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate Erroneous Visit is
marked, but date of
visit is entered.
Please either untick
the erroneous visit
button if visit
occurred, or mark
any forms containing
data within this visit
as Not Done/Not
Applicable at the
form level.

Mar-03-2021 02:09:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rajashekhar
Reddy
(pfe.reddyr51)

Query 1: Opened DM: Kindly review
and complete
‘Immunogenicity
form' at this visit.
Thank you.

Mar-02-2021 14:10:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/26/2021

Initial Entry

2. Erroneous Visit

Date Location User Value Reason

Mar-03-2021 08:12:08 ACV0PFEINFP6000  Scott Salmon Data Entry: Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Feb/26/2021

Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.ssalmon) ERRONEOUS VISIT

3. COVID-19 Illness Visit:

Date Location User Value Reason

Mar-02-2021 14:10:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
COVID_A1

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Feb/26/2021

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Mar-03-2021 08:13:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Sample Type

Date Location User Value Reason

Mar-03-2021 08:13:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-03-2021 08:13:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Mar-03-2021 08:13:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

09
01

77
e1

96
ae

2f
62

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0140440



Page 579 of 629

***Confidential***

 

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-08-2021 16:39:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-08-2021 16:42:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Scott Salmon
(pfe.ssalmon)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Feb-08-2021 16:39:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Feb-08-2021 16:39:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Mar-12-2021 16:06:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Closed Response satisfies
query

Mar-11-2021 10:19:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 3: Answered PER CRC SAFETY
UPDATE WAS
SUBMITTED
WITH CON MEDS.

Mar-10-2021 20:46:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Reissued:Opened Clinical 09Mar21
SAE update
received; however
there are no Con
Meds reported (for
depression, diabetes,
etc). Please submit a
SAE update with the
subject's con meds at
the time the event
occurred (30Jan21)

Mar-09-2021 13:36:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 3: Answered CRC WILL
UPDATE.

Mar-08-2021 08:06:13
(UTC-05:00) Eastern

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Reissued:Opened Clinical - on the
most recent SAE

09
01

77
e1

96
ae

2f
62

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
03

:4
1 

(G
M

T
)

FDA-CBER-2021-5683-0140443



Page 582 of 629

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) update 0n 05Mar21,
no Con meds were
entered in the SAE
Con Meds section.
Please submit
ASAP.

Mar-08-2021 08:05:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Closed Response satisfies
query

Mar-05-2021 13:35:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 2: Answered CRC SUBMITTED
SAE UPDATE
5/MAR/2021.

Mar-05-2021 13:34:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 3: Answered CRC SUBMITTED
SAE UPDATE
5/MAR/2021

Mar-05-2021 00:36:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Sathenapalli
Suguna Srujan
(pfe.srujas)

Query 2: Opened Clinical please
submit the
information on
Medications
administered for the
SAE 'Syncope' as a
SAE safety update
(#2021101810).
Case remains with
safety as Efficacy
Endpoint not met.

Mar-05-2021 00:36:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Sathenapalli
Suguna Srujan
(pfe.srujas)

Query 3: Opened Clinical please
submit the Con
Meds subject was
taking prior to SAE
start, as a SAE
safety update
(#2021101810) in
the Con Meds
section. Case
remains with safety
as Efficacy Endpoint
not met.

Mar-04-2021 11:09:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Candidate Clinical please
submit the Con
Meds subject was
taking prior to SAE
start, as a SAE
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

safety update
(#2021101810) in
the Con Meds
section. Case
remains with safety
as Efficacy Endpoint
not met.

Mar-04-2021 11:05:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Candidate Clinical please
submit the
information on
Medications
administered for the
SAE 'Syncope' as a
SAE safety update
(#2021101810).
Case remains with
safety as Efficacy
Endpoint not met.

Feb-10-2021 14:58:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Closed 1st 2 vaccinations
reported to SAE

Feb-10-2021 14:56:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Opened Clinical Please
submit a SAE
(#2021101810)
safety update
reporting the first 2
study vaccinations in
Oct & Nov 2020

Feb-08-2021 16:39:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
SYNCOPAL EPISODE

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Feb-08-2021 16:39:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/30/2021 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason09
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete
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Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Mar-02-2021 22:08:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Closed Query closed; will
follow for requested
end date
information.

Mar-01-2021 13:19:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 2: Answered CRC WILL
UPDATE
ACCORDING TO
QUERY.

Feb-24-2021 12:44:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Opened Clinical Please
submit the Syncope
SAE End date of
01Feb21 in a SAE
update

Feb-24-2021 12:42:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Closed Response satisfies
query

Feb-22-2021 10:11:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answered PENDING
UPDATED SAE
PER CRC.

Feb-15-2021 17:35:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Reissued:Opened Clinical - if the end
date is uncertain, it
should not be
reported in either
location. To
harmonize AE and
SAE reports for end
date, either remove
end date from AE
CRF or report
01Feb21 to SAE
(which can be
updated later).

Feb-11-2021 16:15:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answered AWAITING
RECORDS PER
CRC

Feb-10-2021 15:03:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Opened Clinical SAE end
date is 01Feb21;
however, SAE
(2021101810) has
no end date. Please
confirm syncope
event lasted 2 days;
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harmonize reporting
and update as
applicable in AE
and SAE

Feb-08-2021 16:39:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

End Date Time:

Feb/1/2021 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Feb-08-2021 16:39:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
3

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Feb-15-2021 17:35:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Closed Query closed; will
follow for requested
COVID test
information.

Feb-11-2021 16:15:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 2: Answered AWAITING
RECORDS PER
CRC

Feb-10-2021 15:00:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Opened Clinical COVID test
status (yes/no)
during Hosp was not
reported in the SAE.
Please submit a
follow-up SAE form
[#2021101810] to
document if COVID
testing was
performed (YES/NO
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or info not available)
and if yes, the date
and results.

Feb-09-2021 12:30:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Feb-08-2021 16:39:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE SYNCOPAL
EPISODE:
Response to "Is the
adverse event
serious?" is 'Yes' but
"Serious Adverse
Event Number" is
blank.

Feb-08-2021 16:39:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Is this serious event associated
with congenital anomaly or bir
th defect?

NO

Did this serious event result in
death?

NO

Did this serious event require
or prolong hospitalization?

YES

Did this serious event result in
persistent or significant disabil
ity/incapacity?

NO

Is this serious event life threate
ning?

NO

Other medically important seri
ous event

Initial Entry
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NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Feb-08-2021 16:39:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Feb-24-2021 12:44:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response satisfies
query

Feb-17-2021 16:27:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed
Information

Feb-17-2021 16:27:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT RELATED

If Not Related to study treatme
nt(s), this event is due to:

OTHER

If Other, specify:

UNKNOWN

Changed
Information

Feb-17-2021 10:46:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened Clinical Other
reason (non-study
drug) for event
Syncope cannot be
itself [ie Syncope
causing Syncope].
Please review all
Hx and ongoing
issues for subject
and update 'Other'
reason with an
issue, or Unknown09
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Feb-08-2021 16:39:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT RELATED

If Not Related to study treatme
nt(s), this event is due to:

OTHER

If Other, specify:

SYNCOPAL EPISODE

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Feb-08-2021 16:39:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Mar-12-2021 13:48:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Closed Response satisfies
query

Mar-12-2021 07:53:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 1: Answered PER CRC
WAITING ON
MEDICAL
RECORDS.

Mar-11-2021 17:46:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Reissued:Opened Clinical - this
answer 'YES' refers
to medical treatment
of the SAE
(Syncope); no
information was
reported for med
treatment of
Syncope. If no
Medication(s0
administered for
SAE, please revise
answer to 'NO'

Mar-11-2021 10:18:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 1: Answered PER CRC, SAFETY
UPDATE WAS
SUBMITTED
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WITH CON MEDS.

Mar-10-2021 20:48:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Reissued:Opened Clinical 09Mar21
SAE update
received; however,
there was no report
of the Medication
(specified here as
YES) given for the
event of Syncope.
Please submit a SAE
update with the
treatment for
Syncope; if there
was NO medication
then change answer
to NO

Mar-09-2021 14:16:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 1: Answered PER CRC, SAE
SAFETY
UPDATED WAS
SUBMITTED
TODAY 03/09/2021

Mar-09-2021 01:08:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Reissued:Opened CLINICAL - Thank
you; however
05Mar21 SAE
update did NOT list
any medications in
the SAE con med
section. Please
submit Con Meds
ASAP.

Mar-05-2021 13:35:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answered CRC SUBMITTED
SAE SAFETY
UPDATE
5/MAR/2021.

Mar-05-2021 00:49:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Sathenapalli
Suguna Srujan
(pfe.srujas)

Query 1: Opened Clinical please
submit the Con
Meds subject was
taking prior to SAE
start, as a SAE
safety update
(#2021101810) in
the Con Meds
section. Case
remains with safety
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as Efficacy Endpoint
not met.
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Back to Form

11. Was a Concomitant Medication given?

Date Location User Value Reason

Mar-04-2021 11:08:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Candidate Clinical please
submit the Con
Meds subject was
taking prior to SAE
start, as a SAE
safety update
(#2021101810) in
the Con Meds
section. Case
remains with safety
as Efficacy Endpoint
not met.

Feb-08-2021 16:39:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Feb-08-2021 16:39:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Mar-02-2021
04:12:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 4: Closed Response satisfies query

Mar-01-2021
15:26:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Query 4: Answered CRC WILL UPDATE
ACCORDINGLY WITH SAFETY
FOLLOW UP

Feb-26-2021
00:54:23

ACV0PFEINFP6000  Ricell Ann
Piojo

Query 4: Opened SAE
RECON:AER#2021101810,outcome
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(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.quitor) was reported as
RECOVERING/RESOLVING to
Safety DB however, recorded as
RECOVERED/RESOLVED on AE
CRF. Please confirm correct
outcome. If safety update is
required, please submit a follow-up
form.

Feb-16-2021
13:18:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Closed Close Auto Query

Feb-16-2021
13:18:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
RECOVERED/RES
OLVED

Transcription Error

Feb-16-2021
02:04:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 2: Closed Response satisfies query

Feb-15-2021
15:09:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Opened For AE SYNCOPAL EPISODE:
Response to "What was the outcome
of this adverse event?" is
'Recovering/Resolving' but AE End
Date/Time is present.

Feb-15-2021
15:09:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered Transcription Error

Feb-15-2021
15:09:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
RECOVERING/RE
SOLVING

Transcription Error

Feb-15-2021
10:27:06
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Gladys Noi
(pfe.noig)

Query 2: Opened SAE RECON: AER 2021101810
has outcome updated to
"RECOVERING/RESOLVING" in
SDB. Please review and update
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& Canada) accordingly or clarify.

Feb-11-2021
13:09:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Gladys Noi
(pfe.noig)

Query 1: Closed Response satisfies query

Feb-11-2021
10:41:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answered Original value is correct

Feb-09-2021
12:34:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Pamela Benne
prod
(pfe.bennep07)

Query 1: Opened SAE RECON: AER 2021101810
has reported outcome of
"RECOVERED/RESOLVED" in
SDB. Please review and update
accordingly or clarify.

Feb-08-2021
16:39:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
RECOVERED/RES
OLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Feb-08-2021 16:39:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Feb-09-2021 12:30:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Pamela Benne
prod
(pfe.bennep07)

Data Entry:
2021101810

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Feb-08-2021 16:42:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Feb-08-2021 16:42:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Mar-11-2021 17:54:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 4: Closed Response satisfies
query

Mar-09-2021 13:41:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 4: Answered CRC SUBMITTED
UPDATE TODAY
03/09/2021

Mar-08-2021 08:13:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Closed requery

Mar-08-2021 08:13:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 4: Opened Clinical - thank you;
however most recent
SAE report on
05Mar21 did not
report Con meds in
SAE Con Meds
section. Please
submit the Con
Meds update ASAP

Mar-05-2021 22:48:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Closed Response satisfies
query
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Mar-05-2021 13:36:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 3: Answered CRC SUBMITTED
SAE REPORT
5/MAR/2021.

Mar-05-2021 00:48:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Sathenapalli
Suguna Srujan
(pfe.srujas)

Query 3: Opened Clinical Please
submit the subject's
Con Meds prior to
SAE start in SAE
report Con Meds
section. Case
remains with safety,
as Efficacy Endpoint
not met.

Mar-04-2021 16:06:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 2: Answered CRC WILL
UPDATE SAE
REPORT.

Mar-04-2021 11:11:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Candidate Clinical Please
submit the subject's
Con Meds prior to
SAE start in SAE
report Con Meds
section. Case
remains with safety,
as Efficacy Endpoint
not met.

Mar-04-2021 10:47:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Opened Clinical Please
submit the subject's
Con Meds prior to
SAE start in SAE
report Con Meds
section. Case
remains with safety,
as Efficacy Endpoint
not met.

Feb-25-2021 11:00:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Closed Response satisfies
query

Feb-22-2021 10:12:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answered PENDING
UPDATED SAEs
PER CRC.

Feb-15-2021 10:01:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Reissued:Opened Clin: Please start to
enter the available
data on the potential
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COVID-19 Illness
Visit CRF forms

Feb-11-2021 16:16:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answered AWAITING
RECORDS PER
CRC

Feb-09-2021 16:09:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Opened Clin: Per Prot Sect
8.13., COVID-19
PNEUMONIA
should trigger a
potential COVID-19
Illness Visit and
captured on the
appropriate potential
COVID-19 Illness
Visit CRF forms and
a NASAL SWAB
COLLECTED
ASAP

Feb-08-2021 16:42:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
COVID-19 PNEUMONIA

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Feb-08-2021 16:42:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Feb/2/2021 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-02-2021 22:09:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Closed Query closed; will
follow for requested
End Date
information.

Mar-01-2021 10:07:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 1: Answered CRC WILL SEND
UPDATE.

Feb-24-2021 12:47:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Reissued:Opened Clinical Please
submit the SAE end
date of 06Feb21 in a
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SAE update

Feb-22-2021 10:13:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answered PENDING
UPDATED SAEs
PER CRC.

Feb-15-2021 17:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Reissued:Opened Clinical - if the end
date is uncertain, it
should not be
reported in either
location. To
harmonize AE and
SAE reports for end
date, either remove
end date from AE
CRF or report
06Feb21 to SAE
(which can be
updated later).

Feb-11-2021 16:17:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answered AWAITING
RECORDS PER
CRC

Feb-10-2021 15:05:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 1: Opened Clinical SAE end
date is 06Feb21;
however, SAE
(#2021132689) has
no end date. Please
submit a SAE safety
update reporting the
event end date, at
the event STOP
date/time

Feb-08-2021 16:42:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

End Date Time:

Feb/6/2021 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Feb-08-2021 16:42:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
3

Initial Entry
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7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Mar-08-2021 08:11:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 3: Closed SAE report states
relevant tests are
Unknown which is
c/w Covid Illness
visit CRFs (no
COVID test)

Mar-05-2021 13:38:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 3: Answered CRC SUBMITTED
DATA 5/MAR/2021.

Mar-05-2021 00:48:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Sathenapalli
Suguna Srujan
(pfe.srujas)

Query 3: Opened Clinical SAE report
for pneumonia from
COVID-19 needs to
document a positive
COVID test in order
to support this
diagnosis. Please
confirm from subject
that a positive test
was reported (submit
this to SAE) & try to
obtain records prior
to study data lock

Mar-04-2021 10:51:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 3: Candidate Clinical SAE report
for pneumonia from
COVID-19 needs to
document a positive
COVID test in order
to support this
diagnosis. Please
confirm from subject
that a positive test
was reported (submit
this to SAE) & try to
obtain records prior
to study data lock
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Feb-15-2021 17:39:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Closed Query closed; will
follow for requested
COVID test
information.

Feb-11-2021 16:18:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 2: Answered AWATING
RECORDS PER
CRC

Feb-10-2021 20:22:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Feb-10-2021 15:07:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Opened Clinical COVID test
status (yes/no)
during Hosp was not
reported in the SAE.
Please submit a
follow-up SAE form
[#2021132689] to
document if COVID
testing was
performed (YES/NO
or info not available)
and if yes, the date
and results.

Feb-08-2021 16:42:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE COVID-19
PNEUMONIA:
Response to "Is the
adverse event
serious?" is 'Yes' but
"Serious Adverse
Event Number" is
blank.

Feb-08-2021 16:42:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Is this serious event associated
with congenital anomaly or bir
th defect?

NO

Did this serious event result in
death?

NO

Initial Entry
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Did this serious event require
or prolong hospitalization?

YES

Did this serious event result in
persistent or significant disabil
ity/incapacity?

NO

Is this serious event life threat
ening?

NO

Other medically important seri
ous event

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Feb-08-2021 16:42:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Mar-02-2021 22:09:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response satisfies
query

Feb-18-2021 11:44:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed
Information

Feb-18-2021 11:44:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT RELATED

If Not Related to study treatme
nt(s), this event is due to:

Changed
Information
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OTHER

If Other, specify:

UNKNOWN

Feb-17-2021 10:47:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened Clinical Other
reason (non-study
drug) for COVID
pneumonia cannot
be itself (COVID
pneumonia). Please
review current
infections that have
led to COVID
Pneumonia and
update 'other'
reason, or record
UNKNOWN

Feb-08-2021 16:42:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT RELATED

If Not Related to study treatme
nt(s), this event is due to:

OTHER

If Other, specify:

COVID-19 PNEUMONIA

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Feb-08-2021 16:42:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Mar-12-2021 16:09:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Reissued:Opened Clinical - on
09Mar21 we
received a SAE
update for Syncope
(#2021101810);
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however, no update
was received for
COVID Pneumonia
(#2021132689).
Please submit a SAE
followup for COVID
on treatment (O2,
Remdesivir, steroids,
other)

Mar-09-2021 13:47:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 2: Answered CRC SENT SAE
UPDATE TODAY
03/09/2021

Mar-08-2021 08:15:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Reissued:Opened Clinical - Thank
you; however, most
recent SAE report on
05Mar21 did NOT
report any treatment
for event
Pneumonia. Please
submit meds for
pneumonia (per
Subject report or
Med records) to
SAE. If NO meds
for pneumonia,
change the answer
here to NO

Mar-04-2021 16:42:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 2: Answered CRC WILL SEND
SAE SAFETY
UPDATE.

Mar-04-2021 10:46:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Opened Clinical please
submit the
information on
Medications
administered for the
SAE 'COVID
pneumonia' as a
SAE safety update
(#2021132689).
Case remains with
safety as Efficacy
Endpoint not met.
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Back to Form

11. Was a Concomitant Medication given?

Date Location User Value Reason

Feb-16-2021 16:51:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Query closed; will
follow for requested
COVID medications
information.

Feb-11-2021 16:19:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answered AWAITING
RECORDS PER
CRC

Feb-10-2021 15:08:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened Clinical please
submit the
information on
Medications
administered for the
SAE 'COVID
pneumonia' as a
SAE safety update
(#2021132689)

Feb-08-2021 16:42:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Feb-08-2021 16:42:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Feb-08-2021 16:42:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?
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Feb-08-2021 16:42:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Feb-10-2021 20:22:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2021132689

Initial Entry
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*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Nov-12-2020 16:27:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Matthew
Stephens
(pfe mstephens)

Form Deleted Transcription
Error

Nov-12-2020 16:25:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Matthew
Stephens
(pfe mstephens)

Form Created
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*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Nov-12-2020 16:27:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Transcription Error

Nov-12-2020 16:25:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

2. Category:

Date Location User Value Reason

Nov-12-2020 16:27:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Transcription Error

Nov-12-2020 16:25:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATIONS

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Nov-12-2020 16:27:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Transcription Error

Nov-12-2020 16:25:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NO

Initial Entry

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown, enter
the full trade or proprietary name. Include clarifying information in the Medication text (e.g., Ingredient(s), route, use,
formulation).

Date Location User Value Reason

Nov-12-2020 16:27:11 ACV0PFEINFP6000  Matthew Data Entry: Transcription Error
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*** THIS REPEATING FORM HAS BEEN DELETED ***

(UTC-05:00) Eastern
Time (US & Canada)

Stephens
(pfe.mstephens)

Nov-12-2020 16:25:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
INFLUENZA VACCINE

Initial Entry

5. Date:

Date Location User Value Reason

Nov-12-2020 16:27:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Nov-12-2020 16:27:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry: Transcription Error

Nov-12-2020 16:25:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Date is more than
28 days prior to
Informed Consent
Date. Please correct
as necessary.

Nov-12-2020 16:25:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe.mstephens)

Data Entry:
Sep/22/2020

Initial Entry
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Dec-10-2020 16:04:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Dec/10/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Dec-10-2020 16:04:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Dec-10-2020 16:04:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
COMPLETED

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-27-2021 19:22:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/18/2021

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Jan-27-2021 19:22:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Participant is willing to return for
Vaccination 3

Participant is:

eligible per local/national reco
mmendations and confirmed to
have received only placebo at
Vaccination 1/2

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Jan-27-2021 19:22:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/18/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Jan-27-2021 19:22:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
ASSESS ELIGIBILITY FOR AD
DITIONAL VACCINATION

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-27-2021 19:23:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/25/2021

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Jan-27-2021 19:24:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
OBTAINED

Date Written Consent Obtained

Jan/25/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION
- eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Jan-27-2021 19:24:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/25/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Jan-27-2021 19:24:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
REPEAT SCREENING 1

Initial Entry

3. Status:

Date Location User Value Reason

Jan-27-2021 19:24:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
COMPLETED

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Jan-27-2021 19:25:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Jan-27-2021 19:25:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Jan-27-2021 19:25:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Jan-27-2021 19:25:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Jan-27-2021 19:25:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a

Date Location User Value Reason

Jan-27-2021 19:25:24 ACV0PFEINFP6000  Scott Salmon Data Entry: Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 14-Jan-2021 02:21 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00) Eastern
Time (US & Canada)

(pfe.ssalmon) Sponsor-Defined Id
entifier:

Not Applic
able

Test:: Not Applic
able

Result:: Not Applic
able

Not Done:: Not Applic
able

6.a Sponsor ID:

Date Location User Value Reason

Jan-27-2021 19:25:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a Test:

Date Location User Value Reason

Jan-27-2021 19:25:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a Result:

Date Location User Value Reason

Jan-27-2021 19:25:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry

6.a Not Done:

Date Location User Value Reason

Jan-27-2021 19:25:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-27-2021 19:25:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-27-2021 19:25:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-28-2021 13:58:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Jan-28-2021 04:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe nairr29)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Jan-27-2021 19:25:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Jan-27-2021 19:25:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection:

Jan/25/2021

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Jan-28-2021 13:58:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BRBR30

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jan-28-2021 13:58:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BRBR30

Initial Entry

5.b

Date Location User Value Reason

Jan-28-2021 13:58:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BRBR31

Initial Entry

5.b Sample ID

Date Location User Value Reason

Jan-28-2021 13:58:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BRBR31

Initial Entry

5.c

Date Location User Value Reason

Jan-28-2021 13:58:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BRBR32

Initial Entry

5.c Sample ID

Date Location User Value Reason

Jan-28-2021 13:58:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BRBR32

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Jan-28-2021 13:59:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BSLRHM

Initial Entry

5.d Sample ID

Date Location User Value Reason

Jan-28-2021 13:59:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BSLRHM

Initial Entry

5.e

Date Location User Value Reason

Jan-28-2021 13:59:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BSLRHN

Initial Entry

5.e Sample ID

Date Location User Value Reason

Jan-28-2021 13:59:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BSLRHN

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-27-2021 19:25:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-27-2021 19:25:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-28-2021 13:58:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Jan-28-2021 04:30:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Roshni Nair
(pfe nairr29)

Query 1: Opened 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Jan-27-2021 19:25:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Jan-27-2021 19:25:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Date of Collection:

Jan/25/2021

Initial Entry

5.a
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***Confidential***

Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Jan-28-2021 13:58:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Sample ID: BRBRPM

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jan-28-2021 13:58:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
BRBRPM

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Jan-27-2021 19:26:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Jan-27-2021 19:26:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Jan-27-2021 19:26:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Jan-27-2021 19:26:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
Jan/25/2021 14:50

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Jan-27-2021 19:26:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Jan-27-2021 19:26:25
(UTC-05:00) Eastern

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
LEFT

Initial Entry09
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Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada)

7. Route:

Date Location User Value Reason

Jan-27-2021 19:26:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Jan-27-2021 19:26:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Jan-27-2021 19:26:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Jan-27-2021 19:26:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Jan-27-2021 19:26:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject Status

Date Location User Value Reason

Mar-04-2021 12:30:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Donna Brandt-
VanBlarcom
(pfe.brandd01)

Query 3: Closed Response satisfies
query

Mar-04-2021 10:02:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 3: Answered SUBJECT
DELAYED DUE TO
COVID
SYMPTOMOLOGY
DURING WINDOW.

Mar-04-2021 09:41:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Katerina
Trpeski
(pfe.TRPESK)

Query 2: Closed Response satisfies
query

Mar-04-2021 09:41:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Katerina
Trpeski
(pfe.TRPESK)

Query 1: Closed Response satisfies
query

Mar-04-2021 01:43:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Deepthi
Chandrasekaran
(pfe.chandd38)

Query 3: Opened DM: V102 overdue
based on expected
visit window. Please
enter data or, if visit
will never occur, mark
Date of Visit as Not
Done with form level
comment.

Mar-03-2021 08:31:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 2: Answered ILLNESS VISIT
ENTERED FOR
26/FEB/2021.

Mar-03-2021 08:30:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answered COVID ILLNES
VISIT ENTERED
FOR VISIT
OCCURRENCE
26/FEB/2021.

Mar-03-2021 01:38:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ajit Malode
(pfe maloda)

Query 2: Reissued:Opened RQ1: Thank you for
the response, however
in database COVID
Illness visit is still
missing for symptom
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recorded on
20FEB2021. Please
confirm the data.
Thank you.

Mar-03-2021 01:34:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ajit Malode
(pfe maloda)

Query 1: Reissued:Opened RQ1: Thank you for
the response, however
in database COVID
Illness visit is still
missing for symptom
recorded on
04FEB2021. Please
confirm the data.
Thank you.

Mar-02-2021 14:50:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 2: Answered ILLNESS VISIT
ENTERED
2/MAR/2021.

Mar-02-2021 14:50:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answered COVID ILLNESS
VISIT ENTERED
2/MAR/2021.

Mar-02-2021 00:30:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ajit Malode
(pfe maloda)

Query 2: Reissued:Opened Illness eDiary RQ2:
Thank you for
response, as per
response please
update the
corresponding Illness
visit accordingly. Else
clarify.

Mar-02-2021 00:29:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ajit Malode
(pfe maloda)

Query 1: Reissued:Opened Illness eDiary RQ2:
Thank you for
response, as per
response however
corresponding Illness
visit with SOD date
corresponding to 4th
Feb is still not
updated, please refer
eCCG section 8.29
and update data
accordingly. Else
clarify.

Mar-01-2021 10:10:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 2: Answered ILLNESS VISIT
WAS COMPLETED
ON 02/26/2021.
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VISIT WILL BE
ENTERED TODAY

Mar-01-2021 10:10:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 1: Answered ILLNESS VISIT
WILL BE ENTERED
TODAY

Feb-26-2021 02:24:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ajit Malode
(pfe maloda)

Query 2: Reissued:Opened Illness eDiary Q1:
Thank you for
response, however
COVID Illness visit is
still missing for
COVID-19 symptoms
or diagnosis on
20FEB2021. Please
verify and update the
data else clarify.

Feb-25-2021 15:53:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Query 2: Answered PER CRC, ILLNESS
VISIT IS
SCHEDULED ON
02/26/2021

Feb-23-2021 12:28:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kirubakaran
Kesavan
Kendhapedi
(pfe kendak01)

Query 2: Opened Illness eDiary:
Subject reported
"Yes" for the question
"Have you
experienced any of
the following?” for
the COVID-19
symptoms or
diagnosis on
20FEB2021. But
there is no COVID
Illness visit reported
in the database. Please
clarify.

Feb-23-2021 01:09:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy
Vedamuthu
(pfe.vedamn)

Query 1: Reissued:Opened RQ1: Thank you for
response. Per
protocol, COVID
Illness Symptoms
should only be
reported on the
COVID Illness form,
Unless this was
eDiary entry error.
Please review and
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update or clarify.

Feb-22-2021 10:10:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answered PENDING
UPDATED SAEs
PER CRC.

Feb-09-2021 09:59:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rahul
Venkatesh
Dhanvantri
(pfe.dhanvr)

Query 1: Opened Illness ediary: In
Illness ediary records,
subject reported "Yes"
for the question
"Have you
experienced any of
the following?” for
the COVID-19
symptoms or
diagnosis on
04FEB2021. But
corresponding
COVID Illness visit
not reported. Please
clarify.

Dec-10-2020 16:04:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Oct-21-2020 15:23:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Oct-21-2020 15:18:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Feb-15-2021 10:24:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gladys Noi
(pfe.noig)

Query 1: Closed Response satisfies query

Feb-12-2021 10:31:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Scott Salmon
(pfe.ssalmon)

Query 1: Answered SYNCOPAL EPISODE
ENTERED IN AE CRF.

Feb-02-2021 12:38:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gladys Noi
(pfe.noig)

Query 1: Opened SAE
RECON:AER#2021101810
syncopal episode(onset
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date:30Jan2021)was
reported as serious in
Safety database but
missing in AE CRF. Please
confirm and update CRF. If
safety update is required,
submit a follow-up SAE
Form.

Dec-10-2020 16:04:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Dec/10/2020

Initial Entry

Oct-21-2020 15:23:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/21/2020

Initial Entry

Oct-21-2020 15:18:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/21/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1013 Site Name: (1013) Clinical Neuroscience Solutions Inc.

Subject No: 10131786 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Casebook Signature

Date Location User Value Reason

Oct-21-2020 15:24:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Matthew
Stephens
(pfe mstephens)

Data Entry:
Click Here to Enable

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per
protocol amendment 5, STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response
- Protocol version

24 JUL 2020

2. Select appropriate response
- What cohort does the
subject belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Aug/13/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Demography

1. Subject ID [10151011]

2. Birth Date: 1990

3. Sex: MALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that
apply):

WHITE

6. Racial Designation:

09
01

77
e1

96
ae

3f
e9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

(b) (6)

FDA-CBER-2021-5683-0140494



Page 4 of 205

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/13/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Aug/13/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Medical History Details

1. Line/MH Number: Not Applicable

[ ]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

Not Applicable

[ ]

Start Date: Not Applicable

//

Ongoing: Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Aug/13/2020

2. Weight: [205.0]

3. Unit: LB

4. Height: [75.0]

5. Unit: in

6. Body Mass Index: [25.6]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [97.7]

Unit: F

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition

1. Randomization Date : Aug/13/2020

2. Randomization Number: [48847]

3. Randomization Group: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Aug/13/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BLD00Z]

5.b Sample ID [BLD010]

5.c Sample ID [BM8F79]

5.d Sample ID [BM8F7B]

5.e Sample ID [BM8F7C]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/13/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BM8F78]
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/13/2020 13:34

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: RIGHT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response
- Reactogenicity diary
collection

YES - REACTOGENICITY E-DIARY COLLECTED FOR
THIS SUBJECT
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Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/3/2020

2. Erroneous Visit
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Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat
fever/pain given on the last
day the Subject Diary was
completed?

NO

2.a Symptom: FEVER

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO
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Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.d Symptom: CHILLS

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.e Symptom: VOMITING

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.f Symptom: DIARRHEA

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

3. Injection Site Location: DELTOID MUSCLE
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Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4. Injection Site Body Side: RIGHT

5.a Injection Site Reaction: REDNESS

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO

5.b Injection Site Reaction: SWELLING

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO
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Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Sep/3/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [97.7]

Unit: F

Temperature Location: ORAL CAVITY
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Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/3/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9HWP]
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Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/3/2020 13:18

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: RIGHT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/1/2020

2. Erroneous Visit
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat
fever/pain given on the last
day the Subject Diary was
completed?

NO

2.a Symptom: FEVER

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.d Symptom: CHILLS

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.e Symptom: VOMITING

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.f Symptom: DIARRHEA

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

2.h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic
symptoms present on the
last day the Subject Diary
was completed?

NO

3. Injection Site Location: DELTOID MUSCLE
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4. Injection Site Body Side: RIGHT

5.a Injection Site Reaction: REDNESS

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO

5.b Injection Site Reaction: SWELLING

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site
reactions present on the
last day the Subject Diary
was completed?

NO
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/1/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BLD0K8]

5.b Sample ID [BLD0K9]

5.c Sample ID [BLD0KH]

5.d Sample ID [BP9HJH]
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19

Form Version: 20-Feb-2021 02:17 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom
Started:

//

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]

Health Care Utilization

3. Has the subject been
hospitalized due to potential
COVID-19 illness?
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Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained
for Potential COVID-19
Illness?

3. Toxicity Grade:
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Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Unplanned - New Unscheduled
Visit

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned - New Unscheduled
Visit

Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Unplanned Assessments

1. Assessments
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Oct/1/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB
- New Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB
- New Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT
SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Category
AE Ide
ntifier

Adverse Event Start Date
Is the Adverse Ev
ent Still Ongoing

Form Instan
ce

 1. ADVERS
E EVENT 

1  Exposure During P
artner Pregnancy 

Nov/25/2020
UNK:UNK 

YES  Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[Exposure During Partner Pregnancy]

4. Start Date Time: Nov/25/2020 UNK:UNK

5. Is the adverse event still
ongoing?

YES

6. Toxicity Grade: Not Applicable Comments
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is
due to:
OTHER

If Other, specify:
[Pregnancy occured unrelated to vaccine]

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

11. Was a Concomitant
Medication given?

NO

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of
this adverse event?:

UNKNOWN

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Header Text: c4591001

Visit: Logs Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Categ

ory
Medicatio
n Error

Start
Date

Is the medication erro
r Still Ongoing

Study Medication
Errors Action

Form Instan
ce

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with
Study Treatment:

6. Was a Concomitant
Medication given?

7. Was a Non-Drug Treatment
given?

8. Did the Medication Error
cause the subject to be
discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defin
ed Identifier

Category for
Medication

Concomitant Medica
tions Pre-specified

Name of M
edication

Start
Date

Form Instan
ce

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS -
PROHIBITED

Form Version: 22-Apr-2020 21:03

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defi
ned Identifier

Category for
Medication

Concomitant Medic
ations Pre-specified

Name of
Medicatio

n

Dose Des
cription

Form Instan
ce

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS -
PROHIBITED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Header Text: c4591001

Visit: Logs Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Categ

ory
Treatment Ide

ntifier
Con Non-Drug Treatments

Pre-specified
Treatm

ent
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment
Identifier?

[ ]

3. Concomitant Non-drug
Treatment Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Header Text: c4591001

Visit: Logs Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Transfusion Type Date of Transfusion Form Instance

 1.     Repeating Pages

09
01

77
e1

96
ae

3f
e9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0140543



Page 53 of 205

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vaccination

1. Was there a temporary
delay of vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/19/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response
- Is participant willing to
return for Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible per other protocol allowance(s) and confirmed to have
received only placebo at Vaccination 1/2
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Jan/19/2021

2. Primary Reason for
Unblinding:

ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Withdrawal Of Consent

1. Withdrawal of Consent
Date :

//
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Death Details

1. Date of Collection /
Notification of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/28/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. Consent Was: OBTAINED

Date Written Consent Obtained
Jan/28/2021
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Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA -
FURTHER VACCINATION

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. Date of
Completion/Discontinuation
/Death :

Jan/28/2021

2. Phase of Disposition: REPEAT SCREENING 1

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Jan/28/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BSH1CR]

5.b Sample ID [BSH1CS]

5.c Sample ID [BSH1CJ]

5.d Sample ID [BR70B3]
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Jan/28/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR709Z]
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Jan/28/2021 16:30

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was
Observed

30 MINUTES

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/18/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Feb/18/2021

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR70DR]
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Feb/18/2021 13:06

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: RIGHT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was
Observed

30 MINUTES

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Header Text: c4591001

Visit: V103_MONTH1 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V103_MONTH1 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: V104_MONTH6 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V104_MONTH6 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: V105_MONTH18 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V105_MONTH18 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit:
FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT

Form Version: 20-Feb-2021 02:26 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Oct/1/2020
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Elizabeth
Barnett 

Approved Mar-11-2021 10:13:43 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA -
Comments

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Aug-13-2020 16:45:28 (UTC-05:00)
Eastern Time (US & Canada)

Taylor
Stannard
(pfe.tstannard)

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - Comments

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Aug-13-2020 16:45:54 (UTC-05:00)
Eastern Time (US & Canada)

Taylor
Stannard
(pfe.tstannard)

Not Applicable
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Comments

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

6 Jan-29-2021 12:44:13 (UTC-05:00)
Eastern Time (US & Canada)

Taylor
Stannard
(pfe.tstannard)

Not Applicable
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Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA -
FURTHER VACCINATION - Comments

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Feb-03-2021 14:01:55 (UTC-05:00)
Eastern Time (US & Canada)

Taylor
Stannard
(pfe.tstannard)

Not Applicable
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Elizabeth
Barnett 

Approved Mar-11-2021 10:13:43 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Taylor
Stannard 

N/A Jan-29-2021 12:35:36 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Elizabeth
Barnett 

Approved Oct-05-2020 12:50:33 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

09
01

77
e1

96
ae

3f
e9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0140579



Page 89 of 205

***Confidential***

Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Taylor
Stannard 

N/A Oct-01-2020 13:50:02 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Elizabeth
Barnett 

Approved Sep-12-2020 11:54:07 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Aug-13-2020
16:44:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Aug-13-2020
16:44:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
STAGE 3 COHORT
S

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Aug-13-2020
16:44:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
OBTAINED

Date Written Cons
ent Obtained

Aug/13/2020

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject ID

Date Location User Value Reason

Aug-13-2020
16:44:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10151011

Item copied
from previous
form

2. Birth Date:

Date Location User Value Reason

Aug-13-2020
16:44:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1990

Enrollment
Entry

3. Sex:

Date Location User Value Reason

Aug-13-2020
16:45:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
MALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason09
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-13-2020
16:45:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT HISPANIC O
R LATINO(A) OR
OF SPANISH ORIG
IN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Aug-13-2020
16:45:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
WHITE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-13-2020
16:45:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/13/2020

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Aug-13-2020
16:45:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/13/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Aug-13-2020
16:45:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Aug-13-2020
16:45:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Aug-13-2020
16:46:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/13/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Aug-13-2020
16:46:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
205.0

Initial Entry

3. Unit:

Date Location User Value Reason

Aug-13-2020
16:46:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
LB

Initial Entry

4. Height:

Date Location User Value Reason
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-13-2020
16:46:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
75.0

Initial Entry

5. Unit:

Date Location User Value Reason

Aug-13-2020
16:46:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
in

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Aug-13-2020
16:46:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
25.6

Initial Entry

7.a

Date Location User Value Reason

Aug-13-2020
16:46:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Id
entifier::

1

Temperat
ure:

97.7

Initial Entry

09
01

77
e1

96
ae

3f
e9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0140588



Page 98 of 205

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Temperat
ure Unit:

F

Temperat
ure Locati
on::

ORAL
CAVIT
Y

7.a Record Identifier:

Date Location User Value Reason

Aug-13-2020
16:46:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Aug-13-2020
16:46:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
97.7

Initial Entry

7.a Unit:

Date Location User Value Reason

Aug-13-2020
16:46:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
F

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

7.a Temperature Location:

Date Location User Value Reason

Aug-13-2020
16:46:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Randomization Date :

Date Location User Value Reason

Aug-13-2020
16:47:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/13/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Aug-13-2020
16:47:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
48847

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-13-2020
17:23:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-13-2020
17:23:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-13-2020
17:24:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Aug-13-2020
17:23:44
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Aug-13-2020
17:23:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collectio
n:

Aug/13/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-13-2020
17:24:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample I
D:

BLD00
Z

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-13-2020
17:24:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BLD00Z

Initial Entry

5.b

09
01

77
e1

96
ae

3f
e9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0140593



Page 103 of 205

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Aug-13-2020
17:24:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID
:

BLD01
0

Initial Entry

5.b Sample ID

Date Location User Value Reason

Aug-13-2020
17:24:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BLD010

Initial Entry

5.c

Date Location User Value Reason

Aug-13-2020
17:24:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample I
D:

BM8F7
9

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sample ID

Date Location User Value Reason

Aug-13-2020
17:24:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8F79

Initial Entry

5.d

Date Location User Value Reason

Aug-13-2020
17:24:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample I
D:

BM8F7
B

Initial Entry

5.d Sample ID

Date Location User Value Reason

Aug-13-2020
17:24:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8F7B

Initial Entry

5.e

Date Location User Value Reason

Aug-13-2020
17:25:03

ACV0PFEINFP6000  Taylor
Stannard

Data Entry:
Sample I BM8F7

Initial Entry09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.tstannard) D: C

5.e Sample ID

Date Location User Value Reason

Aug-13-2020
17:25:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8F7C

Initial Entry

09
01

77
e1

96
ae

3f
e9

\F
in

al
\F

in
al

 O
n:
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-13-2020
17:23:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-13-2020
17:23:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-13-2020
17:23:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Aug-13-2020
17:23:15
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
3f

e9
\F

in
al

\F
in

al
 O

n:
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1-
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Aug-13-2020
17:23:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collectio
n:

Aug/13/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-13-2020
17:23:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample I
D:

BM8F7
8

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-13-2020
17:23:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8F78

Initial Entry

09
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e1

96
ae

3f
e9

\F
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\F
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al
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-13-2020
16:47:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-13-2020
16:47:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-13-2020
16:47:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
e1

96
ae

3f
e9

\F
in

al
\F

in
al
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-13-2020
16:47:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/13/2020 13:34

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-13-2020
16:47:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-13-2020
16:47:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RIGHT

Initial Entry

7. Route:

Date Location User Value Reason

Aug-13-2020
16:47:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

09
01
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3f
e9

\F
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al
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-13-2020
16:47:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Aug-13-2020
16:47:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

09
01

77
e1

96
ae

3f
e9

\F
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\F
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail
History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Aug-13-2020
16:47:48
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES - REACTOGE
NICITY E-DIARY
COLLECTED FOR
THIS SUBJECT

Initial Entry

09
01

77
e1

96
ae

3f
e9

\F
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al
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al
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-03-2020
13:29:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/3/2020

Initial Entry

09
01

77
e1

96
ae

3f
e9

\F
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al
\F
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al
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***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: F

E
V
E
R

Were fever or s
ystemic sympto
ms present on t
he last day the
Subject Diary
was completed
?:

N
O

Initial Entry

2.a Symptom:

Date Location User Value Reason09
01

77
e1

96
ae

3f
e9

\F
in

al
\F

in
al
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
FEVER

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: FA

TI
G
U
E

Were fever or s
ystemic sympto
ms present on t
he last day the
Subject Diary
was completed
?:

N
O

Initial Entry

09
01

77
e1

96
ae

3f
e9

\F
in

al
\F

in
al
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.b Symptom:

Date Location User Value Reason

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: HE

A
D
AC
HE

Initial Entry

09
01
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e1
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3f
e9
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al
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Were fever or
systemic symp
toms present o
n the last day t
he Subject Dia
ry was comple
ted?:

N
O

2.c Symptom:

Date Location User Value Reason

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Sep-03-2020
13:30:02

ACV0PFEINFP6000  Taylor
Stannard

Data Entry:
Symptom:: C

Initial Entry

09
01

77
e1
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3f
e9

\F
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al
\F
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al
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.tstannard) HI
L
L
S

Were fever or s
ystemic sympto
ms present on t
he last day the
Subject Diary
was completed
?:

N
O

2.d Symptom:

Date Location User Value Reason

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.e09
01
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e1
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ae

3f
e9
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al
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in
al
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: VO

MI
TI
NG

Were fever or
systemic symp
toms present o
n the last day t
he Subject Dia
ry was comple
ted?:

NO

Initial Entry

2.e Symptom:

Date Location User Value Reason

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

3f
e9

\F
in

al
\F

in
al
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.f

Date Location User Value Reason

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: DI

A
RR
HE
A

Were fever or
systemic sympt
oms present on
the last day the
Subject Diary
was completed
?:

N
O

Initial Entry

09
01

77
e1
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ae

3f
e9
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 O
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.f Symptom:

Date Location User Value Reason

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: NEW

OR W
ORSE
NED
MUS
CLE P
AIN

Initial Entry

09
01

77
e1

96
ae

3f
e9
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Were fever
or systemic
symptoms p
resent on th
e last day th
e Subject Di
ary was co
mpleted?:

NO

2.g Symptom:

Date Location User Value Reason

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEW OR WORSEN
ED MUSCLE PAIN

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.h

Date Location User Value Reason

Sep-03-2020 ACV0PFEINFP6000  Taylor Data Entry: Initial Entry09
01

77
e1

96
ae

3f
e9
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al
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Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

Stannard
(pfe.tstannard)

Symptom:: NEW
OR
WOR
SENE
D JOI
NT P
AIN

Were fever
or systemic
symptoms p
resent on th
e last day th
e Subject Di
ary was co
mpleted?:

NO

09
01

77
e1

96
ae

3f
e9
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\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0140613



Page 123 of 205

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.h Symptom:

Date Location User Value Reason

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEW OR WORSEN
ED JOINT PAIN

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason

09
01

77
e1
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3f
e9
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RIGHT

Initial Entry

5.a

Date Location User Value Reason

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Injection Site
Reaction::

RE
D
N
ES
S

Were injection
site reactions p
resent on the la
st day the Subj
ect Diary was c
ompleted?:

N
O

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
REDNESS

Initial Entry
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Injection Site
Reaction::

SW
EL
LI
NG

Were injection
site reactions
present on the
last day the Su
bject Diary wa
s completed?:

NO

Initial Entry

09
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SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b Injection Site Reaction:

Date Location User Value Reason

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Injection Site
Reaction::

PAI
N A
T IN
JEC
TIO
N SI
TE

Initial Entry

09
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Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Were injectio
n site reactio
ns present on
the last day t
he Subject D
iary was com
pleted?:

NO

5.c Injection Site Reaction:

Date Location User Value Reason

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
PAIN AT INJECTIO
N SITE

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-03-2020
13:30:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

3f
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Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Sep-03-2020
13:43:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/3/2020

Initial Entry

2.a

Date Location User Value Reason

Sep-03-2020
13:43:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Id
entifier::

1

Temperatu
re:

97.7

Temperatu
re Unit:

F

Temperatu
re Locatio
n::

ORAL
CAVIT
Y

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Sep-03-2020
13:43:05
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

09
01

77
e1

96
ae

3f
e9

\F
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al
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Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

& Canada)

2.a Temperature:

Date Location User Value Reason

Sep-03-2020
13:43:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
97.7

Initial Entry

2.a Unit:

Date Location User Value Reason

Sep-03-2020
13:43:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
F

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Sep-03-2020
13:43:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ORAL CAVITY

Initial Entry

09
01
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e1

96
ae

3f
e9
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-04-2020
11:21:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-04-2020
11:21:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-04-2020
11:21:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Sep-04-2020
11:21:37
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
3f

e9
\F

in
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Sep-04-2020
11:21:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collectio
n:

Sep/3/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-04-2020
11:21:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample I
D:

BP9HW
P

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-04-2020
11:21:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BP9HWP

Initial Entry

09
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Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-03-2020
13:30:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-03-2020
13:30:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-03-2020
13:30:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
e1

96
ae

3f
e9
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al
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-03-2020
13:30:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/3/2020 13:18

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-03-2020
13:30:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-03-2020
13:30:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RIGHT

Initial Entry

7. Route:

Date Location User Value Reason

Sep-03-2020
13:30:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

09
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Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-03-2020
13:30:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Sep-03-2020
13:30:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

09
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-01-2020
13:50:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Oct/1/2020

Initial Entry

09
01
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY -
SYMPTOM RESOLVED DATES - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: F

E
V
E
R

Were fever or s
ystemic sympto
ms present on t
he last day the
Subject Diary
was completed
?:

N
O

Initial Entry

2.a Symptom:

Date Location User Value Reason09
01

77
e1

96
ae

3f
e9

\F
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\F

in
al
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Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
FEVER

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: FA

TI
G
U
E

Were fever or s
ystemic sympto
ms present on t
he last day the
Subject Diary
was completed
?:

N
O

Initial Entry

09
01

77
e1

96
ae

3f
e9

\F
in

al
\F

in
al

 O
n:
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2.b Symptom:

Date Location User Value Reason

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: HE

A
D
AC
HE

Initial Entry

09
01

77
e1

96
ae

3f
e9

\F
in

al
\F

in
al

 O
n:
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Were fever or
systemic symp
toms present o
n the last day t
he Subject Dia
ry was comple
ted?:

N
O

2.c Symptom:

Date Location User Value Reason

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Oct-01-2020
13:50:36

ACV0PFEINFP6000  Taylor
Stannard

Data Entry:
Symptom:: C

Initial Entry

09
01

77
e1

96
ae

3f
e9

\F
in

al
\F

in
al
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n:
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.tstannard) HI
L
L
S

Were fever or s
ystemic sympto
ms present on t
he last day the
Subject Diary
was completed
?:

N
O

2.d Symptom:

Date Location User Value Reason

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.e09
01

77
e1

96
ae

3f
e9

\F
in

al
\F

in
al

 O
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Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: VO

MI
TI
NG

Were fever or
systemic symp
toms present o
n the last day t
he Subject Dia
ry was comple
ted?:

NO

Initial Entry

2.e Symptom:

Date Location User Value Reason

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

3f
e9

\F
in

al
\F

in
al

 O
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Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.f

Date Location User Value Reason

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: DI

A
RR
HE
A

Were fever or
systemic sympt
oms present on
the last day the
Subject Diary
was completed
?:

N
O

Initial Entry

09
01

77
e1

96
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3f
e9

\F
in
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.f Symptom:

Date Location User Value Reason

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: NEW

OR W
ORSE
NED
MUS
CLE P
AIN

Initial Entry

09
01

77
e1
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3f
e9
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Were fever
or systemic
symptoms p
resent on th
e last day th
e Subject Di
ary was co
mpleted?:

NO

2.g Symptom:

Date Location User Value Reason

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEW OR WORSEN
ED MUSCLE PAIN

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.h

Date Location User Value Reason

Oct-01-2020 ACV0PFEINFP6000  Taylor Data Entry: Initial Entry09
01

77
e1

96
ae

3f
e9

\F
in

al
\F

in
al
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Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

Stannard
(pfe.tstannard)

Symptom:: NEW
OR
WOR
SENE
D JOI
NT P
AIN

Were fever
or systemic
symptoms p
resent on th
e last day th
e Subject Di
ary was co
mpleted?:

NO

09
01

77
e1

96
ae

3f
e9

\F
in

al
\F

in
al

 O
n:
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Header Text: c4591001
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Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.h Symptom:

Date Location User Value Reason

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEW OR WORSEN
ED JOINT PAIN

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason

09
01
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e1
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3f
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RIGHT

Initial Entry

5.a

Date Location User Value Reason

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Injection Site
Reaction::

RE
D
N
ES
S

Were injection
site reactions p
resent on the la
st day the Subj
ect Diary was c
ompleted?:

N
O

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
REDNESS

Initial Entry

09
01

77
e1
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ae

3f
e9
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Injection Site
Reaction::

SW
EL
LI
NG

Were injection
site reactions
present on the
last day the Su
bject Diary wa
s completed?:

NO

Initial Entry

09
01

77
e1

96
ae

3f
e9
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in

al
\F
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al
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5.b Injection Site Reaction:

Date Location User Value Reason

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Injection Site
Reaction::

PAI
N A
T IN
JEC
TIO
N SI
TE

Initial Entry

09
01

77
e1

96
ae

3f
e9

\F
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Were injectio
n site reactio
ns present on
the last day t
he Subject D
iary was com
pleted?:

NO

5.c Injection Site Reaction:

Date Location User Value Reason

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
PAIN AT INJECTIO
N SITE

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-01-2020
13:50:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

3f
e9

\F
in

al
\F

in
al
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-02-2020
13:43:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-02-2020
13:43:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-02-2020
13:43:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Oct-02-2020
13:43:30
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
3f

e9
\F

in
al

\F
in

al
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n:
 0
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Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Oct-02-2020
13:43:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collectio
n:

Oct/1/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-02-2020
13:43:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample I
D:

BLD0K
8

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-02-2020
13:43:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BLD0K8

Initial Entry

5.b

09
01

77
e1

96
ae

3f
e9

\F
in

al
\F

in
al

 O
n:

 0
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Oct-02-2020
13:43:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample I
D:

BLD0K
9

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-02-2020
13:43:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BLD0K9

Initial Entry

5.c

Date Location User Value Reason

Oct-02-2020
13:43:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample I
D:

BLD0K
H

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sample ID

Date Location User Value Reason

Oct-02-2020
13:43:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BLD0KH

Initial Entry

5.d

Date Location User Value Reason

Oct-02-2020
13:44:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample I
D:

BP9HJ
H

Initial Entry

5.d Sample ID

Date Location User Value Reason

Oct-02-2020
13:44:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BP9HJH

Initial Entry
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit
Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-02-2020
13:26:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Oct/1/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-02-2020
13:26:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Oct-02-2020
13:26:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Jan-29-2021
12:44:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Jan-29-2021
12:44:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Jan-29-2021
12:44:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Mar-04-2021
11:48:46
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Closed Response
satisfies query

Mar-02-2021
09:59:23
(UTC-05:00)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 2: Answere
d

Condoms are no
longer in use.
Will fax update09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time
(US & Canada)

today.

Feb-17-2021
02:50:40
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Reissued
:Opened

Clinical- Thank
you; clarify in
PG Safety
report if
condom barrier
method is now
used AFTER
Pregnancy start
date & during
VAX 3/4

Feb-10-2021
15:13:50
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 2: Answere
d

Both forms
were used
during the trial
prior to
pregnancy.

Feb-08-2021
20:47:36
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Reissued
:Opened

Clinical Please
clarify if
condom + oral
contraceptives
was the method
used during the
trial, prior to
Pregnancy (as
oral
contraceptives
will not be
taken while
PG); clarify is
condom barrier
is the method09

01
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

used after
Pregnancy start
date & during
VAX 3/4

Feb-08-2021
20:34:05
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 3: Closed Query closed;
will follow for
requested
maternal age
information.

Feb-08-2021
09:47:54
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 4: Closed Response
satisfies query

Feb-04-2021
11:38:22
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 4: Answere
d

Updated term
for PG/SAE.
Faxed on
4feb2021

Feb-04-2021
11:37:59
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 3: Answere
d

Maternal age
currently
unknown. Will
update PG/SAE
once
information is
available.

Feb-04-2021
11:37:29
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 2: Answere
d

Subject reported
condoms and
oral
contraceptives.
Added to
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

PG/SAE. Faxed
on 4feb2021

Feb-03-2021
14:44:16
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Reissued
:Opened

Clinical PG
safety report
states subject
was instructed
to continue
appropriate
contraception
after VAX3;
please specify
the
contraceptive
method (e.g.
barrier or
other); also
contraception
before PG

Feb-03-2021
14:43:34
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 3: Reissued
:Opened

Clinical Thank
you; please
submit the
mother's age if
known

Feb-03-2021
14:42:13
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 4: Reissued
:Opened

Clinical - Thank
you; please
submit the
updated event
term to the PG
safety report

Feb-03-2021
14:09:00

ACV0PFEINFP6000  auto query
(autoquery)

Query 4: Answere
d

Changed
Information09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time
(US & Canada)

Feb-03-2021
14:09:00
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Exposure During
Partner Pregnancy

Changed
Information

Feb-03-2021
13:46:15
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 4: Opened Clinical As per
CRF CG
8.50.2.5, a
healthy
pregnancy is not
an AE term;
instead
“Exposure
During Partner
Pregnancy” will
be recorded as
an AE in the
CRF until 6
months after the
last dose of
study
intervention

Feb-02-2021
13:01:19
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response
satisfies query

Feb-02-2021 ACV0PFEINFP6000  auto query Query 3: Answere Changed09
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

11:20:02
(UTC-05:00)
Eastern Time
(US & Canada)

(autoquery) d Information

Feb-02-2021
11:20:02
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answere
d

Changed
Information

Feb-02-2021
11:20:02
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answere
d

Changed
Information

Feb-02-2021
11:20:02
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Partner pregnancy

Changed
Information

Feb-01-2021
15:28:48
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 3: Opened Clinical Please
submit the PG
partner
information
(age, med Hx,
obstetric
history, meds,
social habits
(alcohol/drugs)

Feb-01-2021
15:22:20
(UTC-05:00)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Opened Clinical PG
safety report
states subject

09
01

77
e1

96
ae

3f
e9

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0140653



Page 163 of 205

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time
(US & Canada)

was instructed
to continue
appropriate
contraception
after VAX3;
please specify
the
contraceptive
method (e.g.
barrier or
other).

Feb-01-2021
15:19:19
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened Clinical Event
term is EDP;
however, event
term in PG
safety report is
'Partner
Pregnancy'.
Please review,
harmonize
reporting, and
update in the
applicable
location.

Jan-29-2021
12:44:03
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Exposure during p
regnancy

Initial Entry

4. Start Date Time:

Date Location User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-17-2021
02:49:21
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Closed Response
satisfies query

Feb-10-2021
15:13:00
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 2: Answer
ed

Added to SAE
form section 11
page 2 "Onset
date"25nov2020.
I don't
understand what
else needs to be
done.

Feb-08-2021
20:43:50
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Opened Clinical - Thank
you; however the
most recent
PG/SAE report
does NOT have
any start date.
Please enter in
the EVENT
section of the
SAE form under
the term
Exposure during
Partner
Pregnancy, at
START

Feb-08-2021
20:39:27
(UTC-05:00)
Eastern Time

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed update wording
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(US & Canada)

Feb-08-2021
20:32:32
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Reissue
d:Opened

Clinical Start
date here is
25Nov20;
however, start
date of PG report
is 28Dec20
(estimated date
of Conception).
Please review,
harmonize
reporting &
update where
applicable

Feb-04-2021
11:36:39
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answer
ed

Added to
PG/SAE. Faxed
on 4feb2021

Feb-03-2021
13:45:29
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Reissue
d:Opened

Clinical Thank
you; however
most recent
event report is
blank for START
in the Event
section.

Feb-03-2021
11:41:44
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answer
ed

Submitted on
28Jan2021 by
Dr. Barnett
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-02-2021
13:06:49
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Reissue
d:Opened

Clinical Thank
you, please
submit a PG
safety update
with the current
PG start date,
and other
requested info

Feb-02-2021
11:20:32
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answer
ed

New Information

Feb-02-2021
11:20:32
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Nov/25/2020 UN
K:UNK

New Information

Feb-01-2021
15:26:44
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened Clinical NO PG
start date in
Safety report.
Ultrasound
measurement of
the fetus during
the first trimester
is the most
accurate method;
in the absence of
US, 1st day of
the last
menstrual period
(LMP; 25Nov20)09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

should be used to
estimate
conception:
update

Jan-29-2021
12:44:03
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/28/2021 UN
K:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Jan-29-2021
12:44:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Jan-29-2021
12:44:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.
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Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Feb-09-2021
13:09:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 4: Deleted Close Auto
Query

Feb-08-2021
20:44:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 3: Closed Response
satisfies query

Feb-08-2021
11:55:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 4: Candidat
e

For AE
Exposure
During Partner
Pregnancy:
Response to
"Is the adverse
event serious?"
is 'No' but
"Serious
Adverse Event
Number" is
present.

Feb-08-2021
11:55:06
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Answere
d

Changed
Information
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& Canada)

Feb-08-2021
11:55:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Changed
Information

Feb-08-2021
09:38:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 3: Opened Clinical
Followup; AE
form still has
Serious=Yes.
As per CRF
CG 8.50.2.5,
an “Exposure
During Partner
Pregnancy” is
not an SAE
[despite using
similar forms
to report
pregnancy];
only abnormal
outcomes of
pregnancy are
evaluated for
serious criteria

Feb-02-2021
13:02:48
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Closed Response
satisfies query

Feb-02-2021
11:21:44

ACV0PFEINFP6000  Taylor
Stannard

Query 2: Answere
d

Changed data
per query
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(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.tstannard)
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Back to Form

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Feb-01-2021
15:20:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Opened Clinical As
per CRF CG
8.50.2.5, a
healthy
pregnancy is
not an AE
term; instead
“Exposure
during
Pregnancy” or
'Exposure
during Partner
Pregnancy'
will be
recorded as an
AE in the CRF
until 6 months
after the last
dose of study
intervention

Feb-01-2021 ACV0PFEINFP6000  auto query Query 1: Deleted Close Auto09
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10:24:47
(UTC-05:00)
Eastern Time (US
& Canada)

(autoquery) Query

Jan-29-2021
12:44:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidat
e

For AE
Exposure
during
pregnancy:
Response to
"Is the adverse
event
serious?" is
'Yes' but
"Serious
Adverse Event
Number" is
blank.

Jan-29-2021
12:44:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Is this serious ev
ent associated wi
th congenital ano
maly or birth def
ect?

NO

Did this serious e
vent result in dea
th?

NO

Initial Entry
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Did this serious e
vent require or pr
olong hospitaliza
tion?

NO

Did this serious e
vent result in per
sistent or signific
ant disability/inc
apacity?

NO

Is this serious ev
ent life threatenin
g?

NO

Other medically i
mportant serious
event

YES

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Jan-29-2021
12:44:03

ACV0PFEINFP6000  Taylor
Stannard

Data Entry:
NO

Initial Entry
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(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.tstannard)

9. Is this event related to study treatment:

Date Location User Value Reason

Jan-29-2021
12:44:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT RELATED

If Not Related to st
udy treatment(s), t
his event is due to:

OTHER

If Other, specify
:

Pregnancy occ
ured unrelated
to vaccine

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Jan-29-2021
12:44:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT APPLICABL
E

Initial Entry

11. Was a Concomitant Medication given?09
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Date Location User Value Reason

Jan-29-2021
12:44:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Jan-29-2021
12:44:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Feb-04-2021
23:55:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Amol Shinde
(pfe.shinda18)

Query 3: Closed Response
satisfies query

Feb-04-2021
11:40:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 3: Answere
d

No end date
for pregnancy
yet, outcome
is still
unknown.

Feb-03-2021 ACV0PFEINFP6000  auto query Query 3: Opened For AE09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

14:09:00
(UTC-05:00)
Eastern Time (US
& Canada)

(autoquery) Exposure
During
Partner
Pregnancy:
Response to
"What was the
outcome of
this adverse
event?" is
'Unknown' but
End
Date/Time is
provided or
"Is the adverse
event still
ongoing?" is
marked "Yes".

Feb-02-2021
13:08:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Closed Clinical - no
end date is
reported for
this event

Feb-02-2021
11:23:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 2: Answere
d

Pregnancy
outcome still
unknown, will
update when
more
information is
available.

Feb-02-2021
11:20:02
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened For AE
Partner
pregnancy:09
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Eastern Time (US
& Canada)

Response to
"What was the
outcome of
this adverse
event?" is
'Unknown' but
End
Date/Time is
provided or
"Is the adverse
event still
ongoing?" is
marked "Yes".

Feb-01-2021
02:24:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Astrud van der
Merwe
(pfe.vandea62)

Query 1: Closed Response
satisfies query

Jan-29-2021
12:44:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answere
d

Original value
is correct

Jan-29-2021
12:44:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened For AE
Exposure
during
pregnancy:
Response to
"What was the
outcome of
this adverse
event?" is09

01
77
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'Unknown' but
End
Date/Time is
provided or
"Is the adverse
event still
ongoing?" is
marked "Yes".

Jan-29-2021
12:44:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNKNOWN

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Jan-29-2021
12:44:03
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Feb-09-2021
13:09:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Pamela Benne
prod
(pfe.bennep07)

Data Entry: not serious
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Feb-01-2021
10:24:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Gladys Noi
(pfe.noig)

Data Entry:
2021086993

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-29-2021
12:35:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/19/2021

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION -
eCRF Audit Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Jan-29-2021
12:35:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Participant is willing
to return for Vaccina
tion 3

Participant is:

eligible per other
protocol allowanc
e(s) and confirme
d to have receive
d only placebo at
Vaccination 1/2

Initial Entry
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History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Jan-29-2021
12:35:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/19/2021

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Jan-29-2021
12:35:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ASSESS ELIGIBILI
TY FOR ADDITIO
NAL VACCINATIO
N

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-03-2021
14:01:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/28/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER
VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Feb-03-2021
14:01:48
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
OBTAINED

Date Written Cons
ent Obtained

Jan/28/2021

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER
VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Feb-03-2021
14:02:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/28/2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Feb-03-2021
14:02:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
REPEAT SCREENING
1

Initial Entry

3. Status:

Date Location User Value Reason

Feb-03-2021
14:02:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-03-2021
14:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-03-2021
14:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-03-2021
14:09:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Feb-03-2021
14:09:20
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
3f

e9
\F

in
al

\F
in

al
 O

n:
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Feb-03-2021
14:09:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collectio
n:

Jan/28/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-03-2021
14:09:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample I
D:

BSH1C
R

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-03-2021
14:09:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSH1CR

Initial Entry

5.b

09
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e1
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3f
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Feb-03-2021
14:09:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample I
D:

BSH1C
S

Initial Entry

5.b Sample ID

Date Location User Value Reason

Feb-03-2021
14:09:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSH1CS

Initial Entry

5.c

Date Location User Value Reason

Feb-03-2021
14:20:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID
:

BSH1C
J

Initial Entry

09
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77
e1

96
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3f
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\F
in

al
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al
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sample ID

Date Location User Value Reason

Feb-03-2021
14:20:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSH1CJ

Initial Entry

5.d

Date Location User Value Reason

Feb-03-2021
14:25:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID
:

BR70B
3

Initial Entry

5.d Sample ID

Date Location User Value Reason

Feb-03-2021
14:25:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BR70B3

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-03-2021
14:02:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-03-2021
14:02:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-03-2021
14:03:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Feb-03-2021
14:02:56
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
3f

e9
\F

in
al
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Feb-03-2021
14:02:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collectio
n:

Jan/28/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-03-2021
14:03:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID
:

BR709
Z

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-03-2021
14:03:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BR709Z

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Feb-03-2021
14:03:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Feb-03-2021
14:03:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Feb-03-2021
14:03:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
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3f
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***Confidential***

Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-03-2021
14:03:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/28/2021 16:30

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Feb-03-2021
14:03:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Feb-03-2021
14:03:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Feb-03-2021
14:03:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

09
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

8. Actual Dose:

Date Location User Value Reason

Feb-03-2021
14:03:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Feb-03-2021
14:03:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Feb-03-2021
14:03:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Feb-03-2021
14:03:39

ACV0PFEINFP6000  Taylor
Stannard

Data Entry:
YES

Initial Entry09
01
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.tstannard)
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-23-2021
03:19:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Rose
Madelein
(pfe.rosem19)

Query 1: Closed Response
satisfies
query

Feb-22-2021
15:08:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Casey Norton
(pfe.cnorton)

Query 1: Answered Changed data
per query

Feb-22-2021
07:09:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Amol Shinde
(pfe.shinda18)

Query 1: Opened DM: Kindly
consider to
update
missing
SWAB PFE
form or else
clarify. Thank
you.

Feb-18-2021
14:24:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Feb/18/2021

Initial Entry

09
01

77
e1

96
ae

3f
e9
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-22-2021
15:07:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-22-2021
15:07:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-22-2021
15:07:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Feb-22-2021
15:07:00
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Feb-22-2021
15:07:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Casey
Norton
(pfe.cnorton)

Data Entry:
YES

Date of Collection:

Feb/18/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-22-2021
15:07:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Casey
Norton
(pfe.cnorton)

Data Entry:
Sample ID
:

BR70D
R

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-22-2021
15:07:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Casey
Norton
(pfe.cnorton)

Data Entry:
BR70DR

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Feb-18-2021
14:25:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Feb-18-2021
14:25:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Feb-18-2021
14:25:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-18-2021
14:25:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Feb/18/2021 13:06

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Feb-18-2021
14:25:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Feb-18-2021
14:25:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RIGHT

Initial Entry

7. Route:

Date Location User Value Reason

Feb-18-2021
14:25:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

09
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

8. Actual Dose:

Date Location User Value Reason

Feb-18-2021
14:25:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Feb-18-2021
14:25:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Feb-18-2021
14:25:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Feb-18-2021
14:25:15

ACV0PFEINFP6000  Taylor
Stannard

Data Entry:
YES

Initial Entry09
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.tstannard)
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject Status

Date Location User Value Reason

Oct-02-2020
13:26:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Aug-13-2020
16:47:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDO
MIZED

Initial Entry

Aug-13-2020
16:45:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Oct-02-2020
13:26:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/1/2020

Initial Entry

Aug-13-2020
16:47:04

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/13/2020

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

Aug-13-2020
16:45:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/13/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151011 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Casebook Signature

Date Location User Value Reason

Sep-11-2020
19:23:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Click Here to Enable

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5,
STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response -
Protocol version

24 JUL 2020

2. Select appropriate response - What
cohort does the subject belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Aug/16/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Demography

1. Subject ID [10151035]

2. Birth Date: /1995

3. Sex: FEMALE

4. Ethnicity: HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): WHITE

6. Racial Designation:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/16/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation/Death

Aug/16/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Medical History Details

1. Line/MH Number: Not Applicable

[ ]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

Not Applicable

[ ]

Start Date: Not Applicable

//

Ongoing: Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Aug/16/2020

2. Weight: [138.0]

3. Unit: LB

4. Height: [65.0]

5. Unit: in

6. Body Mass Index: [23.0]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [97.9]

Unit: F

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Aug/16/2020

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition

1. Randomization Date : Aug/16/2020

2. Randomization Number: [51423]

3. Randomization Group: [ ]

09
01

77
e1

96
ae

3f
ea

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0140706



Page 11 of 154

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Aug/16/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BLD02H]

5.b Sample ID [BLD02J]

5.c Sample ID [BM8FBH]

5.d Sample ID [BM8FBF]

5.e Sample ID [BM8FBG]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/16/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BM8FBB]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/16/2020 12:50

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

YES - REACTOGENICITY E-DIARY COLLECTED FOR THIS SUBJECT
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/4/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat
fever/pain given on the last day the
Subject Diary was completed?

NO

2.a Symptom: FEVER

Were fever or systemic symptoms
present on the last day the
Subject Diary was completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic symptoms
present on the last day the
Subject Diary was completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic symptoms
present on the last day the
Subject Diary was completed?

NO

2.d Symptom: CHILLS

Were fever or systemic symptoms
present on the last day the
Subject Diary was completed?

NO

2.e Symptom: VOMITING

Were fever or systemic symptoms
present on the last day the
Subject Diary was completed?

NO

2.f Symptom: DIARRHEA

Were fever or systemic symptoms
present on the last day the
Subject Diary was completed?

NO
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic symptoms
present on the last day the
Subject Diary was completed?

NO

2.h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic symptoms
present on the last day the
Subject Diary was completed?

NO

3. Injection Site Location: DELTOID MUSCLE

4. Injection Site Body Side: LEFT

5.a Injection Site Reaction: REDNESS

Were injection site reactions
present on the last day the
Subject Diary was completed?

NO

5.b Injection Site Reaction: SWELLING

Were injection site reactions
present on the last day the
Subject Diary was completed?

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site reactions
present on the last day the
Subject Diary was completed?

NO
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Sep/4/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [97.9]

Unit: F

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Sep/4/2020

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/4/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9HXV]
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/4/2020 15:54

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/2/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat
fever/pain given on the last day the
Subject Diary was completed?

NO

2.a Symptom: FEVER

Were fever or systemic symptoms
present on the last day the
Subject Diary was completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic symptoms
present on the last day the
Subject Diary was completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic symptoms
present on the last day the
Subject Diary was completed?

NO

2.d Symptom: CHILLS

Were fever or systemic symptoms
present on the last day the
Subject Diary was completed?

NO

2.e Symptom: VOMITING

Were fever or systemic symptoms
present on the last day the
Subject Diary was completed?

NO

2.f Symptom: DIARRHEA

Were fever or systemic symptoms
present on the last day the
Subject Diary was completed?

NO
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic symptoms
present on the last day the
Subject Diary was completed?

NO

2.h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic symptoms
present on the last day the
Subject Diary was completed?

NO

3. Injection Site Location: DELTOID MUSCLE

4. Injection Site Body Side: LEFT

5.a Injection Site Reaction: REDNESS

Were injection site reactions
present on the last day the
Subject Diary was completed?

NO

5.b Injection Site Reaction: SWELLING

Were injection site reactions
present on the last day the
Subject Diary was completed?

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site reactions
present on the last day the
Subject Diary was completed?

NO
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/2/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BLD0L1]

5.b Sample ID [BP9HK8]

5.c Sample ID [BLD0L3]
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Header Text: c4591001

Visit: V4_MONTH6_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Mar/1/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Mar/1/2021

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BSH1J1]

5.b Sample ID [BSH1J2]

5.c Sample ID [BSH1J3]

5.d Sample ID [BR70G3]
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Header Text: c4591001

Visit: V5_MONTH12_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V5_MONTH12_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: V6_MONTH24_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V6_MONTH24_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 20-Feb-2021 02:17 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom Started: //

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or Contacts:

Health Care Utilization Other

2. Other Type of Practitioner Specify: [ ]

Health Care Utilization

3. Has the subject been hospitalized
due to potential COVID-19 illness?
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

3. Toxicity Grade:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Sep/06/2020

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/6/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Sep/06/2020

Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Unplanned Assessments

1. Assessments CONTACT OUTCOME
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Sep/06/2020

Form: CONTACT OUTCOME - UNPLANNED

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Contact Outcome

1. Contact Type: TELEPHONE VISIT

2. Was contact made? YES

Date of Contact:
Sep/6/2020

Contact Outcome:
VISIT NOT REQUIRED, INVESTIGATOR DECISION

3. Comments: [Patient called reporting symptoms reported in eDiary, wanted to know if she
may take pain medication. Advised to take pain medication. Agreed to contact
with any other issues or concerns.]
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation/Death
:

Oct/2/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Disposition - Follow-Up

1. Date of
Completion/Discontinuation/Death
:

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Category
AE Ident

ifier
Adverse Event Start Date

Is the Adverse Event Stil
l Ongoing

Form Instanc
e

 1. ADVERSE E
VENT 

1  Swollen lymph node - left ar
mpit axillary 

Sep/4/2020
17:00 

NO
End Date Time:

Sep/8/2020 UNK:UNK
 

Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Swollen lymph node - left armpit axillary]

4. Start Date Time: Sep/4/2020 17:00

5. Is the adverse event still ongoing? NO

End Date Time:
Sep/8/2020 UNK:UNK

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Catego

ry
Medication Er

ror
Start Da

te
Is the medication error Still O

ngoing
Study Medication Errors

Action
Form Instance

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment given?

8. Did the Medication Error cause the
subject to be discontinued from the
study?

9. Was this medication error
associated with any adverse events?

10. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Version: 22-Apr-2020 21:03

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defined I

dentifier
Category for Med

ication
Concomitant Medications P

re-specified
Name of Medi

cation
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

[ ]

5. Date: //

09
01

77
e1

96
ae

3f
ea

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0140749



Page 54 of 154

***Confidential***
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Visit: Logs Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defined I

dentifier
Category for Me

dication
Concomitant Medications

Pre-specified
Name of Medi

cation
Dose Descri

ption
Form Instanc

e

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Header Text: c4591001

Visit: Logs Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Categor

y
Treatment Identifie

r
Con Non-Drug Treatments Pre-specifi

ed
Treatmen

t
Start Dat

e
Form Instance

 1.           Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Visit: Logs Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Transfusion Type Date of Transfusion Form Instance

 1.     Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: Unplanned Vaccination - Unscheduled Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and Address
(Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?
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Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: INFORMED CONSENT - ASYMPTOMATIC SURVEILLANCE

Form Version: 14-Jan-2021 02:29 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Informed Consent - Asymptomatic Surveillance

1. Consent Was:
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/15/2020

2. Erroneous Visit

09
01

77
e1

96
ae

3f
ea

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0140766



Page 71 of 154
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible and NOT confirmed to have received only placebo at Vaccination 1/2
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Dec/15/2020

2. Primary Reason for Unblinding: ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Death Details

1. Date of Collection / Notification of
Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Oct/2/2020
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Elizabeth
Barnett 

Approved Mar-11-2021 10:21:10 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - Comments

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Aug-17-2020 12:41:47 (UTC-05:00) Eastern
Time (US & Canada)

Taylor Stannard
(pfe.tstannard)

Not Applicable
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - Comments

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Aug-17-2020 12:42:12 (UTC-05:00) Eastern
Time (US & Canada)

Taylor Stannard
(pfe.tstannard)

Not Applicable
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Elizabeth
Barnett 

Approved Mar-11-2021 10:21:10 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Taylor Stannard  N/A Mar-03-2021 11:50:27 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Elizabeth
Barnett 

Approved Jan-21-2021 19:46:55 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Taylor Stannard  N/A Dec-23-2020 13:15:05 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Elizabeth
Barnett 

Approved Oct-26-2020 13:37:45 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Taylor Stannard  N/A Oct-22-2020 14:52:35 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Elizabeth
Barnett 

Approved Oct-22-2020 06:10:45 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Aug-17-2020 12:41:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Aug-17-2020 12:41:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Aug-17-2020 12:41:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
OBTAINED

Date Written Consent Obtained

Aug/16/2020

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject ID

Date Location User Value Reason

Aug-17-2020 12:41:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
10151035

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Aug-17-2020 12:41:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
/1995

Enrollment Entry

3. Sex:

Date Location User Value Reason

Aug-17-2020 12:41:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Aug-17-2020 12:41:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
HISPANIC OR LATINO(A) OR
OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Aug-17-2020 12:41:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
WHITE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-17-2020 12:41:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/16/2020

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Aug-17-2020 12:42:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/16/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Aug-17-2020 12:42:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Aug-17-2020 12:42:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Aug-17-2020 12:42:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/16/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Aug-17-2020 12:42:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
138.0

Initial Entry

3. Unit:

Date Location User Value Reason

Aug-17-2020 12:42:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
LB

Initial Entry

4. Height:

Date Location User Value Reason

Aug-17-2020 12:42:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
65.0

Initial Entry

5. Unit:

Date Location User Value Reason

Aug-17-2020 12:42:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
in

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Aug-17-2020 12:42:40
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
23.0

Initial Entry09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada)

7.a

Date Location User Value Reason

Aug-17-2020 12:42:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier
::

1

Temperature: 97.9

Temperature Unit
:

F

Temperature Loc
ation::

ORAL CAV
ITY

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Aug-17-2020 12:42:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Aug-17-2020 12:42:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
97.9

Initial Entry

7.a Unit:

Date Location User Value Reason

Aug-17-2020 12:42:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
F

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Aug-17-2020 12:42:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Aug-17-2020 12:42:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Aug-17-2020 12:42:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Aug-17-2020 12:42:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/16/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Aug-17-2020 12:42:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Aug-17-2020 12:42:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

09
01

77
e1

96
ae

3f
ea

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0140785



Page 90 of 154

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-17-2020 12:42:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

113

Test:: Choriogonadotro
pin Beta_PX113

Result:: NEGATIVE

Not Done::

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Aug-17-2020 12:42:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Aug-17-2020 12:42:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Choriogonadotropin Beta_PX11
3

Initial Entry

6.a Result:

Date Location User Value Reason

Aug-17-2020 12:42:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Randomization Date :

Date Location User Value Reason

Aug-17-2020 12:43:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/16/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Aug-17-2020 12:43:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
51423

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-17-2020 16:30:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-17-2020 16:30:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-07-2020 04:58:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 3: Closed Response satisfies
query

Sep-06-2020 19:34:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Answered Transcription Error

Sep-06-2020 19:34:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Aug/16/2020

Transcription Error

Sep-05-2020 22:11:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Balaji Prabu R
(pfe.rb01)

Query 3: Opened Sample collected on
17AUG2020 which
is after Vaccination
date of 16Aug2020.
Please Verify the
dates and update as
appropriate. Else
specify in the item
"If no sample was
collected or sample
was not collected
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

according to
protocol, please
provide".

Sep-02-2020 08:32:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 2: Closed Response satisfies
query

Sep-01-2020 10:25:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 2: Answered Changed data per
query

Sep-01-2020 08:28:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gladys Noi
(pfe.noig)

Query 2: Opened DM: Barcode
BM8FHB was
received by the lab
but missing in
inform. Please
review and update
appropriately or
submit a SCF.

Aug-17-2020 16:30:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-17-2020 16:30:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-17-2020 16:30:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Aug/17/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-17-2020 16:30:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BLD02H

Initial Entry

5.a Sample ID
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Aug-18-2020
01:33:26
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Clo
sed

Auto closed by
Validation Check:
VC_BEETRK001_01

Aug-17-2020
20:17:19
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Query
1: An
swere
d

Original value is
correct

Aug-17-2020
19:41:00
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW4228507;This
Barcode is already
recorded more than
once (for the same
subject). Please
review and update as
appropriate.

Aug-17-2020
16:30:42
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Data
Entry
:
BLD0
2H

Initial Entry

5.b

Date Location User Value Reason

Aug-17-2020 20:17:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BLD02J

Transcription Error

Aug-17-2020 16:30:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BLD02H

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b Sample ID

Date Location User Value Reason

Aug-18-2020
01:33:26
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Clo
sed

Auto closed by
Validation Check:
VC_BEETRK001_01

Aug-17-2020
20:17:08
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
1: An
swere
d

Transcription Error

Aug-17-2020
20:17:08
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Data
Entry
:
BLD0
2J

Transcription Error

Aug-17-2020
19:41:00
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW4228508;This
Barcode is already
recorded more than
once (for the same
subject). Please
review and update as
appropriate.

Aug-17-2020
16:30:51
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Data
Entry
:
BLD0
2H

Initial Entry

5.c

Date Location User Value Reason

Sep-03-2020 13:37:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BM8FBH

Transcription Error
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-01-2020 10:25:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BM8FHB

Transcription Error

Aug-28-2020 12:46:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BM8FBH

Transcription Error

Aug-17-2020 20:16:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BM8FHB

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sample ID

Date Location User Value Reason

Oct-21-2020 08:44:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gladys Noi
(pfe.noig)

Query 3: Closed error

Oct-21-2020 06:03:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ankita Thakur
(pfe.thakua20)

Query 3: Reissued:Opened DM: Thank you for
the response, at
Visit 1 , now the
form is unfrozen,
hence please update
the data appropriate
as per the below
query. Else clarify.

Oct-20-2020 10:23:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 3: Answered Please unfreeze so I
may update, thanks!

Oct-20-2020 08:15:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kiran Potdar
(pfe.potdak02)

Query 3: Opened LIMS Query: As
per lab, sample ID
is BM8FHB and not
BM8FBH as
reported here.
Please check and
correct the data,
else clarify.

Sep-04-2020 04:43:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 2: Closed Response satisfies
query

Sep-03-2020 13:37:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered Transcription Error

Sep-03-2020 13:37:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8FBH

Transcription Error

Sep-03-2020 11:52:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gladys Noi
(pfe.noig)

Query 2: Opened DM: Lab received
BM8FBH. Please
confirm barcode
and update
accordingly or
submit SCF.
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-01-2020 10:25:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8FHB

Transcription Error

Aug-28-2020 13:52:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gladys Noi
(pfe.noig)

Query 1: Closed Response satisfies
query

Aug-28-2020 12:46:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Aug-28-2020 12:46:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8FBH

Transcription Error

Aug-28-2020 10:55:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gladys Noi
(pfe.noig)

Query 1: Opened DM: BM8FHB
entered instead of
BM8FBH. Please
confirm barcode
and update
accordingly or
clarify.

Aug-17-2020 20:16:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8FHB

Initial Entry

5.d

Date Location User Value Reason

Aug-28-2020 16:06:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BM8FBF

Transcription Error

Aug-28-2020 16:06:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BM8FF5

Transcription Error

Aug-18-2020 10:55:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BM8FBF

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sample ID

Date Location User Value Reason

Aug-28-2020 16:06:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8FBF

Transcription Error

Aug-28-2020 16:06:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8FF5

Transcription Error

Aug-18-2020 10:55:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8FBF

Initial Entry

5.e

Date Location User Value Reason

Aug-18-2020 10:55:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BM8FBG

Initial Entry

5.e Sample ID

Date Location User Value Reason

Aug-18-2020 10:55:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8FBG

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-17-2020 13:15:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-17-2020 13:15:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-17-2020 13:15:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-17-2020 13:15:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-17-2020 13:15:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Aug/16/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-17-2020 13:15:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BM8FBB

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Aug-17-2020 13:15:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8FBB

Initial Entry

09
01

77
e1
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ae

3f
ea
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-17-2020 12:43:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-17-2020 12:43:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-17-2020 12:43:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Aug-17-2020 12:43:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/16/2020 12:50

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-17-2020 12:43:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-17-2020 12:43:35
(UTC-05:00) Eastern

ACV0PFEINFP6000  Taylor
Stannard

Data Entry:
LEFT

Initial Entry09
01

77
e1

96
ae

3f
ea
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al
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Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe.tstannard)

7. Route:

Date Location User Value Reason

Aug-17-2020 12:43:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-17-2020 12:43:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED O
BSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Aug-17-2020 12:43:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Aug-17-2020 12:43:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES - REACTOGENICITY E-D
IARY COLLECTED FOR THIS
SUBJECT

Initial Entry

09
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-07-2020 05:03:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Closed Response satisfies
query

Sep-06-2020 19:34:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Changed data per
query

Sep-05-2020 22:12:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Balaji Prabu R
(pfe.rb01)

Query 1: Opened Please complete
"Electronic sample
tracking-NASAL
SWAB" CRF.

Sep-04-2020 15:51:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/4/2020

Initial Entry
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Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: FE

VE
R

Were fever or systemic sy
mptoms present on the las
t day the Subject Diary w
as completed?:

N
O

Initial Entry

2.a Symptom:

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
FEVER

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: FA

TI

Initial Entry

09
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e1
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3f
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Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

GU
E

Were fever or systemic sy
mptoms present on the la
st day the Subject Diary
was completed?:

NO

2.b Symptom:

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: HE

AD
AC
HE

Were fever or systemic s
ymptoms present on the l
ast day the Subject Diary
was completed?:

NO

Initial Entry
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Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.c Symptom:

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: CH

IL
LS

Were fever or systemic sy
mptoms present on the las
t day the Subject Diary w
as completed?:

NO

Initial Entry

2.d Symptom:

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: VO

MIT
ING

Were fever or systemic s
ymptoms present on the l
ast day the Subject Diary
was completed?:

NO

Initial Entry

2.e Symptom:

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.f

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: DIA

RR
HE
A

Were fever or systemic s
ymptoms present on the l
ast day the Subject Diary
was completed?:

NO

Initial Entry

09
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e1

96
ae

3f
ea
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al
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Site No: 1015 Site Name: (1015) Boston Medical Center
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.f Symptom:

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: NEW OR

WORSE
NED MU
SCLE PA
IN

Were fever or syste
mic symptoms prese
nt on the last day th
e Subject Diary was
completed?:

NO

Initial Entry

2.g Symptom:

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEW OR WORSENED MUSC
LE PAIN

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.h

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: NEW O

R WORS
ENED J
OINT PA
IN

Were fever or syste
mic symptoms prese
nt on the last day th
e Subject Diary was
completed?:

NO

Initial Entry

2.h Symptom:

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEW OR WORSENED JOINT
PAIN

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
LEFT

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Injection Site Reaction:: RE

DN
ESS

Were injection site reacti
ons present on the last da
y the Subject Diary was c
ompleted?:

NO

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
REDNESS

Initial Entry

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Injection Site Reaction:: SW

ELL
ING

Were injection site reacti
ons present on the last d
ay the Subject Diary was
completed?:

NO

Initial Entry
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5.b Injection Site Reaction:

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Injection Site Reactio
n::

PAIN A
T INJE
CTION
SITE

Were injection site re
actions present on the
last day the Subject D
iary was completed?:

NO

Initial Entry

5.c Injection Site Reaction:

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
PAIN AT INJECTION SITE

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Sep-04-2020 15:53:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Sep-04-2020 15:53:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/4/2020

Initial Entry

2.a

Date Location User Value Reason

Sep-04-2020 15:53:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier
::

1

Temperature: 97.9

Temperature Unit
:

F

Temperature Loc
ation::

ORAL CAV
ITY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Sep-04-2020 15:53:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Sep-04-2020 15:53:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
97.9

Initial Entry

2.a Unit:

Date Location User Value Reason

Sep-04-2020 15:53:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
F

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.a Temperature Location:

Date Location User Value Reason

Sep-04-2020 15:53:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Sep-04-2020 15:53:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Sep-04-2020 15:53:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Sep-04-2020 15:53:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/4/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Sep-04-2020 15:53:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Sep-04-2020 15:53:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-04-2020 15:53:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

113

Test:: Choriogonadotro
pin Beta_PX113

Result:: NEGATIVE

Not Done::

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Sep-04-2020 15:53:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Sep-04-2020 15:53:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Choriogonadotropin Beta_PX11
3

Initial Entry

6.a Result:

Date Location User Value Reason

Sep-04-2020 15:53:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEGATIVE

Initial Entry

09
01

77
e1

96
ae

3f
ea

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0140813



Page 118 of 154

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-06-2020 19:34:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-06-2020 19:34:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-06-2020 19:34:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-06-2020 19:34:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-06-2020 19:34:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Sep/4/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-06-2020 19:34:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BP9HXV

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Sep-06-2020 19:34:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BP9HXV

Initial Entry

09
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-04-2020 15:54:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-04-2020 15:54:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-04-2020 15:54:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Sep-10-2020
08:40:24
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Swapna Varikuti
(pfe.variks)

Query
1: Clos
ed

Response satisfies
query

Sep-09-2020
11:30:45
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Query
1: Ans
wered

Changed data per
query

Sep-07-2020
03:25:30
(UTC-05:00)
Eastern Time

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD
(pfe.PFESDQ_PROD)

Query
1: Ope
ned

PDQ: Subject has
reported with
Severe
symptoms/reactions
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(US &
Canada)

on '2020-09-05'.
Per protocol,
subjects
experiencing Grade
3 local reactions
should be
contacted. Please
confirm if an
UNPLANNED
CONTACT was
made and update
the corresponding
form as
appropriate.
"[malipn01
SDQ=4039]"

Sep-04-2020
15:54:48
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Data
Entry:
Sep/4/
2020 1
5:54

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-04-2020 15:54:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-04-2020 15:54:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Sep-04-2020 15:54:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-04-2020 15:54:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED O
BSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Sep-04-2020 15:54:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-23-2020 03:53:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Minal Pathak
(pfe.patham13)

Query 2: Closed Response satisfies
query

Oct-22-2020 14:55:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Query 2: Answered Changed data per
query

Oct-22-2020 10:12:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Erik Sundgaard
(pfe.sundgaardea)

Query 2: Opened DM1: Thank you for
response. Please
review if data is
available and
provide details on
‘Immunogenicity
form' at this visit.

Oct-21-2020 01:01:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Pratiksha
Mahadik
(pfe mahadp07)

Query 1: Closed Closed as query kept
in candidate state.

Oct-21-2020 01:00:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Pratiksha
Mahadik
(pfe mahadp07)

Query 2: Candidate DM1: Thank you for
response. Please
review if data is
available and
provide details on
‘Immunogenicity
form' at this visit.

Oct-16-2020 01:02:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Pratiksha
Mahadik
(pfe mahadp07)

Query 1: Reissued:Opened DM1: Thank you for
response. Please
keep this query open
at your end. Once
data is available and
updated, respond to
the query.

Oct-15-2020 14:43:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Query 1: Answered Hello, we are
currently trying to
find the barcodes for
this participant. Will
update as soon as the
lab staff can get it to
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

us.

Oct-09-2020 10:11:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rajashekhar
Reddy
(pfe reddyr51)

Query 1: Opened DM: Kindly review
and complete
‘Immunogenicity
form' at this visit.
Thank you.

Oct-02-2020 15:37:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Data Entry:
Oct/2/2020

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: FE

VE
R

Were fever or systemic sy
mptoms present on the las
t day the Subject Diary w
as completed?:

N
O

Initial Entry

2.a Symptom:

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
FEVER

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: FA

TI

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

GU
E

Were fever or systemic sy
mptoms present on the la
st day the Subject Diary
was completed?:

NO

2.b Symptom:

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: HE

AD
AC
HE

Were fever or systemic s
ymptoms present on the l
ast day the Subject Diary
was completed?:

NO

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.c Symptom:

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: CH

IL
LS

Were fever or systemic sy
mptoms present on the las
t day the Subject Diary w
as completed?:

NO

Initial Entry

2.d Symptom:

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: VO

MIT
ING

Were fever or systemic s
ymptoms present on the l
ast day the Subject Diary
was completed?:

NO

Initial Entry

2.e Symptom:

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.f

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: DIA

RR
HE
A

Were fever or systemic s
ymptoms present on the l
ast day the Subject Diary
was completed?:

NO

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.f Symptom:

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: NEW OR

WORSE
NED MU
SCLE PA
IN

Were fever or syste
mic symptoms prese
nt on the last day th
e Subject Diary was
completed?:

NO

Initial Entry

2.g Symptom:

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEW OR WORSENED MUSC
LE PAIN

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.h

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: NEW O

R WORS
ENED J
OINT PA
IN

Were fever or syste
mic symptoms prese
nt on the last day th
e Subject Diary was
completed?:

NO

Initial Entry

2.h Symptom:

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEW OR WORSENED JOINT
PAIN

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
LEFT

Initial Entry

09
01

77
e1

96
ae

3f
ea

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0140826



Page 131 of 154

***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Injection Site Reaction:: RE

DN
ESS

Were injection site reacti
ons present on the last da
y the Subject Diary was c
ompleted?:

NO

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
REDNESS

Initial Entry

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Injection Site Reaction:: SW

ELL
ING

Were injection site reacti
ons present on the last d
ay the Subject Diary was
completed?:

NO

Initial Entry
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b Injection Site Reaction:

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Injection Site Reactio
n::

PAIN A
T INJE
CTION
SITE

Were injection site re
actions present on the
last day the Subject D
iary was completed?:

NO

Initial Entry

5.c Injection Site Reaction:

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
PAIN AT INJECTION SITE

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-02-2020 15:37:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-22-2020 14:52:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-22-2020 14:52:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-22-2020 14:52:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-22-2020 14:52:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-22-2020 14:52:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Oct/2/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-22-2020 14:52:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BLD0L1

Initial Entry
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Oct-22-2020 14:52:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BLD0L1

Initial Entry

5.b

Date Location User Value Reason

Oct-22-2020 14:54:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BP9HK8

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-22-2020 14:54:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BP9HK8

Initial Entry

5.c

Date Location User Value Reason

Oct-22-2020 14:54:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BLD0L3

Initial Entry

5.c Sample ID

Date Location User Value Reason

Oct-22-2020 14:54:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BLD0L3

Initial Entry
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Header Text: c4591001

Visit: V4_MONTH6_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-03-2021 11:50:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Mar/1/2021

Initial Entry
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Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Mar-03-2021 11:50:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Mar-03-2021 11:50:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-03-2021 11:50:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Mar-03-2021 11:50:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Mar-03-2021 11:50:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Mar/1/2021

Initial Entry

5.a

Date Location User Value Reason

Mar-03-2021 11:50:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSH1J1

Initial Entry
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Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Mar-03-2021 11:50:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSH1J1

Initial Entry

5.b

Date Location User Value Reason

Mar-03-2021 11:51:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSH1J2

Initial Entry

5.b Sample ID

Date Location User Value Reason

Mar-03-2021 11:51:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSH1J2

Initial Entry

5.c

Date Location User Value Reason

Mar-03-2021 11:52:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSH1J3

Initial Entry

5.c Sample ID

Date Location User Value Reason

Mar-03-2021 11:52:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSH1J3

Initial Entry

5.d

Date Location User Value Reason

Mar-03-2021 11:53:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BR70G3

Initial Entry
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Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sample ID

Date Location User Value Reason

Mar-03-2021 11:53:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BR70G3

Initial Entry

09
01

77
e1

96
ae
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Sep/06/2020

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-09-2020 11:29:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/6/2020

Initial Entry
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Sep/06/2020

Form: UNPLANNED VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Assessments

Date Location User Value Reason

Sep-09-2020 11:30:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-09-2020 11:29:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Contact Outcome is
ticked however
'CONTACT
OUTCOME' form
is not entered.
Please review and
update as
appropriate.

Sep-09-2020 11:29:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
CONTACT OUTCOME

Initial Entry
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Sep/06/2020

Form: CONTACT OUTCOME - UNPLANNED - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Contact Type:

Date Location User Value Reason

Sep-09-2020 11:30:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
TELEPHONE VISIT

Initial Entry

2. Was contact made?

Date Location User Value Reason

Sep-09-2020 11:30:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Contact:

Sep/6/2020

Contact Outcome:

VISIT NOT REQUIRED, IN
VESTIGATOR DECISION

Initial Entry

3. Comments:

Date Location User Value Reason

Sep-12-2020
05:51:05
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Premraj Bhoyar
(pfe.bhoyap)

Query 1:
Closed

Data updated
by site.

Sep-11-2020
13:14:29
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1:
Answered

New
Information

Sep-11-2020
13:14:29
(UTC-05:00)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Data Entr
y:
Patient cal

New
Information09
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Sep/06/2020

Form: CONTACT OUTCOME - UNPLANNED - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time
(US &
Canada)

led reporti
ng sympto
ms reporte
d in eDiar
y, wanted
to know if
she may ta
ke pain m
edication.
Advised t
o take pai
n medicati
on. Agree
d to conta
ct with an
y other iss
ues or con
cerns.

Sep-10-2020
17:35:07
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD
(pfe.PFESDQ_PROD)

Query 1:
Opened

The following
text was
indicated in
the comment
field
[fever,muscle
soreness]. For
any
symptoms,
AEs, or other
key data
should be
collected on
the
appropriate
page or
eDiary. Please
review and
update as
necessary.
"[nazairl
SDQ=5843]"

Sep-09-2020
11:30:34
(UTC-05:00)
Eastern Time

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Data Entr
y:
Patient cal
led reporti

Initial Entry
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Sep/06/2020

Form: CONTACT OUTCOME - UNPLANNED - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(US &
Canada)

ng low-gr
ade fever
and muscl
e soreness,
wanted to
know if sh
e may take
pain medi
cation. Ad
vised to ta
ke pain m
edication.
Agreed to
contact wi
th any oth
er issues o
r concerns
.
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-05-2020 10:58:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
Oct/2/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-05-2020 10:58:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Oct-05-2020 10:58:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Oct-02-2020 15:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Oct-02-2020 15:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Oct-02-2020 15:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Oct-21-2020 20:43:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Xiaoxia Liu
(pfe.xiaoxl)

Query 1: Closed Response satisfies
query

Oct-20-2020 10:37:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Oct-20-2020 10:37:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Swollen lymph node - left armpi
t axillary

New Information

Oct-20-2020 01:16:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Sathenapalli
Suguna
Srujan
(pfe.srujas)

Query 1: Opened ClinQuery: Swollen
lymph node –
armpit: please
specify location re
axillary and
whether bilateral,
left, or right

Oct-19-2020 21:36:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Xiaoxia Liu
(pfe.xiaoxl)

Query 1: Candidate ClinQuery: Swollen
lymph node –
armpit: please
specify location re
axillary and
whether bilateral,
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

left, or right

Oct-02-2020 15:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Swollen lymph node - armpit

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Oct-05-2020 10:39:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Patricia
Banchero
(pfe.banchp)

Query 1: Closed Response satisfies
query

Oct-05-2020 10:31:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Oct-05-2020 10:31:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/4/2020 17:00

Transcription Error

Oct-05-2020 10:25:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Patricia
Banchero
(pfe.banchp)

Query 1: Opened GPDCLIN: The
event is deemed
related to study
treatment but start
time is prior to
vaccination. Please
review and update
as applicable.
Otherwise, please
clarify.

Oct-02-2020 15:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/4/2020 15:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Oct-02-2020 15:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

End Date Time:

Sep/8/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Oct-02-2020 15:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Oct-02-2020 15:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Oct-02-2020 15:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Oct-02-2020 15:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Oct-02-2020 15:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct-02-2020 15:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Oct-02-2020 15:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Oct-02-2020 15:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Oct-02-2020 15:39:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-23-2020 13:15:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dec/15/2020

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Dec-23-2020 13:15:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Participant is willing to return fo
r Vaccination 3

Participant is:

eligible and NOT confirmed t
o have received only placebo
at Vaccination 1/2

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Dec-23-2020 13:15:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dec/15/2020

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Dec-23-2020 13:15:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ASSESS ELIGIBILITY FOR A
DDITIONAL VACCINATION

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject Status

Date Location User Value Reason

Oct-05-2020 10:58:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Aug-17-2020 12:43:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Aug-17-2020 12:42:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Oct-05-2020 10:58:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/2/2020

Initial Entry

Aug-17-2020 12:43:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/16/2020

Initial Entry

Aug-17-2020 12:42:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/16/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151035 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Casebook Signature

Date Location User Value Reason

Oct-22-2020 06:10:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Elizabeth
Barnett
(pfe.ebarnett)

Data Entry:
Click Here to Enable

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per
protocol amendment 5, STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response
- Protocol version

24 JUL 2020

2. Select appropriate response
- What cohort does the
subject belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Aug/17/2020
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Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Demography

1. Subject ID [10151047]

2. Birth Date: /1990

3. Sex: FEMALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that
apply):

ASIAN

6. Racial Designation:
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Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/17/2020

2. Erroneous Visit
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Aug/17/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Migraines]

Start Date: UNK/UNK/2018

Ongoing: YES
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Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Aug/17/2020

2. Weight: [145.0]

3. Unit: LB

4. Height: [62.0]

5. Unit: in

6. Body Mass Index: [26.5]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [98.2]

Unit: F

Temperature Location: ORAL CAVITY
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Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Aug/17/2020

4. Laboratory Name and
Address (Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition

1. Randomization Date : Aug/17/2020

2. Randomization Number: [53307]

3. Randomization Group: [ ]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Aug/17/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BLD039]

5.b Sample ID [BLD03B]

5.c Sample ID [BM8FD3]

5.d Sample ID [BM8FD4]

5.e Sample ID [BM8FD5]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/17/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BM8FCY]
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Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/17/2020 17:01

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response
- Reactogenicity diary
collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR
THIS SUBJECT
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Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/9/2020

2. Erroneous Visit
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Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Sep/9/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [97.5]

Unit: F

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Sep/9/2020

4. Laboratory Name and
Address (Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/9/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9J0S]
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/9/2020 15:20

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

YES
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Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/7/2020

2. Erroneous Visit
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/7/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9HLG]

5.b Sample ID [BLD0NY]

5.c Sample ID [BLD0NZ]

5.d Sample ID [BLD0P5]
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Header Text: c4591001

Visit: V4_MONTH6_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: V5_MONTH12_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

09
01

77
e1

96
ae

3f
e4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0140874



Page 25 of 156

***Confidential***

 

Header Text: c4591001

Visit: V5_MONTH12_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: V6_MONTH24_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V6_MONTH24_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19

Form Version: 20-Feb-2021 02:17 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom
Started:

//

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]

Health Care Utilization

3. Has the subject been
hospitalized due to potential
COVID-19 illness?

09
01

77
e1

96
ae

3f
e4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0140882



Page 33 of 156

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained
for Potential COVID-19
Illness?

3. Toxicity Grade:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Unplanned - New Unscheduled
Visit

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned - New Unscheduled
Visit

Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Unplanned Assessments

1. Assessments
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Oct/7/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB
- New Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB
- New Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT
SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Category
AE Id
entifie

r
Adverse Event

Start Da
te

Is the Adverse E
vent Still Ongoin

g

Form Insta
nce

 1. ADVERS
E EVEN
T 

1  Right corneal irritation  Aug/17/2
020 22:5
4 

NO
End Date Time:

Aug/20/2020 U
NK:UNK

 

Repeating
Pages

 2. ADVERS
E EVEN
T 

2  SIRVA - shoulder injury r
elated to vaccine administ
ration 

Sep/9/20
20 18:00 

NO
End Date Time:

Feb/8/2021 UN
K:UNK

 

Repeating
Pages

09
01

77
e1

96
ae

3f
e4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0140892



Page 43 of 156

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[Right corneal irritation]

4. Start Date Time: Aug/17/2020 22:54

5. Is the adverse event still
ongoing?

NO

End Date Time:
Aug/20/2020 UNK:UNK

6. Toxicity Grade: 2
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[Contact lens wear]

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

11. Was a Concomitant
Medication given?

NO

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[SIRVA - shoulder injury related to vaccine administration]

4. Start Date Time: Sep/9/2020 18:00

5. Is the adverse event still
ongoing?

NO

End Date Time:
Feb/8/2021 UNK:UNK

6. Toxicity Grade: 3
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

YES

Is this serious event associated with congenital anomaly or
birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
NO

Did this serious event result in persistent or significant
disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
YES

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

NO
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[2020358753]
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Header Text: c4591001

Visit: Logs Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Categ

ory
Medicatio
n Error

Start
Date

Is the medication erro
r Still Ongoing

Study Medication
Errors Action

Form Instan
ce

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with
Study Treatment:

6. Was a Concomitant
Medication given?

7. Was a Non-Drug Treatment
given?

8. Did the Medication Error
cause the subject to be
discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defin
ed Identifier

Category for
Medication

Concomitant Medica
tions Pre-specified

Name of M
edication

Start
Date

Form Instan
ce

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON
STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS -
PROHIBITED

Form Version: 22-Apr-2020 21:03

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defi
ned Identifier

Category for
Medication

Concomitant Medic
ations Pre-specified

Name of
Medicatio

n

Dose Des
cription

Form Instan
ce

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS -
PROHIBITED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Header Text: c4591001

Visit: Logs Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Categ

ory
Treatment Ide

ntifier
Con Non-Drug Treatments

Pre-specified
Treatm

ent
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment
Identifier?

[ ]

3. Concomitant Non-drug
Treatment Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Header Text: c4591001

Visit: Logs Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Transfusion Type Date of Transfusion Form Instance

 1.     Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Header Text: c4591001

Visit: Unplanned Vaccination -
Unscheduled

Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and
Address (Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Visit: Unplanned Vaccination -
Unscheduled

Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vaccination

1. Was there a temporary
delay of vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?
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Visit: Unplanned Vaccination -
Unscheduled

Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: Unplanned Vaccination -
Unscheduled

Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: INFORMED CONSENT - ASYMPTOMATIC
SURVEILLANCE

Form Version: 14-Jan-2021 02:29 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Informed Consent - Asymptomatic Surveillance

1. Consent Was:
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Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/15/2020

2. Erroneous Visit
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Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response
- Is participant willing to
return for Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible and NOT confirmed to have received only placebo at
Vaccination 1/2
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Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Dec/15/2020

2. Primary Reason for
Unblinding:

ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Withdrawal Of Consent

1. Withdrawal of Consent
Date :

//
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Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Death Details

1. Date of Collection /
Notification of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Oct/7/2020
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Elizabeth
Barnett 

Approved Mar-12-2021 08:34:46 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA -
Comments

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Aug-17-2020 18:13:44 (UTC-05:00)
Eastern Time (US & Canada)

Taylor
Stannard
(pfe.tstannard)

Not Applicable
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Elizabeth
Barnett 

Approved Mar-12-2021 08:34:46 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Taylor
Stannard 

N/A Mar-08-2021 13:39:25 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Elizabeth
Barnett 

Approved Jan-21-2021 19:49:01 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Taylor
Stannard 

N/A Dec-23-2020 14:10:27 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Elizabeth
Barnett 

Approved Oct-20-2020 20:43:51 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Aug-17-2020
18:13:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Aug-17-2020
18:13:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
STAGE 3 COHORT
S

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Aug-17-2020
18:13:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
OBTAINED

Date Written Cons
ent Obtained

Aug/17/2020

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject ID

Date Location User Value Reason

Aug-17-2020
18:13:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10151047

Item copied
from previous
form

2. Birth Date:

Date Location User Value Reason

Aug-17-2020
18:13:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1990

Enrollment
Entry

3. Sex:

Date Location User Value Reason

Aug-17-2020
18:13:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason09
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***Confidential***

Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-17-2020
18:13:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT HISPANIC O
R LATINO(A) OR
OF SPANISH ORIG
IN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Aug-17-2020
18:13:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ASIAN

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-17-2020
18:13:38
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/17/2020

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Aug-17-2020
18:13:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/17/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Aug-17-2020
18:13:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Aug-17-2020
18:13:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Aug-17-2020
18:15:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

1

Medical His
tory Term:

Migraine
s

Start Date: UNK/U
NK/2018

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Aug-17-2020
18:15:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-17-2020
18:15:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Migraines

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.a Start Date:

Date Location User Value Reason

Aug-17-2020
18:15:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/2018

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Aug-17-2020
18:15:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Aug-17-2020
18:15:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/17/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Aug-17-2020
18:15:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
145.0

Initial Entry

3. Unit:

Date Location User Value Reason

Aug-17-2020
18:15:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
LB

Initial Entry

4. Height:

Date Location User Value Reason
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-17-2020
18:15:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
62.0

Initial Entry

5. Unit:

Date Location User Value Reason

Aug-17-2020
18:15:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
in

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Aug-17-2020
18:15:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
26.5

Initial Entry

7.a

Date Location User Value Reason

Aug-17-2020
18:15:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Id
entifier::

1

Temperat
ure:

98.2

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Temperat
ure Unit:

F

Temperat
ure Locati
on::

ORAL
CAVIT
Y

7.a Record Identifier:

Date Location User Value Reason

Aug-17-2020
18:15:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Aug-17-2020
18:15:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
98.2

Initial Entry

7.a Unit:

Date Location User Value Reason

Aug-17-2020
18:15:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
F

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

7.a Temperature Location:

Date Location User Value Reason

Aug-17-2020
18:15:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Aug-17-2020
18:16:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Aug-17-2020
18:16:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Aug-17-2020
18:16:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/17/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-17-2020
18:16:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Aug-17-2020
18:16:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Aug-17-2020
18:16:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

113

Test:: Choriogon
adotropin
Beta_PX11
3

Result:: NEGATIV
E

Not Done
::

Initial Entry

6.a Sponsor ID:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Aug-17-2020
18:16:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Aug-17-2020
18:16:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Choriogonadotropin
Beta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Aug-17-2020
18:16:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Randomization Date :

Date Location User Value Reason

Aug-17-2020
18:16:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/17/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Aug-17-2020
18:16:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
53307

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-17-2020
19:49:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-17-2020
19:49:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-17-2020
19:49:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Aug-17-2020
19:49:17
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
3f

e4
\F

in
al

\F
in

al
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n:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Aug-17-2020
19:49:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collectio
n:

Aug/17/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-17-2020
19:49:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID
:

BLD03
9

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-17-2020
19:49:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BLD039

Initial Entry

5.b
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Aug-17-2020
19:49:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample I
D:

BLD03
B

Initial Entry

5.b Sample ID

Date Location User Value Reason

Aug-17-2020
19:49:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BLD03B

Initial Entry

5.c

Date Location User Value Reason

Aug-17-2020
19:54:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample I
D:

BM8FD
3

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sample ID

Date Location User Value Reason

Aug-17-2020
19:54:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8FD3

Initial Entry

5.d

Date Location User Value Reason

Aug-17-2020
19:54:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample I
D:

BM8FD
4

Initial Entry

5.d Sample ID

Date Location User Value Reason

Aug-17-2020
19:54:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8FD4

Initial Entry

5.e

Date Location User Value Reason

Aug-17-2020
19:54:29

ACV0PFEINFP6000  Taylor
Stannard

Data Entry:
Sample I BM8FD

Initial Entry09
01

77
e1
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.tstannard) D: 5

5.e Sample ID

Date Location User Value Reason

Aug-17-2020
19:54:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8FD5

Initial Entry

09
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e1
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-17-2020
19:55:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-17-2020
19:55:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-17-2020
19:55:02
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Aug/17/2020

Initial Entry

5.a

Date Location User Value Reason
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-17-2020
19:54:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample I
D:

BM8FC
Y

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-17-2020
19:54:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8FCY

Initial Entry

09
01

77
e1

96
ae

3f
e4
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-17-2020
18:16:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-17-2020
18:16:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-17-2020
18:16:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01
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ae

3f
e4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0140953



Page 104 of 156
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-17-2020
18:16:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/17/2020 17:01

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-17-2020
18:16:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-17-2020
18:16:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Aug-17-2020
18:16:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-17-2020
18:16:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Aug-17-2020
18:16:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail
History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Aug-17-2020
18:16:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO - REACTOGEN
ICITY E-DIARY N
OT COLLECTED F
OR THIS SUBJECT

Initial Entry

09
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-09-2020
17:14:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/9/2020

Initial Entry

09
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e1

96
ae

3f
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Sep-09-2020
17:14:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/9/2020

Initial Entry

2.a

Date Location User Value Reason

Sep-09-2020
17:14:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Id
entifier::

1

Temperatu
re:

97.5

Temperatu
re Unit:

F

Temperatu
re Locatio
n::

ORAL
CAVIT
Y

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Sep-09-2020
17:14:47
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry
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01
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e1

96
ae

3f
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

& Canada)

2.a Temperature:

Date Location User Value Reason

Sep-09-2020
17:14:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
97.5

Initial Entry

2.a Unit:

Date Location User Value Reason

Sep-09-2020
17:14:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
F

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Sep-09-2020
17:14:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ORAL CAVITY

Initial Entry

09
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e1
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ae

3f
e4
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Sep-09-2020
17:14:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Sep-09-2020
17:14:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Sep-09-2020
17:14:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/9/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-09-2020
17:14:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Sep-09-2020
17:14:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Sep-09-2020
17:14:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-
Defined I
dentifier:

113

Test:: Choriogon
adotropin
Beta_PX11
3

Result:: NEGATIV
E

Not Done
::

Initial Entry

6.a Sponsor ID:
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST -
eCRF Audit Trail History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Sep-09-2020
17:14:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Sep-09-2020
17:14:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Choriogonadotropin
Beta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Sep-09-2020
17:14:53
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-09-2020
19:14:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-09-2020
19:14:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-09-2020
19:14:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Sep-09-2020
19:14:42
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
3f

e4
\F

in
al
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al
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n:
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Sep-09-2020
19:14:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collectio
n:

Sep/9/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-09-2020
19:14:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID
:

BP9J0
S

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-09-2020
19:14:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BP9J0S

Initial Entry

09
01

77
e1

96
ae

3f
e4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0140964



Page 115 of 156

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-09-2020
17:15:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-09-2020
17:15:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-09-2020
17:15:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
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3f
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-09-2020
17:15:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/9/2020 15:20

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-09-2020
17:15:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-09-2020
17:15:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Sep-09-2020
17:15:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-09-2020
17:15:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Sep-09-2020
17:15:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-07-2020
13:29:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Oct/7/2020

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-09-2020
11:21:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-09-2020
11:21:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-09-2020
11:21:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Oct-09-2020
11:21:41
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77

e1
96

ae
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e4
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Oct-09-2020
11:21:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collectio
n:

Oct/7/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-09-2020
11:21:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample I
D:

BP9HL
G

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-09-2020
11:21:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BP9HLG

Initial Entry

5.b
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Oct-09-2020
12:01:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample I
D:

BLD0N
Y

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-09-2020
12:01:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BLD0NY

Initial Entry

5.c

Date Location User Value Reason

Oct-09-2020
12:01:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample I
D:

BLD0N
Z

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sample ID

Date Location User Value Reason

Oct-09-2020
12:01:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BLD0NZ

Initial Entry

5.d

Date Location User Value Reason

Oct-09-2020
12:08:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample I
D:

BLD0P
5

Initial Entry

5.d Sample ID

Date Location User Value Reason

Oct-09-2020
12:08:06
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BLD0P5

Initial Entry
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit
Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-09-2020
12:08:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Oct/7/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-09-2020
12:08:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Oct-09-2020
12:08:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Sep-11-2020
11:35:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Sep-15-2020
16:40:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Sep-11-2020
11:35:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Sep-11-2020
11:35:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Sep-11-2020
11:35:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Right corneal irritati
on

Initial Entry

4. Start Date Time:

Date Location User Value Reason09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-11-2020
11:35:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/17/2020 22:54

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Sep-11-2020
11:35:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

End Date Time:

Aug/20/2020 UN
K:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Sep-11-2020
11:35:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
2

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Sep-11-2020
11:35:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Sep-11-2020
11:35:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Sep-11-2020
11:35:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT RELATED

If Not Related to st
udy treatment(s), th
is event is due to:

OTHER

If Other, specify:

Contact lens w
ear

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Sep-11-2020
11:35:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Sep-11-2020
11:35:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Sep-11-2020
11:35:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Sep-11-2020
11:35:22

ACV0PFEINFP6000  Taylor
Stannard

Data Entry:
RECOVERED/RES

Initial Entry09
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(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.tstannard) OLVED

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Sep-11-2020
11:35:22
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Sep-15-2020
16:40:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Sep-15-2020
16:40:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Oct-08-2020
22:13:18
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 3:
Closed

Response satisfies query

Oct-08-2020 ACV0PFEINFP6000  auto query Query 3: New Information09
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15:45:27
(UTC-05:00)
Eastern Time
(US &
Canada)

(autoquery) Answered

Oct-08-2020
15:45:27
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Ent
ry:
SIRVA - s
houlder in
jury relate
d to vacci
ne admini
stration

New Information

Oct-08-2020
07:16:04
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 3:
Opened

SAE
RECON:AER#2020358753
term was updated back to
SIRVA in Safety database.
Per Clinical comment 's per
records, immune mediated
brachual was ruled out .
Please confirm and update
term accordingly.

Oct-01-2020
14:52:08
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Ent
ry:
Immune-
mediated
brachial p
lexus neu
ropathy

Updated from SIRVA -
shoulder injury related to
vaccine administration -
upper deltoid, per query

Sep-22-2020
17:30:41

ACV0PFEINFP6000  Charu
Sabharwal

Query 2:
Closed

Will close for now but
additional queries may be09
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(UTC-05:00)
Eastern Time
(US &
Canada)

(pfe.sabhac) requested for SAE
narrative clarification

Sep-21-2020
12:35:59
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2:
Answered

Transcription Error

Sep-21-2020
12:35:59
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Ent
ry:
SIRVA - s
houlder in
jury relate
d to vacci
ne admini
stration -
upper delt
oid

Transcription Error

Sep-19-2020
12:14:01
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Charu
Sabharwal
(pfe.sabhac)

Query 2:
Opened

Clinical_as per the SAE
narrative "She [subject]
noted that the band-aid was
very high on her arm."
Please submit a follow-up
SAE/AER 2020358753
with the location of the
injection in the deltoid re:
upper or lower portion of
the deltoid.

Sep-18-2020 ACV0PFEINFP6000  Cavin van Query 1: Response satisfies query09
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04:33:43
(UTC-05:00)
Eastern Time
(US &
Canada)

Schalkwyk
(pfe.vanscc01)

Closed

Sep-17-2020
12:52:51
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1:
Answered

Transcription Error

Sep-17-2020
12:52:51
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Ent
ry:
SIRVA - s
houlder in
jury relate
d to vacci
ne admini
stration

Transcription Error

Sep-17-2020
11:58:21
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Swaranjali
Subhash
Pawar
(pfe.pawars01)

Query 1:
Opened

DM: A trailing space is
identified. To avoid
processing errors, please
remove the identified
character by deleting the
entry and re-entering the
data (without using copy
and paste).

Sep-15-2020
16:40:20
(UTC-05:00)
Eastern Time

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Ent
ry:
SIRVA - s
houlder in

Initial Entry
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(US &
Canada)

jury relate
d to vacci
ne admini
stration

4. Start Date Time:

Date Location User Value Reason

Sep-18-2020
15:54:16
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Erik Sundgaard
(pfe.sundgaardea)

Query 2: Closed Response
satisfies query

Sep-18-2020
15:53:45
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answe
red

Answer Auto
Query

Sep-18-2020
15:53:45
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Data Entry:
Sep/9/2020 18:0
0

approximate
time

Sep-18-2020
15:16:47
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Erik Sundgaard
(pfe.sundgaardea)

Query 2: Reissu
ed:Opened

If AE occurs on
the day of
vaccination,
then a full start
date and time is
expected.
Unknown
date/time is
unacceptable. If
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actual time is
unknown,
record the
approximate
time. Please
review and
update as
appropriate.

Sep-18-2020
11:51:19
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Query 2: Answe
red

Did not report
exact time,
happened after
injection

Sep-17-2020
12:52:51
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opene
d

For AE SIRVA
- shoulder
injury related to
vaccine
administration:
Start Date is the
same as a
Vaccination
Date, but time
is not provided.
Please review
and update as
appropriate.

Sep-17-2020
05:54:54
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Closed Response
satisfies query
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Sep-16-2020
10:41:59
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Query 1: Answe
red

AE started after
the vaccination.

Sep-16-2020
09:08:30
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Pramod Margaj
(pfe.margap03)

Query 1: Reissu
ed:Opened

DM 1: Thanks
for your
response.
Please confirm
if AE started
before or after
Vaccination.

Sep-15-2020
16:41:50
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Query 1: Answe
red

Reported "late
in the evening"
did not specify
an exact time.

Sep-15-2020
16:40:20
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opene
d

For AE SIRVA
- shoulder
injury related to
vaccine
administration :
Start Date is the
same as a
Vaccination
Date, but time
is not provided.
Please review
and update as
appropriate.

Sep-15-2020 ACV0PFEINFP6000  Taylor Stannard Data Entry: Initial Entry09
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16:40:20
(UTC-05:00)
Eastern Time
(US & Canada)

(pfe.tstannard) Sep/9/2020 UN
K:UNK

5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-08-2021
14:15:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Katherine
Liau
(pfe.liaukf)

Query 2: Closed Response
satisfies query

Mar-08-2021
13:39:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

End Date Time:

Feb/8/2021 UN
K:UNK

New
Information

Mar-08-2021
13:36:19
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 2: Answere
d

AE is ongoing

Mar-02-2021
04:57:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Katherine
Liau
(pfe.liaukf)

Query 2: Opened GPD CLIN:
Please confirm
if the subject's
AE is still
ongoing else
provide end
date as
applicable.
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Oct-20-2020
20:56:29
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Xiaoxia Liu
(pfe.xiaoxl)

Query 1: Closed Response
satisfies query

Oct-16-2020
09:46:57
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answere
d

The SIRVA is
continuing for
this subject as
of their last
visit.

Oct-15-2020
20:09:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Xiaoxia Liu
(pfe.xiaoxl)

Query 1: Opened ClinQuery:
SIRVA -
shoulder injury
related to
vaccine
administration
is currently
marked as
ongoing (start
date >28 days
ago), however
this appears to
be a temporary
event related to
study treatment.
Please provide
an end date or
clarification.

Sep-15-2020
16:40:20
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

09
01

77
e1

96
ae

3f
e4

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0140989



Page 140 of 156

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

& Canada)

6. Toxicity Grade:

Date Location User Value Reason

Oct-20-2020
12:41:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Brent Spears
(pfe.spearj09)

Query 1: Closed Response
satisfies query

Oct-14-2020
11:31:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed
Information

Oct-14-2020
11:31:28
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
3

Changed
Information

Oct-12-2020
18:40:47
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Brent Spears
(pfe.spearj09)

Query 1: Reissued:
Opened

Per
investigator
source note for
encounter on
07Oct2020,
max toxicity
grade was
documented as
severe (3).
Please
reconcile
eCRF and
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source.

Oct-08-2020
15:47:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Waiting for
source to be
updated.

Oct-08-2020
15:47:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry: Waiting for
source to be
updated.

Oct-06-2020
14:10:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Brent Spears
(pfe.spearj09)

Query 1: Opened Toxicity grade
not
documented in
source. Please
confirm data is
correct.

Sep-15-2020
16:40:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
3

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).09
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Date Location User Value Reason

Oct-08-2020
08:19:58
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 3:
Closed

Per Clinical comment
Safety and CDB ; as per
records, immune mediated
brachual was ruled out -
deletion of immune
mediated plxus neuropathy
and SIRVA should be
reported as per medical
records- Query issued in
term

Oct-02-2020
08:02:24
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 3:
Reissued:
Opened

SAE RECON 1: Term was
updated.However,SIRVA
and immune-mediated
brachial plexus neuropathy
was reported as 2 separate
events in SDB. Please
confirm if these are indeed
separate events and to be
added in AE CRF as
separate entries.

Oct-01-2020
14:52:15
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 3:
Answered

Changed data per query

Oct-01-2020
06:44:09
(UTC-05:00)
Eastern Time
(US &

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 3:
Opened

SAE
RECON:AER#2020358753
immune-mediated brachial
plexus neuropathy(onset
date:09Sep2020)was
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Canada) reported as serious in
Safety database but missing
in AE CRF. Please confirm
and update CRF. If safety
update is required, submit a
follow-up SAE Form.

Sep-18-2020
05:38:14
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2:
Deleted

Close Auto Query

Sep-17-2020
12:52:51
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2:
Candidate

For AE SIRVA - shoulder
injury related to vaccine
administration: Response
to "Is the adverse event
serious?" is 'Yes' but
"Serious Adverse Event
Number" is blank.
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Back to Form

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Sep-17-2020
11:18:07
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response
satisfies query

Sep-16-2020
10:55:26
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answer
ed

Confirmed
seriousness,
already reported
to pfizer.

Sep-16-2020
08:48:45
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Opened SAE
RECON:SIRVA
-shoulder injury
related to
vaccine
administration
(Onset
date:09Sep2020)
is not reported
on SAE Report
Form but
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marked serious
on AE CRF.
Confirm
seriousness and
report to Pfizer.If
this event is not
serious,
downgrade the
event in Inform

Sep-15-2020
16:40:20
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candid
ate

For AE SIRVA -
shoulder injury
related to
vaccine
administration :
Response to "Is
the adverse
event serious?"
is 'Yes' but
"Serious
Adverse Event
Number" is
blank.

Sep-15-2020
16:40:20
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Is this serious e
vent associated
with congenital
anomaly or birt
h defect?

NO

Did this serious

Initial Entry
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event result in
death?

NO

Did this serious
event require or
prolong hospita
lization?

NO

Did this serious
event result in
persistent or sig
nificant disabili
ty/incapacity?

NO

Is this serious e
vent life threate
ning?

NO

Other medicall
y important seri
ous event

YES

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.
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Date Location User Value Reason

Sep-15-2020
16:40:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Sep-15-2020
16:40:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Sep-15-2020
16:40:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT APPLICABL
E

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Sep-15-2020
16:40:20
(UTC-05:00)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Eastern Time (US
& Canada)

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Sep-15-2020
16:40:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Mar-11-2021
05:38:27
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 2:
Closed

SDB updated

Mar-09-2021
15:29:42
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Gladys Noi
(pfe.noig)

Query 2:
Reissued
:Candida
te

Pending SDB update

Mar-09-2021
11:07:39
(UTC-05:00)
Eastern Time

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 2:
Answere
d

Faxed update on 9mar2021
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(US &
Canada)

Mar-09-2021
05:17:37
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 2:
Opened

SAE
RECON:AER#2020358753
,outcome was updated to
RECOVERED/RESOLVED
on AE CRF while reported
as Recovering/Resolving in
Safety database. Please
confirm correct outcome. If
safety update is required,
please submit a follow-up
form.

Mar-08-2021
13:39:51
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1:
Closed

Close Auto Query

Mar-08-2021
13:39:51
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data En
try:
RECOV
ERED/R
ESOLVE
D

New Information

Mar-08-2021
13:39:25
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1:
Opened

For AE SIRVA - shoulder
injury related to vaccine
administration: Response to
"What was the outcome of
this adverse event?" is
'Recovering/Resolving' but09
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AE End Date/Time is
present.

Sep-15-2020
16:40:20
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data En
try:
RECOV
ERING/
RESOLV
ING

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Sep-15-2020
16:40:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Sep-18-2020
05:38:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020358753

Initial Entry
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Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---
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Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-23-2020
14:10:34
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dec/15/2020

Initial Entry
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Subject No: 10151047 Subject Initials: ---
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Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Dec-23-2020
14:10:41
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Participant is willing
to return for Vaccina
tion 3

Participant is:

eligible and NOT
confirmed to hav
e received only pl
acebo at Vaccinat
ion 1/2

Initial Entry
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Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Dec-23-2020
14:10:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dec/15/2020

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Dec-23-2020
14:10:27
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ASSESS ELIGIBILI
TY FOR ADDITIO
NAL VACCINATIO
N

Initial Entry
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject Status

Date Location User Value Reason

Oct-09-2020
12:08:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Aug-17-2020
18:16:25
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDO
MIZED

Initial Entry

Aug-17-2020
18:13:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Oct-09-2020
12:08:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/7/2020

Initial Entry

Aug-17-2020
18:16:25

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/17/2020

Initial Entry
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(UTC-05:00)
Eastern Time (US
& Canada)

Aug-17-2020
18:13:55
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/17/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151047 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Casebook Signature

Date Location User Value Reason

Oct-20-2020
20:43:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Elizabeth
Barnett
(pfe.ebarnett)

Data Entry:
Click Here to Enable

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5,
STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response -
Protocol version

24 JUL 2020

2. Select appropriate response - What
cohort does the subject belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Aug/20/2020
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Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Demography

1. Subject ID [10151071]

2. Birth Date: 1988

3. Sex: FEMALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): WHITE

6. Racial Designation:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/20/2020

2. Erroneous Visit
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation/Death

Aug/20/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Medical History Details

1. Line/MH Number: Not Applicable

[ ]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

Not Applicable

[ ]

Start Date: Not Applicable

//

Ongoing: Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Aug/20/2020

2. Weight: [117.0]

3. Unit: LB

4. Height: [67.0]

5. Unit: in

6. Body Mass Index: [18.3]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [97.9]

Unit: F

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Aug/20/2020

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition

1. Randomization Date : Aug/20/2020

2. Randomization Number: [57976]

3. Randomization Group: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Aug/20/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BLD04T]

5.b Sample ID [BLD04V]

5.c Sample ID [BM8FHJ]

5.d Sample ID [BM8FHK]

5.e Sample ID [BM8FHL]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/20/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BM8FH8]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/20/2020 11:48

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: RIGHT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

NO

If No, specify reason:
[Had to leave early for work. Did not report any AE's]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS SUBJECT
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/10/2020

2. Erroneous Visit

09
01

77
e1

96
ae

3f
e5

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141021



Page 16 of 155

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Sep/10/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [98.4]

Unit: F

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Sep/10/2020

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/10/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9J0Z]
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/10/2020 10:32

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: RIGHT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

NO

If No, specify reason:
[Patient had to leave urgently. Asked to contact us with any concerns.
Expressed understanding.]
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/9/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/9/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9HML]

5.b Sample ID [BRTRYF]

5.c Sample ID [BRTRYG]

5.d Sample ID [BRTRYH]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 20-Feb-2021 02:17 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom Started: //

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or Contacts:

Health Care Utilization Other

2. Other Type of Practitioner Specify: [ ]

Health Care Utilization

3. Has the subject been hospitalized
due to potential COVID-19 illness?
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

3. Toxicity Grade:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Unplanned Assessments

1. Assessments
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation/Death :

Oct/9/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Disposition - Follow-Up

1. Date of
Completion/Discontinuation/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Category
AE Identi

fier
Adverse Event Start Date

Is the Adverse Event Still
Ongoing

Form Instanc
e

 1. ADVERSE EV
ENT 

1  Exposure during preg
nancy 

Jan/7/2021 UNK:
UNK 

YES  Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Exposure during pregnancy]

4. Start Date Time: Jan/7/2021 UNK:UNK

5. Is the adverse event still ongoing? YES

6. Toxicity Grade: Not Applicable Comments

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[Unrelated]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

UNKNOWN

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Catego

ry
Medication Er

ror
Start Da

te
Is the medication error Still O

ngoing
Study Medication Errors

Action
Form Instance

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment given?

8. Did the Medication Error cause the
subject to be discontinued from the
study?

9. Was this medication error
associated with any adverse events?

10. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Version: 22-Apr-2020 21:03

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defined Id

entifier
Category for Med

ication
Concomitant Medications Pr

e-specified
Name of Medic

ation
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defined I

dentifier
Category for Me

dication
Concomitant Medications

Pre-specified
Name of Medi

cation
Dose Descri

ption
Form Instanc

e

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Header Text: c4591001

Visit: Logs Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Categor

y
Treatment Identifie

r
Con Non-Drug Treatments Pre-specifie

d
Treatmen

t
Start Dat

e
Form Instance

 1.           Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Header Text: c4591001

Visit: Logs Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Transfusion Type Date of Transfusion Form Instance

 1.     Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and Address
(Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/15/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible per local/national recommendations and confirmed to have received
only placebo at Vaccination 1/2
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/21/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. Consent Was: OBTAINED

Date Written Consent Obtained
Dec/21/2020
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Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. Date of
Completion/Discontinuation/Death :

Dec/21/2020

2. Phase of Disposition: REPEAT SCREENING 1

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 10-Dec-2020 02:23 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Dec/21/2020

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Dec/21/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BSN5CS]

5.b Sample ID [BSN5D2]

5.c Sample ID [BSN5D3]

5.d Sample ID [BRFKMZ]
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Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Dec/21/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRFKMP]
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Visit: V101_VAX3 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Dec/21/2020 13:06

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: RIGHT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was Observed 30 MINUTES

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES
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Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Dec/15/2020

2. Primary Reason for Unblinding: ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Death Details

1. Date of Collection / Notification of
Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Visit: V102_VAX4 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/11/2021

2. Erroneous Visit
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Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 10-Dec-2020 02:23 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Jan/11/2021

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Jan/11/2021

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRFKRY]
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Visit: V102_VAX4 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Jan/11/2021 11:01

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: RIGHT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was Observed 30 MINUTES

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES
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Visit: V103_MONTH1 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/16/2021

2. Erroneous Visit
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Visit: V103_MONTH1 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Contact Outcome

1. Contact Type: TELEPHONE VISIT

2. Was contact made? YES

Date of Contact:
Feb/16/2021

3. Comments: [ ]
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Visit: V104_MONTH6 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V104_MONTH6 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: V105_MONTH18 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V105_MONTH18 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation/Death :

Feb/16/2021

2. Phase of Disposition: OPEN LABEL TREATMENT

3. Status: COMPLETED

4. Specify Status: [ ]
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Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Oct/9/2020
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Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Elizabeth
Barnett

Approved Mar-11-2021 10:32:42 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - Comments

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Aug-20-2020 11:39:23 (UTC-05:00) Eastern
Time (US & Canada)

Taylor Stannard
(pfe.tstannard)

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - Comments

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Aug-20-2020 11:41:52 (UTC-05:00) Eastern
Time (US & Canada)

Taylor Stannard
(pfe.tstannard)

Not Applicable
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Comments

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

6 Feb-24-2021 10:58:07 (UTC-05:00) Eastern
Time (US & Canada)

Taylor Stannard
(pfe.tstannard)

Not Applicable
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***Confidential***

Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION - Comments

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Dec-21-2020 13:50:45 (UTC-05:00) Eastern
Time (US & Canada)

Taylor Stannard
(pfe.tstannard)

Not Applicable
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***Confidential***

Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Elizabeth
Barnett 

Approved Mar-11-2021 10:32:42 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Taylor Stannard  N/A Feb-24-2021 10:03:02 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Elizabeth
Barnett 

Approved Jan-21-2021 19:15:57 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Taylor Stannard  N/A Dec-21-2020 13:50:05 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A
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***Confidential***

Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Elizabeth
Barnett 

Approved Oct-20-2020 20:04:18 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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***Confidential***

Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Aug-20-2020 11:38:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Aug-20-2020 11:38:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Aug-20-2020 11:38:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
OBTAINED

Date Written Consent Obtained

Aug/20/2020

Initial Entry

09
01

77
e1

96
ae

3f
e5

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141095



Page 90 of 155

***Confidential***

Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject ID

Date Location User Value Reason

Aug-20-2020 11:38:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
10151071

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Aug-20-2020 11:38:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
/1988

Enrollment Entry

3. Sex:

Date Location User Value Reason

Aug-20-2020 11:39:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Aug-20-2020 11:39:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT HISPANIC OR LATINO(A
) OR OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Aug-20-2020 11:39:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
WHITE

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-20-2020 11:39:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/20/2020

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Aug-20-2020 11:40:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/20/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Aug-20-2020 11:40:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Aug-20-2020 11:40:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Aug-20-2020 11:42:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/20/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Aug-20-2020 11:42:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
117.0

Initial Entry

3. Unit:

Date Location User Value Reason

Aug-20-2020 11:42:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
LB

Initial Entry

4. Height:

Date Location User Value Reason

Aug-20-2020 11:42:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
67.0

Initial Entry

5. Unit:

Date Location User Value Reason

Aug-20-2020 11:42:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
in

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Aug-20-2020 11:42:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
18.3

Initial Entry

09
01

77
e1

96
ae

3f
e5

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141099



Page 94 of 155

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:28 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

7.a

Date Location User Value Reason

Aug-20-2020 11:42:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:
:

1

Temperature: 97.9

Temperature Unit
:

F

Temperature Loc
ation::

ORAL CAV
ITY

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Aug-20-2020 11:42:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Aug-20-2020 11:42:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
97.9

Initial Entry

7.a Unit:

Date Location User Value Reason

Aug-20-2020 11:42:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
F

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Aug-20-2020 11:42:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Aug-20-2020 11:42:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Aug-20-2020 11:42:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Aug-20-2020 11:42:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/20/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Aug-20-2020 11:42:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Aug-20-2020 11:42:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Aug-20-2020 11:42:33
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) Sponsor-Defin
ed Identifier:

113

Test:: Choriogonadotrop
in Beta_PX113

Result:: NEGATIVE

Not Done::

6.a Sponsor ID:

Date Location User Value Reason

Aug-20-2020 11:42:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Aug-20-2020 11:42:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Choriogonadotropin Beta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Aug-20-2020 11:42:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Randomization Date :

Date Location User Value Reason

Aug-20-2020 11:43:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/20/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Aug-20-2020 11:43:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
57976

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-21-2020 09:57:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-21-2020 09:57:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-21-2020 09:57:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-21-2020 09:57:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-21-2020 09:57:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Aug/20/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-21-2020 09:57:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BLD04T

Initial Entry

09
01

77
e1

96
ae

3f
e5

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141104



Page 99 of 155

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Aug-21-2020 09:57:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BLD04T

Initial Entry

5.b

Date Location User Value Reason

Aug-21-2020 09:57:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BLD04V

Initial Entry

5.b Sample ID

Date Location User Value Reason

Aug-21-2020 09:57:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BLD04V

Initial Entry

5.c

Date Location User Value Reason

Aug-21-2020 09:57:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BM8FHJ

Initial Entry

5.c Sample ID

Date Location User Value Reason

Aug-21-2020 09:57:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8FHJ

Initial Entry

5.d

Date Location User Value Reason

Aug-21-2020 09:58:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BM8FHK

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sample ID

Date Location User Value Reason

Aug-21-2020 09:58:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8FHK

Initial Entry

5.e

Date Location User Value Reason

Aug-21-2020 09:58:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BM8FHL

Initial Entry

5.e Sample ID

Date Location User Value Reason

Aug-21-2020 09:58:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8FHL

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-21-2020 09:58:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-21-2020 09:58:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-21-2020 09:58:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Aug/20/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-21-2020 09:58:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BM8FH8

Transcription Error

Aug-21-2020 09:58:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BM8FH7

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-21-2020 09:58:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8FH8

Transcription Error
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-21-2020 09:58:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8FH7

Initial Entry

09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-20-2020 11:48:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-20-2020 11:48:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-20-2020 11:48:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Aug-20-2020 11:48:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/20/2020 11:48

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-20-2020 11:48:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-20-2020 11:48:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RIGHT

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

7. Route:

Date Location User Value Reason

Aug-20-2020 11:48:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-20-2020 11:48:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED OB
SERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Aug-24-2020 00:32:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Avinash
Gawas
(pfe.gawasa)

Query 1: Closed closed per SITE
response, added to
PD review tracker

Aug-21-2020 09:56:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Original value is
correct

Aug-21-2020 09:11:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Avinash
Gawas
(pfe.gawasa)

Query 1: Opened PDQ: Response to
question for
observation post
dose is 'NO'. Please
review and correct
or confirm.

Aug-20-2020 11:48:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

If No, specify reason:

Had to leave early for work.
Did not report any AE's

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Aug-20-2020 11:43:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO - REACTOGENICITY E-DI
ARY NOT COLLECTED FOR T
HIS SUBJECT

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-10-2020 12:17:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/10/2020

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Sep-10-2020 12:17:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/10/2020

Initial Entry

2.a

Date Location User Value Reason

Sep-10-2020 12:17:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:
:

1

Temperature: 98.4

Temperature Unit
:

F

Temperature Loc
ation::

ORAL CAV
ITY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Sep-10-2020 12:17:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Sep-10-2020 12:17:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
98.4

Initial Entry

2.a Unit:

Date Location User Value Reason

Sep-10-2020 12:17:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
F

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.a Temperature Location:

Date Location User Value Reason

Sep-10-2020 12:17:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Sep-10-2020 12:18:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Sep-10-2020 12:18:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Sep-10-2020 12:18:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/10/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Sep-10-2020 12:18:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Sep-10-2020 12:18:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Sep-10-2020 12:18:24
(UTC-05:00) Eastern

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry: Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) Sponsor-Defin
ed Identifier:

113

Test:: Choriogonadotrop
in Beta_PX113

Result:: NEGATIVE

Not Done::

6.a Sponsor ID:

Date Location User Value Reason

Sep-10-2020 12:18:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Sep-10-2020 12:18:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
Choriogonadotropin Beta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Sep-10-2020 12:18:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-11-2020 13:09:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-11-2020 13:09:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-11-2020 13:09:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-11-2020 13:09:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-11-2020 13:09:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Sep/10/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-11-2020 13:09:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BP9J0Z

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Sep-11-2020 13:09:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BP9J0Z

Initial Entry

09
01

77
e1

96
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3f
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-10-2020 12:18:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-10-2020 12:18:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-10-2020 12:18:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Sep-10-2020 12:18:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/10/2020 10:32

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-10-2020 12:18:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-10-2020 12:18:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RIGHT

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

7. Route:

Date Location User Value Reason

Sep-10-2020 12:18:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-10-2020 12:18:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED OB
SERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Sep-10-2020 12:25:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

If No, specify reason:

Patient had to leave urgently.
Asked to contact us with any
concerns. Expressed understa
nding.

New Information

Sep-10-2020 12:18:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-09-2020 15:15:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Oct/9/2020

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-14-2020 12:30:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-14-2020 12:30:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-14-2020 12:30:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-14-2020 12:30:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-14-2020 12:30:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Oct/9/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-14-2020 12:30:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BP9HML

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Oct-14-2020 12:30:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BP9HML

Initial Entry

5.b

Date Location User Value Reason

Oct-14-2020 12:36:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BRTRYF

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-14-2020 12:36:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BRTRYF

Initial Entry

5.c

Date Location User Value Reason

Oct-14-2020 12:36:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BRTRYG

Initial Entry

5.c Sample ID

Date Location User Value Reason

Oct-14-2020 12:36:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BRTRYG

Initial Entry

5.d

Date Location User Value Reason

Oct-14-2020 12:44:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BRTRYH

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sample ID

Date Location User Value Reason

Oct-14-2020 12:44:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BRTRYH

Initial Entry

09
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-09-2020 15:15:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
Oct/9/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-09-2020 15:15:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Oct-09-2020 15:15:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-24-2021 10:03:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created

09
01

77
e1

96
ae

3f
e5

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141126



Page 121 of 155

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Feb-24-2021 10:03:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Feb-24-2021 10:03:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-25-2021 09:31:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Clinical PG Safety
event start date is
1st day of LMP
(07Jan21). Please
clarify date of
positive urine PG
test, would be a
later date

Feb-24-2021 10:59:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Positive pregnancy
test was on
7Jan2021 (start
date)

Feb-24-2021 10:51:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened Clinical Please
submit a PG safety
report update with
the date of the
positive urine
pregnancy test

Feb-24-2021 10:03:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Exposure during pregnancy

Initial Entry

4. Start Date Time:
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Feb-24-2021 10:03:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/7/2021 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-24-2021 10:03:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Feb-25-2021 09:29:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response satisfies
query

Feb-24-2021 10:58:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

Feb-24-2021 10:57:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Feb-24-2021 10:57:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry: Transcription Error

Feb-24-2021 10:47:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened Clinical As per CRF
CG 8.50.2.5, the
toxicity grade for
“Exposure During
Pregnancy” is
reported as Not
Applicable

Feb-24-2021 10:03:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Feb-25-2021 09:29:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Closed Response satisfies
query

Feb-24-2021 10:58:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered Changed
Information

Feb-24-2021 10:58:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Feb-24-2021 10:58:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Changed
Information

Feb-24-2021 10:48:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Opened Clinical As per CRF
CG 8.50.2.5, an
“Exposure During
Pregnancy” is not
an SAE [despite
using similar forms
to report
pregnancy]; only
abnormal outcomes
of pregnancy are
evaluated for
serious criteria

Feb-24-2021 10:03:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE Exposure
during pregnancy:
Response to "Is the
adverse event
serious?" is 'Yes' but
"Serious Adverse
Event Number" is
blank.

Feb-24-2021 10:03:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Is this serious event associated
with congenital anomaly or birt

Initial Entry
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

h defect?

NO

Did this serious event result in
death?

NO

Did this serious event require o
r prolong hospitalization?

NO

Did this serious event result in
persistent or significant disabili
ty/incapacity?

NO

Is this serious event life threate
ning?

NO

Other medically important seri
ous event

YES

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Feb-24-2021 10:03:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Feb-24-2021 10:03:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT RELATED

If Not Related to study treatmen
t(s), this event is due to:

Initial Entry
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

OTHER

If Other, specify:

Unrelated

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Feb-24-2021 10:03:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Feb-24-2021 10:03:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Feb-24-2021 10:03:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Feb-25-2021 08:19:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Priyanka
Nigade
(pfe nigadp)

Query 1: Closed Response satisfies
query

Feb-24-2021 10:03:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Pregnancy still
continuing,
unknown outcome

Feb-24-2021 10:03:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Opened For AE Exposure
during pregnancy:
Response to "What
was the outcome of
this adverse event?"
is 'Unknown' but
End Date/Time is
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

provided or "Is the
adverse event still
ongoing?" is
marked "Yes".

Feb-24-2021 10:03:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNKNOWN

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Feb-24-2021 10:03:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-21-2020 13:50:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dec/15/2020

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Dec-21-2020 13:50:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Participant is willing to return for
Vaccination 3

Participant is:

eligible per local/national reco
mmendations and confirmed t
o have received only placebo a
t Vaccination 1/2

Initial Entry

09
01
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-21-2020 13:50:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dec/21/2020

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Dec-21-2020 13:50:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
OBTAINED

Date Written Consent Obtained

Dec/21/2020

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION -
eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Dec-21-2020 13:50:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dec/21/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Dec-21-2020 13:50:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
REPEAT SCREENING 1

Initial Entry

3. Status:

Date Location User Value Reason

Dec-21-2020 13:50:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 10-Dec-2020 02:23 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Dec-21-2020 13:51:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Dec-21-2020 13:51:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Dec-21-2020 13:51:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dec/21/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Dec-21-2020 13:51:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Dec-21-2020 13:51:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Dec-21-2020 13:51:14
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Initial Entry09
01
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3f
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 10-Dec-2020 02:23 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) Sponsor-Defin
ed Identifier:

113

Test:: Choriogonadotrop
in Beta_PX113

Result:: NEGATIVE

Not Done::

6.a Sponsor ID:

Date Location User Value Reason

Dec-21-2020 13:51:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Dec-21-2020 13:51:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Choriogonadotropin Beta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Dec-21-2020 13:51:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Dec-22-2020 10:26:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Dec-22-2020 10:26:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Dec-22-2020 10:26:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Dec-22-2020 10:26:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Dec-22-2020 10:26:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Dec/21/2020

Initial Entry

5.a

Date Location User Value Reason

Dec-22-2020 10:26:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSN5CS

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Dec-22-2020 10:26:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSN5CS

Initial Entry

5.b

Date Location User Value Reason

Dec-22-2020 10:56:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSN5D2

Initial Entry

5.b Sample ID

Date Location User Value Reason

Dec-22-2020 10:56:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSN5D2

Initial Entry

5.c

Date Location User Value Reason

Dec-22-2020 10:56:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSN5D3

Initial Entry

5.c Sample ID

Date Location User Value Reason

Dec-22-2020 10:56:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSN5D3

Initial Entry

5.d

Date Location User Value Reason

Dec-22-2020 11:25:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BRFKMZ

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sample ID

Date Location User Value Reason

Dec-22-2020 11:25:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BRFKMZ

Initial Entry

09
01

77
e1

96
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3f
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Dec-22-2020 11:54:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Dec-22-2020 11:54:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Dec-22-2020 11:54:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Dec-22-2020 11:54:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Dec-22-2020 11:54:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Dec/21/2020

Initial Entry

5.a

Date Location User Value Reason

Dec-22-2020 11:54:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BRFKMP

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Dec-22-2020 11:54:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BRFKMP

Initial Entry

09
01

77
e1

96
ae

3f
e5
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in
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Dec-21-2020 13:51:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Dec-21-2020 13:51:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Dec-21-2020 13:51:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Dec-21-2020 13:51:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dec/21/2020 13:06

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Dec-21-2020 13:51:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Dec-21-2020 13:51:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RIGHT

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

7. Route:

Date Location User Value Reason

Dec-21-2020 13:51:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Dec-21-2020 13:51:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Dec-21-2020 13:51:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Dec-21-2020 13:51:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Dec-21-2020 13:51:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Feb-24-2021
18:05:18
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Clo
sed

Auto closed by
Validation Check:
VC_DS001_36

Feb-24-2021
10:05:38
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
1: An
swere
d

Transcription Error

Feb-24-2021
10:05:38
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Data
Entry
:
Dec/1
5/202
0

Transcription Error

Feb-24-2021
02:17:41
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Madhan Babu
(pfe.babum05)

Query
1: Rei
ssued:
Opene
d

DM: Per response,
DISPOSITION CRF
unfrozen. Kindly
review and update.

Feb-23-2021
13:04:58
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Query
1: An
swere
d

please unfreeze
disposition so i can
update, thanks

Feb-23-2021
00:44:17
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW7351185;Date
Treatment Unblinded
should be equal to or
after DOV in REVAX
CONTACT visit when
Reason is ASSESS
ELIGIBILITY FOR
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

ADDITIONAL
VACCINATION.Please
review and update as
appropriate.

Dec-21-2020
13:50:05
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Data
Entry
:
Dec/1
4/202
0

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Dec-21-2020 13:50:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ASSESS ELIGIBILITY FOR AD
DITIONAL VACCINATION

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-11-2021 13:35:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/11/2021

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 10-Dec-2020 02:23 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Jan-11-2021 13:36:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Jan-11-2021 13:36:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Jan-11-2021 13:36:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/11/2021

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Jan-11-2021 13:36:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Jan-11-2021 13:36:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Jan-11-2021 13:36:00
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Initial Entry09
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 10-Dec-2020 02:23 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) Sponsor-Defin
ed Identifier:

113

Test:: Choriogonadotrop
in Beta_PX113

Result:: NEGATIVE

Not Done::

6.a Sponsor ID:

Date Location User Value Reason

Jan-11-2021 13:36:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Jan-11-2021 13:36:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Choriogonadotropin Beta_PX113

Initial Entry

6.a Result:

Date Location User Value Reason

Jan-11-2021 13:36:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-15-2021 12:30:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-15-2021 12:30:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-15-2021 12:31:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Jan/11/2021

Transcription Error

Jan-15-2021 12:30:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Jan-15-2021 12:30:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Jan-15-2021 12:30:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Jan/12/2021

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Jan-15-2021 12:30:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BRFKRY

Initial Entry

5.a Sample ID

Date Location User Value Reason

Jan-15-2021 12:30:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BRFKRY

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Jan-11-2021 13:36:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Jan-11-2021 13:36:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Jan-11-2021 13:36:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Jan-11-2021 13:36:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/11/2021 11:01

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Jan-11-2021 13:36:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Jan-11-2021 13:36:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RIGHT

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

7. Route:

Date Location User Value Reason

Jan-11-2021 13:36:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Jan-11-2021 13:36:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Jan-11-2021 13:36:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Jan-11-2021 13:36:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Jan-11-2021 13:36:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V103_MONTH1 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-08-2021
00:45:26
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Kiran Potdar
(pfe.potdak02)

Query 1:
Closed

Per site
confirmation_PD
tracker updated

Mar-05-2021
09:28:39
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Query 1:
Answere
d

Could not contact
patient until this
day. PD logged

Mar-05-2021
03:41:38
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD
(pfe.PFESDQ_PROD)

Query 1:
Opened

PDQ: Date of
visit
V103_MONTH1
is out of window
for 1 days from
V102_VAX4
DOV or
Vaccination date.
Please verify and
update. Else,
confirm in query
response
appropriately.
"[rajkun
SDQ=150143]"

Mar-04-2021
10:47:04
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Data Ent
ry:
Feb/16/2
021

Initial Entry
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Header Text: c4591001

Visit: V103_MONTH1 Form: CONTACT OUTCOME - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Contact Type:

Date Location User Value Reason

Mar-04-2021 10:47:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
TELEPHONE VISIT

Initial Entry

2. Was contact made?

Date Location User Value Reason

Mar-04-2021 10:47:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Contact:

Feb/16/2021

Initial Entry
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Mar-05-2021
03:27:12
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Clos
ed

Auto closed by
Validation Check:
VC_DS001_21

Mar-04-2021
18:27:19
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Ope
ned

DMW7601968;Status
on the Disposition -
Treatment form is
COMPLETED, but
Date is different than
Visit 3 Date. Please
review and update as
appropriate.

Mar-04-2021
10:47:36
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Data E
ntry:
Feb/16/
2021

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Mar-04-2021 10:47:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
OPEN LABEL TREATMENT

Initial Entry

3. Status:

Date Location User Value Reason

Mar-04-2021 10:47:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject Status

Date Location User Value Reason

Oct-09-2020 15:15:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Aug-20-2020 11:43:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Aug-20-2020 11:40:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Mar-04-2021 15:52:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Donna Brandt-
VanBlarcom
(pfe.brandd01)

Query 2: Closed Response satisfies
query

Mar-04-2021 10:47:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 2: Answered Changed data per
query

Mar-04-2021 02:15:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Natasha
Rajkumar
(pfe.rajkun)

Query 2: Opened DM: V103 overdue
based on expected
visit window. Please
enter data or, if visit
will never occur,
mark Date of Visit as
Not Done with form
level comment. If
subject is no longer
in the trial, complete
the Disposition FUP
form & Disposition-
Treatment(EOT2)

Feb-24-2021 10:47:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response satisfies
query
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-24-2021 10:08:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Changed data per
query

Feb-22-2021 09:27:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened CLINICAL - a PG
safety report
(2021168713) has be
submitted; however,
the event 'Exposure
during Pregnancy'
has not been reported
on the AE CRF;
please update AE
CRF

Oct-09-2020 15:15:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/9/2020

Initial Entry

Aug-20-2020 11:43:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/20/2020

Initial Entry

Aug-20-2020 11:40:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/20/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151071 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Casebook Signature

Date Location User Value Reason

Oct-20-2020 20:03:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Elizabeth
Barnett
(pfe.ebarnett)

Data Entry:
Click Here to Enable

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment
5, STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response -
Protocol version

24 JUL 2020

2. Select appropriate response -
What cohort does the subject
belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Aug/21/2020
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Header Text: c4591001 

Visit: COHORT SELECTION 

Form Ve1·sion: 06-Jul-2020 21:55 

Site No: 1015 

Subject No: 10151089 

Generated By: pfe.levissc 

eCRF Audit Trail History 

I Demography 

~I Subject ID 

~I Birth Date: 

r;-1 Sex: 

r:-1 Ethnicity: 

f7."'I Race: (Check X all that apply): 

~I Racial Designation: 

***Confidential*** 

Fo1·m: DEMOGRAPHY 

Form Status: Data Complete, Locked, Frozen, Verified 

Site Name: (1015) Boston Medical Center 

Subject Initials: ---

Generated Time (GMT): 29-Mar-2021 04:21 

' 1 [10151089] 

1~/1979 
I FEMALE 

I NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN 

I WHITE 

I 
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/21/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Aug/21/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Migraines]

Start Date: UNK/UNK/1991

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Allergies]

Start Date: UNK/UNK/1995

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Aug/21/2020

2. Weight: [185.0]

3. Unit: LB

4. Height: [65.0]

5. Unit: in

6. Body Mass Index: [30.8]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [98.6]

Unit: F

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Aug/21/2020

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition

1. Randomization Date : Aug/21/2020

2. Randomization Number: [60865]

3. Randomization Group: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Aug/21/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BM8DW5]

5.b Sample ID [BM8DW6]

5.c Sample ID [BM8DW7]

5.d Sample ID [BLD05Y]

5.e Sample ID [BLD05Z]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/21/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BM8DW1]
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Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/21/2020 15:05

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS
SUBJECT
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/11/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Sep/11/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [98.0]

Unit: F

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Sep/11/2020

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/11/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9J1X]
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/11/2020 11:18

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/9/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/9/2020

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9HMD]

5.b Sample ID [BRTRXV]

5.c Sample ID [BRTRXW]

5.d Sample ID [BRTRXX]
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Header Text: c4591001

Visit: V4_MONTH6_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Mar/8/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Mar/8/2021

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR70GW]

5.b Sample ID [BSH1L5]

5.c Sample ID [BSH1L6]

5.d Sample ID [BSH1L4]
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Header Text: c4591001

Visit: V5_MONTH12_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V5_MONTH12_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: V6_MONTH24_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V6_MONTH24_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 20-Feb-2021 02:17 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom Started: //

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]

Health Care Utilization

3. Has the subject been hospitalized
due to potential COVID-19
illness?
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

3. Toxicity Grade:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Sep/12/2020

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/12/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Sep/12/2020

Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Unplanned Assessments

1. Assessments CONTACT OUTCOME
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Visit: Unplanned 1 - Unscheduled Visit on
Sep/12/2020

Form: CONTACT OUTCOME - UNPLANNED

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Contact Outcome

1. Contact Type: TELEPHONE VISIT

2. Was contact made? YES

Date of Contact:
Sep/12/2020

Contact Outcome:
VISIT NOT REQUIRED, INVESTIGATOR DECISION

3. Comments: [Called regarding eDiary symptoms reported. Is feeling better after taking
tylenol. Will recontact us with further concerns. No need for swab or
inperson visit.]
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Oct/9/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Category
AE Ident

ifier
Adverse Event Start Date

Is the Adverse Event Sti
ll Ongoing

Form Instanc
e

 1. ADVERSE E
VENT 

1  Fever  Sep/11/2020
22:00 

NO
End Date Time:

Sep/13/2020 UNK:UN
K

 

Repeating
Pages

 2. ADVERSE E
VENT 

2  Whole arm pain - receiv
ed injection 

Sep/11/2020
22:00 

NO
End Date Time:

Sep/13/2020 UNK:UN
K

 

Repeating
Pages

 3. ADVERSE E
VENT 

3  Swollen left axillary lym
ph node 

Sep/11/2020
22:00 

NO
End Date Time:

Sep/18/2020 UNK:UN
K

 

Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Fever]

4. Start Date Time: Sep/11/2020 22:00

5. Is the adverse event still ongoing? NO

End Date Time:
Sep/13/2020 UNK:UNK

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization;
Persistent or significant
disability/incapacity; Congenital
anomaly/birth defect; Important
medical event (i.e. may
jeopardize subject and may
require medical/surgical
intervention to prevent above
outcomes).

NO

8. Is this adverse event the result of
a study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from
the study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Whole arm pain - received injection]

4. Start Date Time: Sep/11/2020 22:00

5. Is the adverse event still ongoing? NO

End Date Time:
Sep/13/2020 UNK:UNK

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization;
Persistent or significant
disability/incapacity; Congenital
anomaly/birth defect; Important
medical event (i.e. may
jeopardize subject and may
require medical/surgical
intervention to prevent above
outcomes).

NO

8. Is this adverse event the result of
a study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from
the study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [3]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Swollen left axillary lymph node]

4. Start Date Time: Sep/11/2020 22:00

5. Is the adverse event still ongoing? NO

End Date Time:
Sep/18/2020 UNK:UNK

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization;
Persistent or significant
disability/incapacity; Congenital
anomaly/birth defect; Important
medical event (i.e. may
jeopardize subject and may
require medical/surgical
intervention to prevent above
outcomes).

NO

8. Is this adverse event the result of
a study Medication Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment
given?

NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from
the study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---
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Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment
given?

8. Did the Medication Error cause
the subject to be discontinued
from the study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Concomitant Medications

1. What is the medication identifier? [1]

2. Category: VACCINATIONS

3. Concomitant Medications
Pre-specified:

NO

4. Medication:

Provide the complete generic
drug name (including salt form,
where applicable). Where generic
name is unknown, enter the full
trade or proprietary name. Include
clarifying information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[Flu vaccine]

5. Date: Oct/8/2020
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Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic
drug name (including salt form,
where applicable). Where generic
name is unknown, enter the full
trade or proprietary name. Include
clarifying information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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1. Transfusion Type:

2. Date of Transfusion: //
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Date of Visit

1. Date of Visit //

2. Erroneous Visit

09
01

77
e1

96
ae

3f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
6 

(G
M

T
)

FDA-CBER-2021-5683-0141221



Page 61 of 145

***Confidential***

 

Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and Address
(Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

09
01

77
e1

96
ae

3f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
6 

(G
M

T
)

FDA-CBER-2021-5683-0141224



Page 64 of 145

***Confidential***

 

Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Informed Consent - Asymptomatic Surveillance

1. Consent Was:
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected
according to protocol, please
provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/15/2020

2. Erroneous Visit
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eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible and NOT confirmed to have received only placebo at Vaccination
1/2
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eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Dec/15/2020

2. Primary Reason for Unblinding: ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Withdrawal Of Consent

1. Withdrawal of Consent Date : //

09
01

77
e1

96
ae

3f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
6 

(G
M

T
)

FDA-CBER-2021-5683-0141234



Page 74 of 145

***Confidential***

 

Header Text: c4591001

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Death Details

1. Date of Collection / Notification
of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Oct/9/2020
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eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Elizabeth
Barnett 

Approved Mar-11-2021 10:38:10 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately display the results
of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - Comments

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Aug-21-2020 16:03:07 (UTC-05:00) Eastern
Time (US & Canada)

Taylor Stannard
(pfe.tstannard)

Not Applicable
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Elizabeth
Barnett 

Approved Mar-11-2021 10:38:10 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately display the results
of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Taylor
Stannard 

N/A Mar-08-2021 11:50:48 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Elizabeth
Barnett 

Approved Jan-21-2021 19:21:30 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately display the results
of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Taylor
Stannard 

N/A Dec-23-2020 13:20:43 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Affidavit:
N/A

Stephen Pelton  Approved Nov-16-2020 10:26:07 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, StephenPelton, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Taylor
Stannard 

N/A Nov-12-2020 11:46:48 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Elizabeth
Barnett 

Approved Oct-20-2020 20:18:22 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately display the results
of the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this
electronic signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Aug-21-2020 16:02:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Aug-21-2020 16:02:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Aug-21-2020 16:02:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
OBTAINED

Date Written Consent Obtai
ned

Aug/21/2020

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject ID

Date Location User Value Reason

Aug-21-2020 16:02:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10151089

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Aug-21-2020 16:02:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1979

Enrollment Entry

3. Sex:

Date Location User Value Reason

Aug-21-2020 16:02:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Aug-21-2020 16:02:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT HISPANIC OR LATIN
O(A) OR OF SPANISH ORI
GIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Aug-21-2020 16:02:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
WHITE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-21-2020 16:03:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/21/2020

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Aug-21-2020 16:03:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/21/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Aug-21-2020 16:03:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Aug-21-2020 16:03:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
COMPLETED

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Aug-21-2020 16:06:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

1

Medical History
Term:

Migraines

Start Date: UNK/UNK/
1991

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Aug-21-2020 16:06:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-21-2020 16:06:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Migraines

Initial Entry

1.a Start Date:

Date Location User Value Reason

Aug-21-2020 16:06:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/1991

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Aug-21-2020 16:06:08 ACV0PFEINFP6000  Taylor Data Entry: Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00) Eastern
Time (US & Canada)

Stannard
(pfe.tstannard)

YES

1.b

Date Location User Value Reason

Aug-21-2020 16:06:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

2

Medical History
Term:

Allergies

Start Date: UNK/UNK/
1995

Ongoing: YES

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.b Line/MH Number:

Date Location User Value Reason

Aug-21-2020 16:06:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-21-2020 16:06:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Allergies

Initial Entry

1.b Start Date:

Date Location User Value Reason

Aug-21-2020 16:06:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/1995

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Aug-21-2020 16:06:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Aug-21-2020 16:07:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/21/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Aug-21-2020 16:07:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
185.0

Initial Entry

3. Unit:

Date Location User Value Reason

Aug-21-2020 16:07:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
LB

Initial Entry

4. Height:

Date Location User Value Reason

Aug-21-2020 16:07:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
65.0

Initial Entry

5. Unit:

Date Location User Value Reason

Aug-21-2020 16:07:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
in

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

09
01

77
e1

96
ae

3f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
6 

(G
M

T
)

FDA-CBER-2021-5683-0141250



Page 90 of 145

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-21-2020 16:07:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.8

Initial Entry

7.a

Date Location User Value Reason

Aug-21-2020 16:07:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifie
r::

1

Temperature: 98.6

Temperature U
nit:

F

Temperature Lo
cation::

ORAL CA
VITY

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Aug-21-2020 16:07:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Aug-21-2020 16:07:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
98.6

Initial Entry

7.a Unit:

Date Location User Value Reason

Aug-21-2020 16:07:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
F

Initial Entry

7.a Temperature Location:

Date Location User Value Reason
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-21-2020 16:07:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit
Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Aug-21-2020 16:08:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Aug-21-2020 16:08:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Aug-21-2020 16:08:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/21/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Aug-21-2020 16:08:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Aug-21-2020 16:08:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit
Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Aug-21-2020 16:08:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defi
ned Identifier
:

113

Test:: Choriogonadotr
opin Beta_PX11
3

Result:: NEGATIVE

Not Done::

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Aug-21-2020 16:08:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Aug-21-2020 16:08:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Choriogonadotropin Beta_PX
113

Initial Entry

6.a Result:

Date Location User Value Reason

Aug-21-2020 16:08:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Randomization Date :

Date Location User Value Reason

Aug-21-2020 16:08:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/21/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Aug-21-2020 16:08:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
60865

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-22-2020 17:38:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-22-2020 17:38:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-22-2020 17:38:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-22-2020 17:38:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-22-2020 17:38:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Aug/21/2020

Initial Entry

5.a

Date Location User Value Reason09
01

77
e1

96
ae

3f
ec
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-22-2020 17:38:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BM8DW5

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-22-2020 17:38:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8DW5

Initial Entry

5.b

Date Location User Value Reason

Aug-22-2020 17:38:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BM8DW6

Initial Entry

5.b Sample ID

Date Location User Value Reason

Aug-22-2020 17:38:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8DW6

Initial Entry

5.c

Date Location User Value Reason

Aug-22-2020 17:38:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BM8DW7

Initial Entry

5.c Sample ID

Date Location User Value Reason

Aug-22-2020 17:38:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8DW7

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d

Date Location User Value Reason

Aug-22-2020 17:39:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BLD05Y

Initial Entry

5.d Sample ID

Date Location User Value Reason

Aug-22-2020 17:39:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BLD05Y

Initial Entry

5.e

Date Location User Value Reason

Aug-22-2020 17:39:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BLD05Z

Initial Entry

5.e Sample ID

Date Location User Value Reason

Aug-22-2020 17:39:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BLD05Z

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-22-2020 17:39:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-22-2020 17:39:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-22-2020 17:40:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-22-2020 17:39:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Aug-22-2020 17:39:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Aug/21/2020

Initial Entry

5.a

Date Location User Value Reason09
01

77
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ae
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ec
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-22-2020 17:40:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BM8DW1

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-22-2020 17:40:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8DW1

Initial Entry

09
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77
e1

96
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-21-2020 16:09:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-21-2020 16:09:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-21-2020 16:09:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Aug-21-2020 16:09:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/21/2020 15:05

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-21-2020 16:09:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-21-2020 16:09:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Aug-21-2020 16:09:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-21-2020 16:09:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED
OBSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Aug-21-2020 16:09:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Aug-21-2020 16:11:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO - REACTOGENICITY E-
DIARY NOT COLLECTED
FOR THIS SUBJECT

Initial Entry

09
01

77
e1

96
ae

3f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
6 

(G
M

T
)

FDA-CBER-2021-5683-0141263



Page 103 of 145

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-11-2020 13:18:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/11/2020

Initial Entry

09
01

77
e1

96
ae

3f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
6 

(G
M

T
)

FDA-CBER-2021-5683-0141264



Page 104 of 145

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Sep-11-2020 13:20:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/11/2020

Initial Entry

2.a

Date Location User Value Reason

Sep-11-2020 13:20:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifie
r::

1

Temperature: 98.0

Temperature U
nit:

F

Temperature Lo
cation::

ORAL CA
VITY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Sep-11-2020 13:20:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Sep-11-2020 13:20:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
98.0

Initial Entry

2.a Unit:

Date Location User Value Reason

Sep-11-2020 13:20:02 ACV0PFEINFP6000  Taylor Data Entry: Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00) Eastern
Time (US & Canada)

Stannard
(pfe.tstannard)

F

2.a Temperature Location:

Date Location User Value Reason

Sep-11-2020 13:20:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit
Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Sep-11-2020 13:21:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Sep-11-2020 13:21:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Sep-11-2020 13:21:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/11/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Sep-11-2020 13:21:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Sep-11-2020 13:21:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit
Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Sep-11-2020 13:21:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defi
ned Identifier
:

113

Test:: Choriogonadotr
opin Beta_PX11
3

Result:: NEGATIVE

Not Done::

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Sep-11-2020 13:21:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Sep-11-2020 13:21:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Choriogonadotropin Beta_PX
113

Initial Entry

6.a Result:

Date Location User Value Reason

Sep-11-2020 13:21:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-11-2020 18:25:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-11-2020 18:25:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-11-2020 18:26:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-11-2020 18:25:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-11-2020 18:25:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Sep/11/2020

Initial Entry

5.a

Date Location User Value Reason09
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-11-2020 18:26:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BP9J1X

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-11-2020 18:26:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BP9J1X

Initial Entry

09
01

77
e1

96
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-11-2020 13:21:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-11-2020 13:21:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-11-2020 13:21:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Sep-11-2020 13:21:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/11/2020 11:18

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-11-2020 13:21:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-11-2020 13:21:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Sep-11-2020 13:21:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-11-2020 13:21:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED
OBSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Sep-11-2020 13:21:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-09-2020 13:42:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Oct/9/2020

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-14-2020 12:24:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-14-2020 12:24:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-14-2020 12:24:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-14-2020 12:24:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-14-2020 12:24:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Oct/9/2020

Initial Entry

5.a

Date Location User Value Reason09
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct-14-2020 12:24:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BP9HMD

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-14-2020 12:24:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BP9HMD

Initial Entry

5.b

Date Location User Value Reason

Oct-14-2020 12:38:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BRTRXV

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-14-2020 12:38:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BRTRXV

Initial Entry

5.c

Date Location User Value Reason

Oct-14-2020 12:38:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BRTRXW

Initial Entry

5.c Sample ID

Date Location User Value Reason

Oct-14-2020 12:38:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BRTRXW

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d

Date Location User Value Reason

Oct-14-2020 12:53:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BRTRXX

Initial Entry

5.d Sample ID

Date Location User Value Reason

Oct-14-2020 12:53:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BRTRXX

Initial Entry
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Header Text: c4591001

Visit: V4_MONTH6_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-08-2021 11:50:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Mar/8/2021

Initial Entry
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Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Mar-09-2021 15:36:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Mar-09-2021 15:36:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-09-2021 15:36:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Mar-09-2021 15:36:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is Yes,
however no
barcodes are
entered. Please
review and correct
as appropriate.

Mar-09-2021 15:36:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Mar/8/2021

Initial Entry

5.a

Date Location User Value Reason09
01

77
e1
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ae
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Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Mar-09-2021 15:36:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BR70GW

Initial Entry

5.a Sample ID

Date Location User Value Reason

Mar-09-2021 15:36:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BR70GW

Initial Entry

5.b

Date Location User Value Reason

Mar-09-2021 15:40:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSH1L5

Initial Entry

5.b Sample ID

Date Location User Value Reason

Mar-09-2021 15:40:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSH1L5

Initial Entry

5.c

Date Location User Value Reason

Mar-09-2021 15:40:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSH1L6

Initial Entry

5.c Sample ID

Date Location User Value Reason

Mar-09-2021 15:40:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSH1L6

Initial Entry

09
01

77
e1

96
ae

3f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
6 

(G
M

T
)

FDA-CBER-2021-5683-0141279



Page 119 of 145

***Confidential***

Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d

Date Location User Value Reason

Mar-09-2021 15:42:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSH1L4

Initial Entry

5.d Sample ID

Date Location User Value Reason

Mar-09-2021 15:42:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSH1L4

Initial Entry
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Sep/12/2020

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-14-2020 11:26:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/12/2020

Initial Entry
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Sep/12/2020

Form: UNPLANNED VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Assessments

Date Location User Value Reason

Sep-14-2020 11:27:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-14-2020 11:26:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Contact Outcome
is ticked however
'CONTACT
OUTCOME' form
is not entered.
Please review and
update as
appropriate.

Sep-14-2020 11:26:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
CONTACT OUTCOME

Initial Entry
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Sep/12/2020

Form: CONTACT OUTCOME - UNPLANNED - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Contact Type:

Date Location User Value Reason

Sep-14-2020 11:27:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
TELEPHONE VISIT

Initial Entry

2. Was contact made?

Date Location User Value Reason

Sep-14-2020 11:27:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Contact:

Sep/12/2020

Contact Outcome:

VISIT NOT REQUIRED,
INVESTIGATOR DECISI
ON

Initial Entry

3. Comments:

Date Location User Value Reason

Nov-13-2020
05:54:47
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Luke Cunliffe
(pfe.cunlil01)

Query
2: Clo
sed

Response
satisfies query

Nov-12-2020
11:49:52
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Query
2: An
swere
d

Added to AE
log, thanks!
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Sep/12/2020

Form: CONTACT OUTCOME - UNPLANNED - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov-11-2020
00:16:16
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Sathenapalli Suguna
Srujan (pfe.srujas)

Query
2: Op
ened

Subject not in
the
reactogenicity
subset so
unplanned
contact CRF
unwarranted.
Please ensure
that any
adverse events
reported
during the
contact are
added to the
AE log or
SOD form
under potential
C-19 illness
visit as
appropriate.
Thank you.

Nov-10-2020
16:32:13
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Luke Cunliffe
(pfe.cunlil01)

Query
2: Ca
ndidat
e

Subject not in
the
reactogenicity
subset so
unplanned
contact CRF
unwarranted.
Please ensure
that any
adverse events
reported
during the
contact are
added to the
AE log or
SOD form
under potential
C-19 illness
visit as
appropriate.
Thank you.
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Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Sep/12/2020

Form: CONTACT OUTCOME - UNPLANNED - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-16-2020
10:27:37
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Cavin van Schalkwyk
(pfe.vanscc01)

Query
1: Clo
sed

Response
satisfies query

Sep-15-2020
15:01:53
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Query
1: An
swere
d

This was
regarding the
COVID illness
diary.
Participant had
been filling it
out every day,
we have since
instructed him
not to do so.

Sep-15-2020
12:24:17
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD
(pfe.PFESDQ_PROD)

Query
1: Op
ened

Per
Reactogenicity
Diary eCRF
the e-diary is
not collected
for this
subject. For
any
symptoms,
AEs, or other
key data
should be
collected on
the appropriate
page or
eDiary. If this
is already in
the predefined
list above
please choose
the appropriate
value. Please
review and
update as
necessary.
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***Confidential***

Header Text: c4591001

Visit: Unplanned 1 - Unscheduled Visit on
Sep/12/2020

Form: CONTACT OUTCOME - UNPLANNED - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

"[vathm
SDQ=7562]"

Sep-14-2020
11:27:27
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Data
Entry
:
Calle
d rega
rding
eDiar
y sym
ptoms
report
ed. Is
feelin
g bett
er afte
r takin
g tyle
nol.
Will r
econt
act us
with f
urther
conce
rns. N
o nee
d for s
wab o
r inpe
rson v
isit.

Initial Entry
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-09-2020 13:42:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Oct/9/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-09-2020 13:42:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Oct-09-2020 13:42:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Nov-12-2020 11:46:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Nov-12-2020 11:47:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Nov-12-2020 11:48:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Nov-12-2020 11:46:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Nov-12-2020 11:46:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Nov-12-2020 11:46:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Fever

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Nov-12-2020 11:46:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/11/2020 22:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Nov-12-2020 11:46:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

End Date Time:

Sep/13/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

09
01

77
e1

96
ae

3f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
6 

(G
M

T
)

FDA-CBER-2021-5683-0141291



Page 131 of 145

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Nov-12-2020 11:46:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or
significant disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize
subject and may require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Nov-12-2020 11:46:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Nov-12-2020 11:46:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Nov-12-2020 11:46:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Nov-12-2020 11:46:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT APPLICABLE

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

11. Was a Concomitant Medication given?

Date Location User Value Reason

Nov-12-2020 11:46:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Nov-12-2020 11:46:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Nov-12-2020 11:46:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Nov-12-2020 11:46:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Nov-12-2020 11:47:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Nov-12-2020 11:47:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Nov-12-2020 11:47:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Whole arm pain - received inj
ection

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Nov-12-2020 11:47:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/11/2020 22:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Nov-12-2020 11:47:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

End Date Time:

Sep/13/2020 UNK:UNK

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

6. Toxicity Grade:

Date Location User Value Reason

Nov-12-2020 11:47:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or
significant disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize
subject and may require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Nov-12-2020 11:47:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Nov-12-2020 11:47:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Nov-12-2020 11:47:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Nov-12-2020 11:47:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT APPLICABLE

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

11. Was a Concomitant Medication given?

Date Location User Value Reason

Nov-12-2020 11:47:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Nov-12-2020 11:47:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Nov-12-2020 11:47:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Nov-12-2020 11:47:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Nov-12-2020 11:48:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Nov-12-2020 11:48:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Nov-12-2020 11:48:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Swollen left axillary lymph n
ode

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Nov-12-2020 11:48:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/11/2020 22:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Nov-12-2020 11:48:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

End Date Time:

Sep/18/2020 UNK:UNK

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

6. Toxicity Grade:

Date Location User Value Reason

Nov-12-2020 11:48:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or
significant disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize
subject and may require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Nov-12-2020 11:48:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Nov-12-2020 11:48:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Nov-12-2020 11:48:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Nov-12-2020 11:48:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT APPLICABLE

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

11. Was a Concomitant Medication given?

Date Location User Value Reason

Nov-12-2020 11:48:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Nov-12-2020 11:48:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Nov-12-2020 11:48:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Nov-12-2020 11:48:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

09
01

77
e1

96
ae

3f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
6 

(G
M

T
)

FDA-CBER-2021-5683-0141299



Page 139 of 145

***Confidential***

 

Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - Audit Trail

Form Version: 22-Apr-2020 21:03 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Nov-12-2020 11:49:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Nov-12-2020 11:49:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

2. Category:

Date Location User Value Reason

Nov-12-2020 11:49:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATIONS

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Nov-12-2020 11:49:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NO

Initial Entry

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is
unknown, enter the full trade or proprietary name. Include clarifying information in the Medication text (e.g.,
Ingredient(s), route, use, formulation).

Date Location User Value Reason

Nov-12-2020 11:49:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Flu vaccine

Initial Entry

5. Date:

Date Location User Value Reason

Nov-12-2020 11:49:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Oct/8/2020

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-23-2020 13:20:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dec/15/2020

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Dec-23-2020 13:20:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Participant is willing to return
for Vaccination 3

Participant is:

eligible and NOT confirme
d to have received only pla
cebo at Vaccination 1/2

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Dec-23-2020 13:20:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dec/15/2020

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Dec-23-2020 13:20:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ASSESS ELIGIBILITY FOR
ADDITIONAL VACCINATI
ON

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject Status

Date Location User Value Reason

Oct-09-2020 13:42:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Aug-21-2020 16:08:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Aug-21-2020 16:03:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Oct-09-2020 13:42:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/9/2020

Initial Entry

Aug-21-2020 16:08:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/21/2020

Initial Entry

Aug-21-2020 16:03:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/21/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151089 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Casebook Signature

Date Location User Value Reason

Oct-20-2020 20:18:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Elizabeth
Barnett
(pfe.ebarnett)

Data Entry:
Click Here to Enable

Initial Entry

09
01

77
e1

96
ae

3f
ec

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
6 

(G
M

T
)

FDA-CBER-2021-5683-0141306



Page 1 of 133

***Confidential***

Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per
protocol amendment 5, STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response
- Protocol version

24 JUL 2020

2. Select appropriate response
- What cohort does the
subject belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Aug/24/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Demography

1. Subject ID [10151101]

2. Birth Date: /1987

3. Sex: MALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that
apply):

WHITE

6. Racial Designation:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/25/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion
Criterion Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation
/Death

Aug/25/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Asthma]

Start Date: UNK/UNK/1987

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[ADHD]

Start Date: UNK/UNK/2010

Ongoing: YES

1.c Line/MH Number: [3]

Disease/Syndrome
/Surgery/Non-Drug
Allergies/Drug Allergies:

[Acne]

Start Date: UNK/UNK/2000

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Aug/25/2020

2. Weight: [175.0]

3. Unit: LB

4. Height: [71.0]

5. Unit: in

6. Body Mass Index: [24.4]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [97.0]

Unit: F

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition

1. Randomization Date : Aug/25/2020

2. Randomization Number: [66729]

3. Randomization Group: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Aug/25/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BM8DYX]

5.b Sample ID [BM8DYW]

5.c Sample ID [BM8DYV]

5.d Sample ID [BM8DYT]

5.e Sample ID [BLD06S]

5.f Sample ID [BLD06R]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/25/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BM8DYN]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/25/2020 17:35

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

NO

If No, specify reason:
[Patient left urgently after five minutes, was feeling fine at
time of departure.]

09
01

77
e1

96
ae

3f
e6

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141318



Page 13 of 133

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response
- Reactogenicity diary
collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR
THIS SUBJECT

09
01

77
e1

96
ae

3f
e6

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141319



Page 14 of 133

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/15/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Sep/15/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [96.6]

Unit: F

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/15/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9J3G]
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary
delay of vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/15/2020 14:37

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: RIGHT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?

NO

If No, specify reason:
[Patient did not want to stay the 30 minutes, left urgently.
Agreed to email us to follow up.]
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/13/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/13/2020

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9HMW]

5.b Sample ID [BRTRZ9]

5.c Sample ID [BRTRZB]

5.d Sample ID [BRTRZG]
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Header Text: c4591001

Visit: V4_MONTH6_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: V5_MONTH12_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V5_MONTH12_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: V6_MONTH24_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V6_MONTH24_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: SIGNS AND SYMPTOMS OF POTENTIAL
COVID-19

Form Version: 20-Feb-2021 02:17 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom
Started:

//

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or
Contacts:

Health Care Utilization Other

2. Other Type of Practitioner
Specify:

[ ]

Health Care Utilization

3. Has the subject been
hospitalized due to potential
COVID-19 illness?
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Header Text: c4591001

Visit: POT_COVID_ILL - New
Unscheduled Visit

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained
for Potential COVID-19
Illness?

3. Toxicity Grade:

09
01

77
e1

96
ae

3f
e6

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141337



Page 32 of 133

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Unplanned - New Unscheduled
Visit

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned - New Unscheduled
Visit

Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Unplanned Assessments

1. Assessments
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation
/Death :

Oct/13/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Disposition - Follow-Up

1. Date of
Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB
- New Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB
- New Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT
SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Category
AE Iden

tifier
Adverse
Event

Start Date
Is the Adverse Event S

till Ongoing
Form Instanc

e

 1. ADVERSE E
VENT 

1  Gout  Oct/1/2020
06:00 

NO
End Date Time:

Oct/12/2020 08:00
 

Repeating
Pages
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify
diagnosis, not individual
symptoms)

[Gout]

4. Start Date Time: Oct/1/2020 06:00

5. Is the adverse event still
ongoing?

NO

End Date Time:
Oct/12/2020 08:00

6. Toxicity Grade: 1
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7. Is the adverse event
serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening;
Inpatient hospitalization or
prolongation of existing
hospitalization; Persistent or
significant
disability/incapacity;
Congenital anomaly/birth
defect; Important medical
event (i.e. may jeopardize
subject and may require
medical/surgical
intervention to prevent
above outcomes).

NO

8. Is this adverse event the
result of a study Medication
Error?
If Yes, record the type of
medication error on the
Medication Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with
Study Treatment:

NOT APPLICABLE

11. Was a Concomitant
Medication given?

YES

12. Was a Non-Drug Treatment
given?
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

13. What was the outcome of
this adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause
the subject to be
discontinued from the
study?

NO

15. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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#
Categ

ory
Medicatio
n Error

Start
Date

Is the medication erro
r Still Ongoing

Study Medication
Errors Action

Form Instan
ce

 1.           Repeating
Pages
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Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with
Study Treatment:

6. Was a Concomitant
Medication given?

7. Was a Non-Drug Treatment
given?

8. Did the Medication Error
cause the subject to be
discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event
Number: For Pfizer Use
Only

[ ]
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Subject No: 10151101 Subject Initials: ---
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#
Sponsor-Defin
ed Identifier

Category for
Medication

Concomitant Medica
tions Pre-specified

Name of M
edication

Start
Date

Form Instan
ce

 1.           Repeating
Pages
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Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defi
ned Identifier

Category for
Medication

Concomitant Medic
ations Pre-specified

Name of
Medicatio

n

Dose Des
cription

Form Instan
ce

 1.           Repeating
Pages
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Concomitant Medications

1. What is the medication
identifier?

[ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete
generic drug name
(including salt form, where
applicable). Where generic
name is unknown, enter the
full trade or proprietary
name. Include clarifying
information in the
Medication text (e.g.,
Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---
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#
Categ

ory
Treatment Ide

ntifier
Con Non-Drug Treatments

Pre-specified
Treatm

ent
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Site No: 1015 Site Name: (1015) Boston Medical Center
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Back to Form

Radiation Treatment

1. Category:

2. What is the treatment
Identifier?

[ ]

3. Concomitant Non-drug
Treatment Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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# Transfusion Type Date of Transfusion Form Instance

 1.     Repeating Pages
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Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form Version: 20-Feb-2021 02:16 Form Status: Not Started
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Subject No: 10151101 Subject Initials: ---
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Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vaccination

1. Was there a temporary
delay of vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was
Observed

11. Was the subject observed
for at least the protocol
specified observation period
after investigational product
administration?
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Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: Unplanned Vaccination -
Unscheduled

Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]

09
01

77
e1

96
ae

3f
e6

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141364



Page 59 of 133

***Confidential***

 

Header Text: c4591001

Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form: INFORMED CONSENT - ASYMPTOMATIC
SURVEILLANCE

Form Version: 14-Jan-2021 02:29 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Informed Consent - Asymptomatic Surveillance

1. Consent Was:
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Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected
or sample was not collected
according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/15/2020

2. Erroneous Visit
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Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response
- Is participant willing to
return for Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible and NOT confirmed to have received only placebo at
Vaccination 1/2
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Dec/15/2020

2. Primary Reason for
Unblinding:

ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Withdrawal Of Consent

1. Withdrawal of Consent
Date :

//
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Death Details

1. Date of Collection /
Notification of Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Oct/13/2020
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Elizabeth
Barnett 

Approved Jan-21-2021 19:24:40 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA -
Comments

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Aug-25-2020 17:55:22 (UTC-05:00)
Eastern Time (US & Canada)

Taylor
Stannard
(pfe.tstannard)

Not Applicable
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Elizabeth
Barnett 

Approved Jan-21-2021 19:24:40 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.

Taylor
Stannard 

N/A Dec-23-2020 14:15:26 (UTC-05:00)
Eastern Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Elizabeth
Barnett 

Approved Oct-20-2020 21:31:52 (UTC-05:00)
Eastern Time (US & Canada)

BOOK Signed
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - Signature
History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately
display the results of the examinations, tests, evaluations and treatments performed on this
subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I
intend that this electronic signature is to be the legally binding equivalent of my handwritten
signature.

To this I do attest by supplying my user name and password and clicking the button marked
Submit below.
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Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail
History

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Aug-24-2020
16:28:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Aug-24-2020
16:28:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
STAGE 3 COHORT
S

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Aug-26-2020
11:31:41
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Erik Sundgaard
(pfe.sundgaardea)

Query 1: Closed Response
satisfies
query

Aug-26-2020
10:28:43
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Query 1: Answere
d

Patient came
in and
consented on
8/24/2020
but could not
stay for the
full visit.
Returned on
8/25/2020 to
complete
visit.

Aug-25-2020
17:55:16
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Date
Informed
Consent
Obtained is
not the same
as the Date
of Visit.
Please
correct as
necessary.09
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-24-2020
16:28:29
(UTC-05:00)
Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Data Entry:
OBTAINED

Date Written Co
nsent Obtained

Aug/24/2020

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject ID

Date Location User Value Reason

Aug-24-2020
16:28:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10151101

Item copied
from previous
form

2. Birth Date:

Date Location User Value Reason

Aug-24-2020
16:28:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1987

Enrollment
Entry

3. Sex:

Date Location User Value Reason

Aug-24-2020
16:28:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
MALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason09
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-24-2020
16:28:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT HISPANIC O
R LATINO(A) OR
OF SPANISH ORIG
IN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Aug-24-2020
16:28:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
WHITE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-25-2020
17:55:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/25/2020

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Aug-25-2020
17:55:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/25/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Aug-25-2020
17:55:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Aug-25-2020
17:55:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Aug-25-2020
18:03:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

1

Medical His
tory Term:

Asthma

Start Date: UNK/U
NK/198
7

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Aug-25-2020
18:03:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-25-2020
18:03:13
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Asthma

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

& Canada)

1.a Start Date:

Date Location User Value Reason

Aug-25-2020
18:03:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/1987

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Aug-25-2020
18:03:13
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

1.b

Date Location User Value Reason

Aug-25-2020
18:03:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

2

Medical His
tory Term:

ADHD

Start Date: UNK/U
NK/201
0

Ongoing: YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.b Line/MH Number:

Date Location User Value Reason

Aug-25-2020
18:03:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-25-2020
18:03:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ADHD

Initial Entry

1.b Start Date:

Date Location User Value Reason

Aug-25-2020
18:03:30
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/2010

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Aug-25-2020
18:03:30

ACV0PFEINFP6000  Taylor
Stannard

Data Entry:
YES

Initial Entry09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.tstannard)

1.c

Date Location User Value Reason

Aug-25-2020
18:03:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH N
umber:

3

Medical His
tory Term:

Acne

Start Date: UNK/U
NK/200
0

Ongoing: YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.c Line/MH Number:

Date Location User Value Reason

Aug-25-2020
18:03:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-25-2020
18:03:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Acne

Initial Entry

1.c Start Date:

Date Location User Value Reason

Aug-25-2020
18:03:51
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/2000

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Aug-25-2020
18:03:51

ACV0PFEINFP6000  Taylor
Stannard

Data Entry:
YES

Initial Entry09
01
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.tstannard)

09
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\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141392



Page 87 of 133

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Aug-25-2020
18:04:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/25/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Aug-25-2020
18:04:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
175.0

Initial Entry

3. Unit:

Date Location User Value Reason

Aug-25-2020
18:04:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
LB

Initial Entry

4. Height:

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-25-2020
18:04:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
71.0

Initial Entry

5. Unit:

Date Location User Value Reason

Aug-25-2020
18:04:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
in

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Aug-25-2020
18:04:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
24.4

Initial Entry

7.a

Date Location User Value Reason

Aug-25-2020
18:04:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Id
entifier::

1

Temperat
ure:

97.0

Initial Entry

09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Temperat
ure Unit:

F

Temperat
ure Locati
on::

ORAL
CAVIT
Y

7.a Record Identifier:

Date Location User Value Reason

Aug-25-2020
18:04:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Aug-25-2020
18:04:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
97.0

Initial Entry

7.a Unit:

Date Location User Value Reason

Aug-25-2020
18:04:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
F

Initial Entry

09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail
History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

7.a Temperature Location:

Date Location User Value Reason

Aug-25-2020
18:04:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Randomization Date :

Date Location User Value Reason

Aug-25-2020
18:04:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/25/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Aug-25-2020
18:04:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
66729

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-26-2020
10:44:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-26-2020
10:44:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-26-2020
10:45:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Aug-26-2020
10:44:56
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77
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96

ae
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n:
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Aug-26-2020
10:44:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collectio
n:

Aug/25/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-26-2020
10:45:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample I
D:

BM8DY
X

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-26-2020
10:45:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8DYX

Initial Entry

5.b
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Aug-26-2020
10:45:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample I
D:

BM8DY
W

Initial Entry

5.b Sample ID

Date Location User Value Reason

Aug-26-2020
10:45:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8DYW

Initial Entry

5.c

Date Location User Value Reason

Aug-26-2020
10:45:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample I
D:

BM8DY
V

Initial Entry

09
01

77
e1

96
ae

3f
e6

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141400



Page 95 of 133

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sample ID

Date Location User Value Reason

Aug-26-2020
10:45:31
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8DYV

Initial Entry

5.d

Date Location User Value Reason

Aug-26-2020
10:45:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample I
D:

BM8DY
T

Initial Entry

5.d Sample ID

Date Location User Value Reason

Aug-26-2020
10:45:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8DYT

Initial Entry

5.e

Date Location User Value Reason

Aug-26-2020
10:45:56

ACV0PFEINFP6000  Taylor
Stannard

Data Entry:
Sample I BLD06

Initial Entry09
01
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3f
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.tstannard) D: S

5.e Sample ID

Date Location User Value Reason

Aug-26-2020
10:45:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BLD06S

Initial Entry

5.f

Date Location User Value Reason

Aug-26-2020
10:46:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample I
D:

BLD06
R

Initial Entry

5.f Sample ID

Date Location User Value Reason

Aug-26-2020
10:46:08
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BLD06R

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-26-2020
10:43:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-26-2020
10:43:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-26-2020
10:44:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Aug-26-2020
10:43:58
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09

01
77
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Aug-26-2020
10:43:58
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collectio
n:

Aug/25/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-26-2020
10:44:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample I
D:

BM8DY
N

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-26-2020
10:44:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8DYN

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-25-2020
18:05:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-25-2020
18:05:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-25-2020
18:05:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-25-2020
18:05:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/25/2020 17:35

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-25-2020
18:05:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-27-2020
21:38:52
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason

Aug-25-2020
18:05:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

09
01

77
e1

96
ae

3f
e6

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141406



Page 101 of 133

***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-25-2020
18:05:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Aug-27-2020
04:13:04
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Nancy
Vedamuthu
(pfe.vedamn)

Query 1: Closed Closed per site
response

Aug-26-2020
10:29:00
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Original value
is correct

Aug-26-2020
06:33:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Nancy
Vedamuthu
(pfe.vedamn)

Query 1: Opened PDQ:
Response to
question for
observation
post dose is
'NO'. Please
review and
correct or
confirm.09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-25-2020
18:05:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

If No, specify reas
on:

Patient left urge
ntly after five mi
nutes, was feelin
g fine at time of
departure.

Initial Entry

09
01

77
e1

96
ae

3f
e6

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141408



Page 103 of 133

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail
History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Aug-25-2020
17:56:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO - REACTOGEN
ICITY E-DIARY N
OT COLLECTED F
OR THIS SUBJECT

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-15-2020
15:25:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/15/2020

Initial Entry
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96
ae

3f
e6

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141410



Page 105 of 133

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Sep-15-2020
15:25:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/15/2020

Initial Entry

2.a

Date Location User Value Reason

Sep-15-2020
15:25:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Id
entifier::

1

Temperatu
re:

96.6

Temperatu
re Unit:

F

Temperatu
re Locatio
n::

ORAL
CAVIT
Y

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Sep-15-2020
15:25:40
(UTC-05:00)
Eastern Time (US

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

& Canada)

2.a Temperature:

Date Location User Value Reason

Sep-17-2020
03:21:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Closed Response
satisfies query

Sep-16-2020
10:50:49
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Confirmed
96.6, not
clinically
signficiant.

Sep-15-2020
15:25:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Temperature
96.6 F is
outside of
Normal Range
97 - 99.5 F.

Sep-15-2020
15:25:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
96.6

Initial Entry

2.a Unit:

Date Location User Value Reason

Sep-15-2020
15:25:40
(UTC-05:00)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
F

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

2.a Temperature Location:

Date Location User Value Reason

Sep-15-2020
15:25:40
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ORAL CAVITY

Initial Entry

09
01

77
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-17-2020
13:04:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-17-2020
13:04:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-17-2020
13:04:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Sep-17-2020
13:04:20
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL
SWAB - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Sep-17-2020
13:04:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collectio
n:

Sep/15/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-17-2020
13:04:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID
:

BP9J3
G

Initial Entry

5.a Sample ID

Date Location User Value Reason

Sep-17-2020
13:04:43
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BP9J3G

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-15-2020
15:27:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-15-2020
15:27:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-15-2020
15:27:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason09
01

77
e1

96
ae

3f
e6

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141416



Page 111 of 133

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-15-2020
15:27:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/15/2020 14:37

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-15-2020
15:27:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-15-2020
15:27:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RIGHT

Initial Entry

7. Route:

Date Location User Value Reason

Sep-15-2020
15:27:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-15-2020
15:27:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPE
CIFIED OBSERVATIO
N PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after
investigational product administration?

Date Location User Value Reason

Sep-18-2020
07:50:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Avinash
Gawas
(pfe.gawasa)

Query 1: Closed closed per
SITE
response,
added to PD
tracker

Sep-17-2020
11:09:44
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Original value
is correct

Sep-17-2020
05:46:32
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Avinash
Gawas
(pfe.gawasa)

Query 1: Opened PDQ:
Response to
question for
observation
post dose is
'NO'. Please
review and
correct or
confirm.09

01
77

e1
96

ae
3f

e6
\F

in
al

\F
in

al
 O

n:
 0

1-
A

pr
-2

02
1 

05
:2

5 
(G

M
T

)

FDA-CBER-2021-5683-0141418



Page 113 of 133

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-15-2020
15:27:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

If No, specify reas
on:

Patient did not
want to stay the
30 minutes, left
urgently. Agreed
to email us to fol
low up.

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-13-2020
08:30:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Casey
Norton
(pfe.cnorton)

Data Entry:
Oct/13/2020

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-14-2020
13:01:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-14-2020
13:01:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-14-2020
13:01:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto
Query

Oct-14-2020
13:01:12
(UTC-05:00)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample
Collected?' is
Yes, however09
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

no barcodes
are entered.
Please review
and correct as
appropriate.

Oct-14-2020
13:01:12
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collectio
n:

Oct/13/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-14-2020
13:01:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample I
D:

BP9HM
W

Initial Entry

5.a Sample ID

Date Location User Value Reason

Oct-14-2020
13:01:21
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BP9HMW

Initial Entry

5.b
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Oct-14-2020
13:12:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample I
D:

BRTRZ
9

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-14-2020
13:12:15
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BRTRZ9

Initial Entry

5.c

Date Location User Value Reason

Oct-14-2020
13:12:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample I
D:

BRTRZ
B

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING -
IMMUNOGENICITY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sample ID

Date Location User Value Reason

Oct-14-2020
13:12:24
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BRTRZB

Initial Entry

5.d

Date Location User Value Reason

Oct-14-2020
13:13:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample I
D:

BRTRZ
G

Initial Entry

5.d Sample ID

Date Location User Value Reason

Oct-14-2020
13:13:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BRTRZG

Initial Entry
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit
Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-13-2020
08:30:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Casey
Norton
(pfe.cnorton)

Data Entry:
Oct/13/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-13-2020
08:30:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Oct-13-2020
08:30:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Casey
Norton
(pfe.cnorton)

Data Entry:
COMPLETED

Initial Entry

09
01

77
e1

96
ae

3f
e6

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141425



Page 120 of 133

***Confidential***

 

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Oct-13-2020
08:33:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000 Casey
Norton
(pfe.cnorton)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Oct-13-2020
08:33:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Oct-13-2020
08:33:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Oct-16-2020
17:25:39
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Patricia
Banchero
(pfe.banchp)

Query 1: Closed Response
satisfies query

Oct-15-2020
14:54:56
(UTC-05:00)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Subject did
not have a
prior medical09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada)

history of
gout. This is a
self diagnosed
episode

Oct-14-2020
21:47:11
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Patricia
Banchero
(pfe.banchp)

Query 1: Opened GPDCLIN:
Please review
and confirm if
subject had
prior medical
history of
gout.

Oct-13-2020
08:33:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Casey Norton
(pfe.cnorton)

Data Entry:
Gout

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Oct-13-2020
08:33:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Casey
Norton
(pfe.cnorton)

Data Entry:
Oct/1/2020 06:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Oct-13-2020
08:33:23
(UTC-05:00)

ACV0PFEINFP6000  Casey
Norton
(pfe.cnorton)

Data Entry:
NO

End Date Time:

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Eastern Time (US
& Canada) Oct/12/2020 08:00

6. Toxicity Grade:

Date Location User Value Reason

Oct-22-2020
08:38:56
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Sharreda
Cornes
(pfe.cornes09)

Query 1: Closed site confirmed
updated

Oct-21-2020
16:18:46
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Source has
been updated,
thank you!

Oct-18-2020
16:02:10
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Kirenda Welch
(pfe.welchk04)

Query 1: Opened Toxicity grade
and causality
assessment by
investigator is
not noted in
source. please
confirm.

Oct-13-2020
08:33:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Casey Norton
(pfe.cnorton)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization;
Persistent or significant disability/incapacity; Congenital anomaly/birth defect; Important
medical event (i.e. may jeopardize subject and may require medical/surgical intervention to
prevent above outcomes).

Date Location User Value Reason

Oct-13-2020
08:33:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Casey
Norton
(pfe.cnorton)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Oct-13-2020
08:33:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Casey
Norton
(pfe.cnorton)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Oct-13-2020
08:33:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Casey
Norton
(pfe.cnorton)

Data Entry:
RELATED

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Oct-13-2020
08:33:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Casey
Norton
(pfe.cnorton)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Oct-13-2020
08:33:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Casey
Norton
(pfe.cnorton)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Oct-13-2020
08:33:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Casey
Norton
(pfe.cnorton)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Oct-13-2020
08:33:23

ACV0PFEINFP6000  Casey
Norton

Data Entry:
RECOVERED/RES

Initial Entry09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.cnorton) OLVED

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Oct-13-2020
08:33:23
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Casey
Norton
(pfe.cnorton)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-23-2020
14:15:36
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dec/15/2020

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION -
eCRF Audit Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Dec-23-2020
14:15:42
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Participant is willing
to return for Vaccina
tion 3

Participant is:

eligible and NOT
confirmed to hav
e received only pl
acebo at Vaccinat
ion 1/2

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail
History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Dec-23-2020
14:15:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dec/15/2020

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Dec-23-2020
14:15:26
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ASSESS ELIGIBILI
TY FOR ADDITIO
NAL VACCINATIO
N

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject Status

Date Location User Value Reason

Oct-13-2020
08:30:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Aug-25-2020
18:04:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDO
MIZED

Initial Entry

Aug-25-2020
17:55:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Dec-18-2020
01:33:20
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Swapna
Varikuti
(pfe.variks)

Query 1: Closed Response
satisfies query

Dec-17-2020
15:24:35

ACV0PFEINFP6000  Taylor
Stannard

Query 1: Answere
d

Subject spoke
with PI, hit yes09
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00)
Eastern Time (US
& Canada)

(pfe.tstannard) by error.

Dec-17-2020
14:35:07
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Swaranjali
Subhash
Pawar
(pfe.pawars01)

Query 1: Opened Illness eDiary:
Subject
reported "Yes"
for the
question "Have
you
experienced
any of the
following?” for
the COVID-19
symptoms or
diagnosis on
13DEC2020.
But there is no
COVID Illness
visit reported
in the database.
Please clarify.

Oct-13-2020
08:30:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/13/2020

Initial Entry

Aug-25-2020
18:04:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/25/2020

Initial Entry

Aug-25-2020 ACV0PFEINFP6000  auto calc Data Entry: Initial Entry09
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

17:55:37
(UTC-05:00)
Eastern Time (US
& Canada)

(autocalc) Aug/25/2020
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Header Text: c4591001

Visit: Investigator Signature -
Unscheduled

Form: CASEBOOK SIGNATURE FORM - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151101 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Casebook Signature

Date Location User Value Reason

Oct-20-2020
21:31:37
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Elizabeth
Barnett
(pfe.ebarnett)

Data Entry:
Click Here to Enable

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5, STAGE 3
option is equivalent to PHASE 2/3.

1. Select appropriate response - Protocol
version

24 JUL 2020

2. Select appropriate response - What
cohort does the subject belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Aug/27/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Demography

1. Subject ID [10151134]

2. Birth Date: /1965

3. Sex: MALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): WHITE

6. Racial Designation:
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Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/27/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion Criterion
Met

Not Applicable
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Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening

1. Date of Completion/Discontinuation
/Death

Aug/27/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug Allergies:

[Childhood asthma]

Start Date: UNK/UNK/1975

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug Allergies:

[Acid reflux]

Start Date: UNK/UNK/2000

Ongoing: YES

1.c Line/MH Number: [3]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug Allergies:

[Vertigo]

Start Date: UNK/UNK/2012

Ongoing: YES
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Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Aug/27/2020

2. Weight: [165.0]

3. Unit: LB

4. Height: [72.0]

5. Unit: in

6. Body Mass Index: [22.4]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [97.9]

Unit: F

Temperature Location: ORAL CAVITY
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Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition

1. Randomization Date : Aug/27/2020

2. Randomization Number: [70275]

3. Randomization Group: [ ]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Aug/27/2020

4. If no sample was collected or sample
was not collected according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BLD08S]

5.b Sample ID [BLD08T]

5.c Sample ID [BM8F23]

5.d Sample ID [BM8F24]

5.e Sample ID [BM8F25]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Aug/27/2020

4. If no sample was collected or sample
was not collected according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BM8F1W]
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Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/27/2020 14:39

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES
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Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS SUBJECT
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Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/17/2020

2. Erroneous Visit
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Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Vital Signs

1. Date: Not Done

//

Comments

Vital Signs Details

2.a Record Identifier: Not Done

1

Temperature: Not Done

[ ]

Comments

Unit: Not Done Comments

Temperature Location: Not Done Comments
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin Not Done Comments

2. Sample Type Not Done Comments

3. Sample Collected? Not Done Comments

4. If no sample was collected or sample
was not collected according to protocol,
please provide reason:

Not Done

[ ]

Comments

Aliquot

Please enter barcode for each aliquot.

5. Sample ID Not Done

[ ]
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

Not Done Comments

2. Treatment Name Not Done

[ ]

Comments

3. Formulation: Not Done Comments

4. Dose Date Time: Not Done

//

Comments

5. Anatomical Location: Not Done Comments

6. Body Side: Not Done Comments

7. Route: Not Done Comments

8. Actual Dose: Not Done

[ ]

Comments

9. Unit: Not Done Comments

10. Timeframe Subject Was Observed Not Done Comments

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

Not Done Comments
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/6/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Nov/6/2020

4. If no sample was collected or sample
was not collected according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BSH17L]

5.b Sample ID [BSH17D]

5.c Sample ID [BSH17F]

5.d Sample ID [BRFKGB]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled Visit Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:

09
01

77
e1

96
ae

3f
eb

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141459



Page 21 of 207

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled Visit Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 20-Feb-2021 02:17 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom Started: //

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Visit: POT_COVID_ILL - New Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled Visit Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled Visit Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Health Care Utilization

1. Physician or Healthcare Professional:

Occurrence of Visits or Contacts:

Health Care Utilization Other

2. Other Type of Practitioner Specify: [ ]

Health Care Utilization

3. Has the subject been hospitalized due
to potential COVID-19 illness?
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled Visit Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained for Potential
COVID-19 Illness?

3. Toxicity Grade:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New Unscheduled
Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New Unscheduled
Visit

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Unplanned Assessments

1. Assessments
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Treatment

1. Date of Completion/Discontinuation
/Death :

Nov/6/2020

2. Phase of Disposition: VACCINATION

3. Status: ADVERSE EVENT

4. Specify Status: [ ]
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Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Disposition - Follow-Up

1. Date of Completion/Discontinuation
/Death :

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Category
AE Identi

fier
Adverse Event Start Date

Is the Adverse Event Still
Ongoing

Form Instanc
e

 1. ADVERSE EV
ENT 

1  Worsening and continuing episod
e of Veritgo 

Aug/28/2020 UNK
:UNK 

NO
End Date Time:

Dec/21/2020 UNK:UNK
 

Repeating
Pages

 2. ADVERSE EV
ENT 

2  Headache  Aug/28/2020 UNK
:UNK 

NO
End Date Time:

Sep/1/2020 UNK:UNK
 

Repeating
Pages

 3. ADVERSE EV
ENT 

3  Nausea  Aug/28/2020 UNK
:UNK 

NO
End Date Time:

Sep/1/2020 UNK:UNK
 

Repeating
Pages

 4. ADVERSE EV
ENT 

4  Diarrhea  Aug/28/2020 UNK
:UNK 

NO
End Date Time:

Aug/28/2020 UNK:UN
K

 

Repeating
Pages

 5. ADVERSE EV
ENT 

5  Injection site pain  Dec/21/2020 UNK
:UNK 

NO
End Date Time:

Dec/22/2020 UNK:UNK
 

Repeating
Pages

 6. ADVERSE EV
ENT 

6  Chills  Jan/13/2021 20:00  NO
End Date Time:

Jan/15/2021 UNK:UNK
 

Repeating
Pages

 7. ADVERSE EV
ENT 

7  Injection site pain  Jan/13/2021 20:00  NO
End Date Time:

Jan/15/2021 UNK:UNK
 

Repeating
Pages

 8. ADVERSE EV
ENT 

8  Headache  Jan/14/2021 03:00  NO
End Date Time:

Jan/15/2021 UNK:UNK
 

Repeating
Pages
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Worsening and continuing episode of Veritgo]

4. Start Date Time: Aug/28/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Dec/21/2020 UNK:UNK

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to prevent
above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study treatment: RELATED

10. Latest Action Taken with Study
Treatment:

DRUG WITHDRAWN

11. Was a Concomitant Medication given? NO

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this adverse
event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the subject
to be discontinued from the study?

NO
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

15. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Headache]

4. Start Date Time: Aug/28/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Sep/1/2020 UNK:UNK

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to prevent
above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study treatment: RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication given? NO

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this adverse
event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the subject
to be discontinued from the study?

NO
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

15. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [3]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Nausea]

4. Start Date Time: Aug/28/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Sep/1/2020 UNK:UNK

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to prevent
above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study treatment: RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication given? NO

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this adverse
event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the subject
to be discontinued from the study?

NO
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

15. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [4]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Diarrhea]

4. Start Date Time: Aug/28/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Aug/28/2020 UNK:UNK

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to prevent
above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study treatment: RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication given? NO

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this adverse
event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the subject
to be discontinued from the study?

NO
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

15. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [5]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Injection site pain]

4. Start Date Time: Dec/21/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Dec/22/2020 UNK:UNK

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to prevent
above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study treatment: RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication given? NO

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this adverse
event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the subject
to be discontinued from the study?

NO

09
01

77
e1

96
ae

3f
eb

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141482



Page 44 of 207

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

15. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [6]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Chills]

4. Start Date Time: Jan/13/2021 20:00

5. Is the adverse event still ongoing? NO

End Date Time:
Jan/15/2021 UNK:UNK

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to prevent
above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study treatment: RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication given? NO

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this adverse
event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the subject
to be discontinued from the study?

NO
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

15. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [7]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Injection site pain]

4. Start Date Time: Jan/13/2021 20:00

5. Is the adverse event still ongoing? NO

End Date Time:
Jan/15/2021 UNK:UNK

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to prevent
above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study treatment: RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication given? NO

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this adverse
event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the subject
to be discontinued from the study?

NO
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

15. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [8]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Headache]

4. Start Date Time: Jan/14/2021 03:00

5. Is the adverse event still ongoing? NO

End Date Time:
Jan/15/2021 UNK:UNK

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to prevent
above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study treatment: RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication given? YES

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this adverse
event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the subject
to be discontinued from the study?

NO
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

15. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Visit: Logs Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Categor

y
Medication Erro

r
Start Dat

e
Is the medication error Still Ongoi

ng
Study Medication Errors Acti

on
Form Instance

 1.           Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of Medication
Error):

[ ]

3. Start Date: //

4. Is the medication error still ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication given?

7. Was a Non-Drug Treatment given?

8. Did the Medication Error cause the
subject to be discontinued from the
study?

9. Was this medication error associated
with any adverse events?

10. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defined Ide

ntifier
Category for Medic

ation
Concomitant Medications Pre-s

pecified
Name of Medica

tion
Start Dat

e
Form Instance

 1. 1  VACCINATIONS  NO  Fluzone Quadriva
lent 

Sep/28/20
20 

Repeating
Pages
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Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Concomitant Medications

1. What is the medication identifier? [1]

2. Category: VACCINATIONS

3. Concomitant Medications
Pre-specified:

NO

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[Fluzone Quadrivalent]

5. Date: Sep/28/2020
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Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defined Ide

ntifier
Category for Medi

cation
Concomitant Medications Pre-

specified
Name of Medic

ation
Dose Descrip

tion
Form Instanc

e

 1.           Repeating
Pages
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Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Header Text: c4591001

Visit: Logs Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Category Treatment Identifier Con Non-Drug Treatments Pre-specified Treatment Start Date Form Instance

 1.           Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?

09
01

77
e1

96
ae

3f
eb

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141497



Page 59 of 207

***Confidential***

 

Header Text: c4591001

Visit: Logs Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Transfusion Type Date of Transfusion Form Instance

 1.     Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/14/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact - Unscheduled Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible per local/national recommendations and confirmed to have received only
placebo at Vaccination 1/2
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/21/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. Consent Was: OBTAINED

Date Written Consent Obtained
Dec/21/2020
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Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER VACCINATION

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion Criterion
Met

Not Applicable
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. Date of Completion/Discontinuation
/Death :

Dec/21/2020

2. Phase of Disposition: REPEAT SCREENING 1

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Dec/21/2020

4. If no sample was collected or sample
was not collected according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BSN5CN]

5.b Sample ID [BSN5CW]

5.c Sample ID [BSN5CX]

5.d Sample ID [BRFKMW]
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Dec/21/2020

4. If no sample was collected or sample
was not collected according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRFKMR]
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Dec/21/2020 13:20

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was Observed 30 MINUTES

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Dec/14/2020

2. Primary Reason for Unblinding: ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Death Details

1. Date of Collection / Notification of
Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/13/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Jan/13/2021

4. If no sample was collected or sample
was not collected according to protocol,
please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR707N]
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Jan/13/2021 12:45

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was Observed 30 MINUTES

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES

09
01

77
e1

96
ae

3f
eb

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141519



Page 81 of 207

***Confidential***

 

Header Text: c4591001

Visit: V103_MONTH1 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/10/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V103_MONTH1 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Contact Outcome

1. Contact Type: TELEPHONE VISIT

2. Was contact made? YES

Date of Contact:
Feb/10/2021

3. Comments: [ ]
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Header Text: c4591001

Visit: V104_MONTH6 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V104_MONTH6 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: V105_MONTH18 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V105_MONTH18 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Treatment

1. Date of Completion/Discontinuation
/Death :

Feb/10/2021

2. Phase of Disposition: OPEN LABEL TREATMENT

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Subject Status

1. Subject Status DISCONTINUED

2. Subject Status Date Nov/6/2020
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Elizabeth Barnett  Approved Mar-11-2021 10:57:31 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic signature is
to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - Comments

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Aug-27-2020 16:37:46 (UTC-05:00) Eastern Time
(US & Canada)

Taylor Stannard
(pfe.tstannard)

Not Applicable
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - Comments

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Sep-22-2020 12:46:24 (UTC-05:00) Eastern Time
(US & Canada)

Taylor Stannard
(pfe.tstannard)

Not Done

09
01

77
e1

96
ae

3f
eb

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141531



Page 93 of 207

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - Comments

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

1 Sep-22-2020 12:46:24 (UTC-05:00) Eastern Time
(US & Canada)

Taylor Stannard
(pfe.tstannard)

Not Done
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - Comments

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

2.a Sep-22-2020 12:46:24 (UTC-05:00) Eastern Time
(US & Canada)

Taylor Stannard
(pfe.tstannard)

Not Done
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - Comments

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

2.a Sep-22-2020 12:46:24 (UTC-05:00) Eastern Time
(US & Canada)

Taylor Stannard
(pfe.tstannard)

Not Done
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - Comments

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

2.a Sep-22-2020 12:46:24 (UTC-05:00) Eastern Time
(US & Canada)

Taylor Stannard
(pfe.tstannard)

Not Done
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - Comments

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Sep-22-2020 12:46:35 (UTC-05:00) Eastern Time
(US & Canada)

Taylor Stannard
(pfe.tstannard)

Not Done

09
01

77
e1

96
ae

3f
eb

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141536



Page 98 of 207

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - Comments

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

1 Sep-22-2020 12:46:35 (UTC-05:00) Eastern Time
(US & Canada)

Taylor Stannard
(pfe.tstannard)

Not Done
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - Comments

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

2 Sep-22-2020 12:46:35 (UTC-05:00) Eastern Time
(US & Canada)

Taylor Stannard
(pfe.tstannard)

Not Done
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - Comments

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

3 Sep-22-2020 12:46:35 (UTC-05:00) Eastern Time
(US & Canada)

Taylor Stannard
(pfe.tstannard)

Not Done
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - Comments

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

4 Sep-22-2020 12:46:35 (UTC-05:00) Eastern Time
(US & Canada)

Taylor Stannard
(pfe.tstannard)

Not Done
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - Comments

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Sep-22-2020 12:47:41 (UTC-05:00) Eastern Time
(US & Canada)

Taylor Stannard
(pfe.tstannard)

Due to history of vertigo and ongoing episode of
vertigo since last vaccination, study doctor decided to
wait until episode resolves.

Not Done
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - Comments

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

1 Sep-22-2020 12:47:41 (UTC-05:00) Eastern Time
(US & Canada)

Taylor Stannard
(pfe.tstannard)

Due to history of vertigo and ongoing episode of
vertigo since last vaccination, study doctor decided to
wait until episode resolves.

Not Done
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

2 Sep-22-2020 12:47:41 (UTC-05:00) Eastern Time
(US & Canada)

Taylor Stannard
(pfe.tstannard)

Due to history of vertigo and ongoing episode of
vertigo since last vaccination, study doctor decided to
wait until episode resolves.

Not Done
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

3 Sep-22-2020 12:47:41 (UTC-05:00) Eastern Time
(US & Canada)

Taylor Stannard
(pfe.tstannard)

Due to history of vertigo and ongoing episode of
vertigo since last vaccination, study doctor decided to
wait until episode resolves.

Not Done
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

4 Sep-22-2020 12:47:41 (UTC-05:00) Eastern Time
(US & Canada)

Taylor Stannard
(pfe.tstannard)

Due to history of vertigo and ongoing episode of
vertigo since last vaccination, study doctor decided to
wait until episode resolves.

Not Done
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Back to Form

Item Date User Comment

5 Sep-22-2020 12:47:41 (UTC-05:00) Eastern Time
(US & Canada)

Taylor Stannard
(pfe.tstannard)

Due to history of vertigo and ongoing episode of
vertigo since last vaccination, study doctor decided to
wait until episode resolves.

Not Done
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Back to Form

Item Date User Comment

6 Sep-22-2020 12:47:41 (UTC-05:00) Eastern Time
(US & Canada)

Taylor Stannard
(pfe.tstannard)

Due to history of vertigo and ongoing episode of
vertigo since last vaccination, study doctor decided to
wait until episode resolves.

Not Done
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Back to Form

Item Date User Comment

7 Sep-22-2020 12:47:41 (UTC-05:00) Eastern Time
(US & Canada)

Taylor Stannard
(pfe.tstannard)

Due to history of vertigo and ongoing episode of
vertigo since last vaccination, study doctor decided to
wait until episode resolves.

Not Done
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Back to Form

Item Date User Comment

8 Sep-22-2020 12:47:41 (UTC-05:00) Eastern Time
(US & Canada)

Taylor Stannard
(pfe.tstannard)

Due to history of vertigo and ongoing episode of
vertigo since last vaccination, study doctor decided to
wait until episode resolves.

Not Done

09
01

77
e1

96
ae

3f
eb

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141549



Page 111 of 207

***Confidential***

Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - Comments

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---
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Back to Form

Item Date User Comment

9 Sep-22-2020 12:47:41 (UTC-05:00) Eastern Time
(US & Canada)

Taylor Stannard
(pfe.tstannard)

Due to history of vertigo and ongoing episode of
vertigo since last vaccination, study doctor decided to
wait until episode resolves.

Not Done
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Back to Form

Item Date User Comment

10 Sep-22-2020 12:47:41 (UTC-05:00) Eastern Time
(US & Canada)

Taylor Stannard
(pfe.tstannard)

Due to history of vertigo and ongoing episode of
vertigo since last vaccination, study doctor decided to
wait until episode resolves.

Not Done
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Back to Form

Item Date User Comment

11 Sep-22-2020 12:47:41 (UTC-05:00) Eastern Time
(US & Canada)

Taylor Stannard
(pfe.tstannard)

Due to history of vertigo and ongoing episode of
vertigo since last vaccination, study doctor decided to
wait until episode resolves.

Not Done
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Back to Form

Item Date User Comment

Form Dec-21-2020 13:42:52 (UTC-05:00) Eastern Time
(US & Canada)

Taylor Stannard
(pfe.tstannard)

Not Applicable
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Elizabeth Barnett  Approved Mar-11-2021 10:57:31 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic signature is
to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Taylor Stannard  N/A Feb-12-2021 13:04:21 (UTC-05:00) Eastern Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Elizabeth Barnett  Approved Jan-22-2021 15:11:36 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic signature is
to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Taylor Stannard  N/A Jan-21-2021 12:26:03 (UTC-05:00) Eastern Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Elizabeth Barnett  Approved Jan-20-2021 19:53:50 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic signature is
to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Taylor Stannard  N/A Dec-21-2020 13:41:58 (UTC-05:00) Eastern Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Elizabeth Barnett  Approved Nov-13-2020 16:18:20 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic signature is
to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Taylor Stannard  N/A Nov-11-2020 15:30:25 (UTC-05:00) Eastern Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Elizabeth Barnett  Approved Nov-09-2020 10:38:07 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic signature is
to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Taylor Stannard  N/A Nov-07-2020 14:08:36 (UTC-05:00) Eastern Time
(US & Canada)

Edit - All
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Affidavit:
N/A

Elizabeth Barnett  Approved Nov-06-2020 19:33:28 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic signature is
to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Aug-27-2020 16:34:45
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Aug-27-2020 16:34:45
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Aug-27-2020 16:34:52
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
OBTAINED

Date Written Consent Obtained

Aug/27/2020

Initial Entry
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject ID

Date Location User Value Reason

Aug-27-2020 16:34:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10151134

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Aug-27-2020 16:34:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1965

Enrollment Entry

3. Sex:

Date Location User Value Reason

Aug-27-2020 16:37:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
MALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Aug-27-2020 16:37:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT HISPANIC OR LATINO(A) OR
OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Aug-27-2020 16:37:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
WHITE

Initial Entry
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-27-2020 16:37:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/27/2020

Initial Entry
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Aug-27-2020 16:37:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/27/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Aug-27-2020 16:37:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Aug-27-2020 16:37:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
COMPLETED

Initial Entry
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Aug-27-2020 16:38:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 1

Medical History Ter
m:

Childhood asth
ma

Start Date: UNK/UNK/197
5

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Aug-27-2020 16:38:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-27-2020 16:38:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Childhood asthma

Initial Entry

1.a Start Date:

Date Location User Value Reason

Aug-27-2020 16:38:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/1975

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Aug-27-2020 16:38:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

1.b

Date Location User Value Reason

Aug-27-2020 16:39:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 2

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Medical History Ter
m:

Acid reflux

Start Date: UNK/UNK/200
0

Ongoing: YES

1.b Line/MH Number:

Date Location User Value Reason

Aug-27-2020 16:39:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-27-2020 16:39:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Acid reflux

Initial Entry

1.b Start Date:

Date Location User Value Reason

Aug-27-2020 16:39:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/2000

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Aug-27-2020 16:39:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

1.c

Date Location User Value Reason

Sep-22-2020 12:27:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Line/MH Number: 3

Medical History Ter
m:

Vertigo

Start Date: UNK/UNK/20
12

Ongoing: YES

Transcription Error

Sep-22-2020 12:26:48
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number: 3

Initial Entry09
01

77
e1

96
ae
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eb
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Medical History Ter
m:

Vertigo

Start Date: UNK/UNK/20
18

Ongoing: YES

1.c Line/MH Number:

Date Location User Value Reason

Sep-22-2020 12:26:48
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-22-2020 12:26:48
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Vertigo

Initial Entry

1.c Start Date:

Date Location User Value Reason

Sep-22-2020 12:27:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/2012

Transcription Error

Sep-22-2020 12:26:48
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/2018

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Sep-22-2020 12:26:48
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Aug-27-2020 16:39:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/27/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Aug-27-2020 16:39:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
165.0

Initial Entry

3. Unit:

Date Location User Value Reason

Aug-27-2020 16:39:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
LB

Initial Entry

4. Height:

Date Location User Value Reason

Aug-27-2020 16:39:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
72.0

Initial Entry

5. Unit:

Date Location User Value Reason

Aug-27-2020 16:39:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
in

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Aug-27-2020 16:39:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
22.4

Initial Entry

7.a

Date Location User Value Reason09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-27-2020 16:39:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Temperature: 97.9

Temperature Unit: F

Temperature Locatio
n::

ORAL CAVIT
Y

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Aug-27-2020 16:39:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Aug-27-2020 16:39:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
97.9

Initial Entry

7.a Unit:

Date Location User Value Reason

Aug-27-2020 16:39:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
F

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Aug-27-2020 16:39:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ORAL CAVITY

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Randomization Date :

Date Location User Value Reason

Aug-27-2020 16:40:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/27/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Aug-27-2020 16:40:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
70275

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-27-2020 21:31:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-27-2020 21:31:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-27-2020 21:31:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-27-2020 21:31:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Aug-27-2020 21:31:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Aug/27/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-27-2020 21:31:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BLD08S

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-27-2020 21:31:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BLD08S

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b

Date Location User Value Reason

Aug-27-2020 21:32:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BLD08T

Initial Entry

5.b Sample ID

Date Location User Value Reason

Aug-27-2020 21:32:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BLD08T

Initial Entry

5.c

Date Location User Value Reason

Aug-27-2020 21:32:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BM8F23

Initial Entry

5.c Sample ID

Date Location User Value Reason

Aug-27-2020 21:32:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8F23

Initial Entry

5.d

Date Location User Value Reason

Aug-27-2020 21:32:48
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BM8F24

Transcription Error

Aug-27-2020 21:32:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BM8F244

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sample ID

Date Location User Value Reason

Aug-27-2020 21:32:48
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Aug-27-2020 21:32:48
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8F24

Transcription Error

Aug-27-2020 21:32:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Barcode is not 6
characters in length.
Please review and
correct as appropriate.

Aug-27-2020 21:32:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8F244

Initial Entry

5.e

Date Location User Value Reason

Aug-27-2020 21:32:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BM8F25

Initial Entry

5.e Sample ID

Date Location User Value Reason

Aug-27-2020 21:32:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8F25

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-27-2020 21:33:12
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-27-2020 21:33:12
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-27-2020 21:33:20
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-27-2020 21:33:12
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Aug-27-2020 21:33:12
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Aug/27/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-27-2020 21:33:20
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BM8F1W

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-27-2020 21:33:20
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BM8F1W

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-27-2020 16:40:50
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-27-2020 16:40:50
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-27-2020 16:40:50
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Aug-27-2020 16:40:50
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/27/2020 14:39

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-27-2020 16:40:50
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-27-2020 16:40:50
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason09
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Aug-27-2020 16:40:50
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-27-2020 16:40:50
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED OBSER
VATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product administration?

Date Location User Value Reason

Aug-27-2020 16:40:50
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Aug-27-2020 16:41:01
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO - REACTOGENICITY E-DIARY
NOT COLLECTED FOR THIS SUBJ
ECT

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-22-2020 12:46:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/17/2020

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Sep-22-2020 12:46:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

2.a

Date Location User Value Reason

Sep-22-2020 12:46:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: Not Done

Temperature: Not Done

Temperature Unit: Not Done

Temperature Location:: Not Done

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Sep-22-2020 12:46:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

2.a Temperature:

Date Location User Value Reason

Sep-22-2020 12:46:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

2.a Unit:

Date Location User Value Reason

Sep-22-2020 12:46:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

2.a Temperature Location:

Date Location User Value Reason

Sep-22-2020 12:46:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-22-2020 12:46:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-22-2020 12:46:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-22-2020 12:46:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Sep-22-2020 12:46:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-22-2020 12:47:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-22-2020 12:47:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-22-2020 12:47:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Sep-22-2020 12:47:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-22-2020 12:47:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-22-2020 12:47:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

7. Route:

Date Location User Value Reason09
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-22-2020 12:47:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Sep-22-2020 12:47:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

9. Unit:

Date Location User Value Reason

Sep-22-2020 12:47:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-22-2020 12:47:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product administration?

Date Location User Value Reason

Sep-22-2020 12:47:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-07-2020 15:21:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laurie Hawes
(pfe hawesl01)

Query 1: Closed Response satisfies
query

Nov-07-2020 14:10:06
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered PI made decision to
not have subject
receive second dose
due to worsening
vertigo. Subject did not
attend second visit, and
after rep-contacting
they chose to come
back for their visit 3

Nov-07-2020 03:31:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Swapna
Varikuti
(pfe.variks)

Query 1: Opened PDQ: DOV at this visit
is out of window (15
day) from DOV
(17/Sep/2020) at V2.
Please either update
DOV or confirm
whether visit is out of
window due to
temporary delay of
vaccination/ else
provide details as
appropriate.

Nov-06-2020 15:23:17
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Nov/6/2020

Initial Entry

09
01

77
e1

96
ae

3f
eb

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141580



Page 142 of 207

***Confidential***

 

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-07-2020 14:08:46
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-07-2020 14:08:46
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-07-2020 14:08:46
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Nov/6/2020

Initial Entry

5.a

Date Location User Value Reason

Nov-07-2020 14:08:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSH17L

Initial Entry

5.a Sample ID

Date Location User Value Reason

Nov-07-2020 14:08:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSH17L

Initial Entry

5.b

Date Location User Value Reason

Nov-07-2020 14:11:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSH17D

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b Sample ID

Date Location User Value Reason

Nov-07-2020 14:11:39
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSH17D

Initial Entry

5.c

Date Location User Value Reason

Nov-07-2020 14:11:48
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSH17F

Initial Entry

5.c Sample ID

Date Location User Value Reason

Nov-07-2020 14:11:48
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSH17F

Initial Entry

5.d

Date Location User Value Reason

Nov-07-2020 14:15:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BRFKGB

Initial Entry

5.d Sample ID

Date Location User Value Reason

Nov-07-2020 14:15:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BRFKGB

Initial Entry
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Nov-06-2020 15:23:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Nov/6/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Nov-06-2020 15:23:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Nov-12-2020 10:27:06
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Hayley Wyper
(pfe.wyperh)

Query 2: Closed Response satisfies
query

Nov-12-2020 10:05:11
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Closed Close Auto Query

Nov-12-2020 10:04:45
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Opened Response to "Status" is
ADVERSE EVENT
but "Specify Status" is
Provided.

Nov-12-2020 10:04:45
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered New Information

Nov-12-2020 10:04:45
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ADVERSE EVENT

New Information

Nov-12-2020 02:37:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 3: Reissued:Opened DM: "Specify Status"
(item4) is not required
if Status is
"PHYSICIAN
DECISION" at (item
3). Please review and
update accordingly.

Nov-11-2020 15:54:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Hayley Wyper
(pfe.wyperh)

Query 2: Reissued:Opened CLINQUERY: If the
event of Worsening
Vertigo was involved
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

in the decision to cease
treatment, please
consider updating this
EOT status to be
ADVERSE EVENT to
link

Nov-11-2020 15:30:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 3: Answered Changed data per
query

Nov-11-2020 15:30:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 2: Answered Changed data per
query

Nov-11-2020 15:30:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Opened Response to "Status" is
PHYSICIAN
DECISION but
"Specify Status" is
Provided.

Nov-11-2020 09:14:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Hayley Wyper
(pfe.wyperh)

Query 2: Opened CLINQUERY: Please
clarify the conditions
leading to the decision
to discontinue
treatment. If any of the
adverse events
contributed to this
decision, they should
be indicated and status
field updated

Nov-07-2020 15:21:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Laurie Hawes
(pfe hawesl01)

Query 1: Closed Response satisfies
query

Nov-07-2020 14:23:54
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Nov-07-2020 14:23:54
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
PHYSICIAN DECISION

New Information

Nov-07-2020 09:12:20
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Balaji Prabu R
(pfe rb01)

Query 1: Opened Subject has not
received vaccination 2,
hence status cannot be
COMPLETED. Please
verify and update as
appropriate. Else
clarify.

Nov-06-2020 15:23:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
COMPLETED

Initial Entry09
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4. Specify Status:

Date Location User Value Reason

Nov-12-2020 10:05:11
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry: New Information

Nov-11-2020 15:30:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Due to worsening vertigo post vaccine
one, PI decided that second dose shoul
d be skipped for safety.

Initial Entry
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Sep-11-2020 18:42:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Sep-11-2020 18:57:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Back to Form

Date Location User Value Reason

Sep-11-2020 18:58:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Back to Form

Date Location User Value Reason

Sep-11-2020 18:58:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Back to Form

Date Location User Value Reason

Jan-13-2021 13:54:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Back to Form

Date Location User Value Reason

Feb-12-2021 13:09:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Back to Form

Date Location User Value Reason

Feb-12-2021 13:09:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Back to Form

Date Location User Value Reason

Feb-12-2021 13:10:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Back to Form

1. Category:

Date Location User Value Reason

Sep-11-2020 18:42:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Sep-11-2020 18:42:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Sep-24-2020
05:29:16
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Pratiksha Mahadik
(pfe mahadp07)

Query 4: Closed Closed as data
updated.

Sep-23-2020
10:02:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 4: Answe
red

New Information

Sep-23-2020
10:02:17
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Data Entry:
Worsening and c
ontinuing episod
e of Veritgo

New Information

Sep-23-2020
04:07:59
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFE SDQ PROD
(pfe.PFESDQ_PROD)

Query 4: Opene
d

The AE Episode
of Veritgo was
reported but is
also listed in
Medical History.
Please clarify if
this is a worsening
of the baseline
condition, and if
so, please consider
adding
"worsening" to the
AE term. AE as
baseline
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conditions should
only be reported
as AEs if they
worsen. "[naikp09
SDQ=11049]"

Sep-22-2020
15:41:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Closed Response satisfies
query

Sep-22-2020
15:36:50
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Closed Event is no longer
a SAE

Sep-22-2020
12:27:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Answe
red

New Information

Sep-22-2020
12:27:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answe
red

New Information

Sep-22-2020
12:27:35
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Data Entry:
Episode of Verit
go

New Information

Sep-22-2020
11:51:45
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Reissu
ed:Opened

CLINQUERY
SAE notes history
of Vertigo 2x;
please consider an
update to Medical
History now that
this is known

Sep-22-2020
11:49:09
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 3: Opene
d

CLINQUERY
please update SAE
with start/stop
dates for Med Hx
of Vertigo, and
update narrative
with years since
most recent
episode (currently
reads "last episode
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of vertigo years
ago")

Sep-18-2020
15:49:01
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Query 2: Answe
red

Please unfreeze
medical history so
I can add, thank
you!

Sep-18-2020
09:55:33
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Kathryn Sewell
(pfe.sewelk02)

Query 2: Opene
d

CLINQUERY
SAE notes history
of VERTIGO 2x
over 10 years ago;
please consider an
update to Medical
History

Sep-14-2020
10:49:18
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS Oracle
(pfe.PFETMS)

Query 1: Closed Discrepancy has
been closed.

Sep-12-2020
15:47:14
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS Oracle
(pfe.PFETMS)

Query 1: Opene
d

Clarify VERITGO
as
follows...Should
spelling be
VERTIGO? If
so,edit. Otherwise,
clarify. Thank
you.

Sep-11-2020
18:42:05
(UTC-05:00)
Eastern Time (US
& Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Data Entry:
Veritgo

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Sep-11-2020 18:42:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/28/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-03-2021 12:30:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Katherine
Liau
(pfe.liaukf)

Query 1: Closed Response satisfies
query
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Mar-03-2021 10:37:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Mar-03-2021 10:37:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Casey Norton
(pfe.cnorton)

Data Entry:
NO

End Date Time:

Dec/21/2020 UNK:UNK

New Information

Mar-02-2021 04:53:04
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Katherine
Liau
(pfe.liaukf)

Query 1: Opened GPD CLIN: Please
confirm if the subject's
AE is still ongoing
else provide end date
as applicable.

Sep-18-2020 15:16:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

New Information

Sep-11-2020 18:42:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

End Date Time:

Sep/1/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Sep-11-2020 18:42:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
2

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Sep-22-2020 15:43:12
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Deleted Close Auto Query

Sep-22-2020 12:27:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 3: Candidate For AE Episode of Veritgo:
Response to "Is the adverse
event serious?" is 'No' but
"Serious Adverse Event
Number" is present.09
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Sep-18-2020 14:27:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Closed site determined adverse
event of vertigo was NOT
serious

Sep-18-2020 09:52:18
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Opened ClinQuery For AE Veritgo
[Vertigo]: Response to "Is
the adverse event serious?"
is 'No' but "Serious
Adverse Event Number" is
present and SAE form
checked the 'Disability' box

Sep-18-2020 09:50:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed placed on incorrect SAE
(incorrect SAE #)

Sep-18-2020 06:40:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 1: Opened SAE
RECON:AER#2020326724
APPENDICITIS(onset
date:17Aug2020)was
reported as serious in
Safety database but not
serious in AE CRF. If this
event is serious,update to
yes.To downgrade the
event in the Safety
Database,please submit
SAE form.

Sep-18-2020 06:37:45
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE Veritgo: Response
to "Is the adverse event
serious?" is 'No' but
"Serious Adverse Event
Number" is present.

Sep-11-2020 18:42:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Sep-11-2020 18:42:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Sep-11-2020 18:42:05
(UTC-05:00) Eastern Time

ACV0PFEINFP6000  Taylor
Stannard

Data Entry:
RELATED

Initial Entry09
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(US & Canada) (pfe.tstannard)

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Nov-12-2020 10:26:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Hayley Wyper
(pfe.wyperh)

Query 1: Closed Response satisfies
query

Nov-12-2020 10:05:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Nov-12-2020 10:05:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
DRUG WITHDRAWN

New Information

Nov-11-2020 15:52:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Hayley Wyper
(pfe.wyperh)

Query 1: Opened CLINQUERY: Per
EOT comment, it
appears this event of
Worsening Vertigo,
contributed to the
decision to cease
treatment. If so, please
consider updating this
status to DRUG
WITHDRAWN, and
match to an EOT status
of ADVERSE EVENT

Sep-11-2020 18:42:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Sep-11-2020 18:42:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Sep-11-2020 18:42:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason
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Mar-03-2021 10:37:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Closed Close Auto Query

Mar-03-2021 10:37:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Casey Norton
(pfe.cnorton)

Data Entry:
RECOVERED/RESOLVED

New Information

Mar-03-2021 10:37:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened For AE Worsening and
continuing episode of
Veritgo: Response to
"What was the outcome
of this adverse event?" is
'Recovering/Resolving'
but AE End Date/Time
is present.

Sep-18-2020 15:17:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Sep-18-2020 15:17:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RECOVERING/RESOLVING

New Information

Sep-18-2020 15:16:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened For AE Veritgo:
Response to "What was
the outcome of this
adverse event?" is 3 but
End Date/Time is
missing.

Sep-11-2020 18:42:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RECOVERED/RESOLVED

Initial Entry
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Back to Form

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Sep-11-2020 18:42:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Sep-22-2020 15:43:12
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Gladys Noi
(pfe noig)

Data Entry: AE downgraded from
SAE

Sep-18-2020 06:37:45
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020361615

Initial Entry
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Sep-11-2020 18:57:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Sep-11-2020 18:57:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Sep-11-2020 18:57:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Headache

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Sep-11-2020 18:57:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/28/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Sep-11-2020 18:57:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

End Date Time:

Sep/1/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Sep-11-2020 18:57:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?
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If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Sep-11-2020 18:57:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Sep-11-2020 18:57:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Sep-11-2020 18:57:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Sep-11-2020 18:57:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Sep-11-2020 18:57:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Sep-11-2020 18:57:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Site No: 1015 Site Name: (1015) Boston Medical Center
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Sep-11-2020 18:57:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Sep-11-2020 18:57:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Sep-11-2020 18:58:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Sep-11-2020 18:58:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Sep-11-2020 18:58:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Nausea

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Sep-11-2020 18:58:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/28/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Sep-11-2020 18:58:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

End Date Time:

Sep/1/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Sep-11-2020 18:58:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Sep-11-2020 18:58:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Sep-11-2020 18:58:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Sep-11-2020 18:58:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Sep-11-2020 18:58:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Sep-11-2020 18:58:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Sep-11-2020 18:58:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Sep-11-2020 18:58:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Sep-11-2020 18:58:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Sep-11-2020 18:58:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Sep-11-2020 18:58:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Sep-11-2020 18:58:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Diarrhea

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Sep-11-2020 18:58:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aug/28/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Sep-11-2020 18:58:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

End Date Time:

Aug/28/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Sep-11-2020 18:58:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Sep-11-2020 18:58:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Sep-11-2020 18:58:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Sep-11-2020 18:58:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Sep-11-2020 18:58:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Sep-11-2020 18:58:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Sep-11-2020 18:58:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Sep-11-2020 18:58:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Sep-11-2020 18:58:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Jan-13-2021 13:54:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Jan-13-2021 13:54:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Jan-13-2021 13:54:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Injection site pain

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Jan-13-2021 13:54:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dec/21/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Jan-13-2021 13:54:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

End Date Time:

Dec/22/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Jan-13-2021 13:54:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Jan-13-2021 13:54:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Jan-13-2021 13:54:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Jan-13-2021 13:54:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Jan-13-2021 13:54:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Jan-13-2021 13:54:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Jan-13-2021 13:54:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Jan-13-2021 13:54:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Jan-13-2021 13:54:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Feb-12-2021 13:09:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Feb-12-2021 13:09:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-12-2021 13:09:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Chills

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Feb-12-2021 13:09:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/13/2021 20:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-12-2021 13:09:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

End Date Time:

Jan/15/2021 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Feb-12-2021 13:09:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Feb-12-2021 13:09:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Feb-12-2021 13:09:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Feb-12-2021 13:09:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Feb-12-2021 13:09:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Feb-12-2021 13:09:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Feb-12-2021 13:09:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Feb-12-2021 13:09:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Feb-12-2021 13:09:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Feb-12-2021 13:09:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Feb-12-2021 13:09:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-12-2021 13:09:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Injection site pain

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Feb-12-2021 13:09:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/13/2021 20:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-12-2021 13:09:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

End Date Time:

Jan/15/2021 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Feb-12-2021 13:09:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Feb-12-2021 13:09:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Feb-12-2021 13:09:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Feb-12-2021 13:09:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Feb-12-2021 13:09:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Feb-12-2021 13:09:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Feb-12-2021 13:09:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Feb-12-2021 13:09:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Feb-12-2021 13:09:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Feb-12-2021 13:10:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Feb-12-2021 13:10:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
8

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-12-2021 13:10:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Headache

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Feb-12-2021 13:10:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/14/2021 03:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-12-2021 13:10:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

End Date Time:

Jan/15/2021 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Feb-12-2021 13:10:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
2

Initial Entry

7. Is the adverse event serious?

09
01

77
e1

96
ae

3f
eb

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141620



Page 182 of 207

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Feb-12-2021 13:10:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Feb-12-2021 13:10:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Feb-12-2021 13:10:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Feb-12-2021 13:10:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Feb-12-2021 13:10:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Feb-12-2021 13:10:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Feb-12-2021 13:10:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Feb-12-2021 13:10:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -
Audit Trail

Form Version: 22-Apr-2020 21:03 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Nov-06-2020 15:23:54
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY VACCINATIONS -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Nov-06-2020 15:23:54
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

2. Category:

Date Location User Value Reason

Nov-06-2020 15:23:54
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATIONS

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Nov-06-2020 15:23:54
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NO

Initial Entry

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown, enter the full
trade or proprietary name. Include clarifying information in the Medication text (e.g., Ingredient(s), route, use, formulation).

Date Location User Value Reason

Nov-06-2020 15:23:54
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Fluzone Quadrivalent

Initial Entry

5. Date:

Date Location User Value Reason

Nov-06-2020 15:23:54
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/28/2020

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact - Unscheduled Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-08-2021 11:58:50
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Brent Spears
(pfe.spearj09)

Query 1: Closed Response satisfies
query

Jan-06-2021 13:32:51
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Jan-06-2021 13:32:51
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dec/14/2020

Transcription Error

Jan-05-2021 17:43:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Brent Spears
(pfe.spearj09)

Query 1: Opened Per source, initial
contact completed
14Dec2020. Please
reconcile.

Dec-21-2020 13:42:12
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dec/21/2020

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact - Unscheduled Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit Trail
History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Dec-24-2020 08:45:26
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Hayley Wyper
(pfe.wyperh)

Query 1: Closed site confirms non-study
access under EUA

Dec-23-2020 12:58:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Subject is eligible to
receive vaccine.
Discontinued treatment
due to new/worsening
vertigo which PI
believed to be related
to invesitgational
product.

Dec-23-2020 11:20:29
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Hayley Wyper
(pfe.wyperh)

Query 1: Opened CLINQUERY: Subject
discontinued treatment
prior to vax 2 due to an
AE. Please review and
clarify the eligibility
and/or the decision to
continue for further
vaccinations.

Dec-21-2020 13:42:26
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Participant is willing to return for Vac
cination 3

Participant is:

eligible per local/national recomme
ndations and confirmed to have rec
eived only placebo at Vaccination 1
/2

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-21-2020 13:42:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dec/21/2020

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Dec-21-2020 13:42:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
OBTAINED

Date Written Consent Obtained

Dec/21/2020

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Dec-21-2020 13:43:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dec/21/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Dec-21-2020 13:43:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
REPEAT SCREENING 1

Initial Entry

3. Status:

Date Location User Value Reason

Dec-21-2020 13:43:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Dec-22-2020 10:25:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Dec-22-2020 10:25:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Dec-22-2020 10:25:17
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Dec-22-2020 10:25:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Dec-22-2020 10:25:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Dec/21/2020

Initial Entry

5.a

Date Location User Value Reason

Dec-22-2020 10:25:17
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSN5CN

Initial Entry

5.a Sample ID

Date Location User Value Reason

Dec-22-2020 10:25:17
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSN5CN

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b

Date Location User Value Reason

Dec-22-2020 10:54:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSN5CW

Initial Entry

5.b Sample ID

Date Location User Value Reason

Dec-22-2020 10:54:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSN5CW

Initial Entry

5.c

Date Location User Value Reason

Dec-22-2020 10:55:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSN5CX

Initial Entry

5.c Sample ID

Date Location User Value Reason

Dec-22-2020 10:55:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSN5CX

Initial Entry

5.d

Date Location User Value Reason

Dec-22-2020 11:25:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BRFKMW

Initial Entry

5.d Sample ID

Date Location User Value Reason

Dec-22-2020 11:25:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BRFKMW

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Dec-22-2020 11:54:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Dec-22-2020 11:54:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Dec-22-2020 11:54:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Dec-22-2020 11:54:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Dec-22-2020 11:54:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Dec/21/2020

Initial Entry

5.a

Date Location User Value Reason

Dec-22-2020 11:54:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BRFKMR

Initial Entry

5.a Sample ID

Date Location User Value Reason

Dec-22-2020 11:54:35
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BRFKMR

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Dec-21-2020 13:43:33
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Dec-21-2020 13:43:33
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Dec-21-2020 13:43:33
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Dec-21-2020 13:43:33
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dec/21/2020 13:20

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Dec-21-2020 13:43:33
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Dec-21-2020 13:43:33
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason09
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Dec-21-2020 13:43:33
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Dec-21-2020 13:43:33
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Dec-21-2020 13:43:33
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Dec-21-2020 13:43:33
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product administration?

Date Location User Value Reason

Dec-21-2020 13:43:33
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Dec-21-2020 13:41:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dec/14/2020

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Dec-21-2020 13:41:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ASSESS ELIGIBILITY FOR ADDITI
ONAL VACCINATION

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-13-2021 13:53:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/13/2021

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-21-2021 12:26:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-21-2021 12:26:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-21-2021 12:26:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Jan-21-2021 12:26:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as appropriate.

Jan-21-2021 12:26:03
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Jan/13/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-16-2021 16:46:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BR707N

Transcription Error

Jan-21-2021 12:26:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: MR707N

Initial Entry

5.a Sample ID

Date Location User Value Reason
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-16-2021 16:46:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BR707N

Transcription Error

Jan-21-2021 12:26:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
MR707N

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Jan-13-2021 13:54:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Jan-13-2021 13:54:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Jan-13-2021 13:54:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Jan-13-2021 13:54:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/13/2021 12:45

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Jan-13-2021 13:54:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Jan-13-2021 13:54:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
LEFT

Initial Entry

7. Route:

Date Location User Value Reason09
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Jan-13-2021 13:54:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Jan-13-2021 13:54:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Jan-13-2021 13:54:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Jan-13-2021 13:54:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product administration?

Date Location User Value Reason

Jan-13-2021 13:54:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V103_MONTH1 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-12-2021 09:46:18
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Steven Finelli
(pfe.finels)

Query 1: Closed data updated

Mar-10-2021 17:34:40
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Changed data per
query

Mar-10-2021 15:29:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Jennifer
Riddle
(pfe.riddlj)

Query 1: Opened DM: Patient
completed Vaccination
3 visit through the
1-month post
vaccination visit after
the Vaccination 4.
Please complete
treatment disposition
CRF and update date
of EOT2 to match date
of visit at visit 103.

Feb-12-2021 13:04:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Feb/10/2021

Initial Entry

09
01

77
e1

96
ae

3f
eb

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141641



Page 203 of 207

***Confidential***

 

Header Text: c4591001

Visit: V103_MONTH1 Form: CONTACT OUTCOME - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Contact Type:

Date Location User Value Reason

Feb-12-2021 13:04:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
TELEPHONE VISIT

Initial Entry

2. Was contact made?

Date Location User Value Reason

Feb-12-2021 13:04:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Contact:

Feb/10/2021

Initial Entry
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Mar-11-2021
16:53:32
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Clo
sed

Auto closed by Validation Check:
VC_DS001_30

Mar-11-2021
09:45:38
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
1: Ans
wered

Transcription Error

Mar-11-2021
09:45:38
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Data
Entry
:
Feb/1
0/202
1

Transcription Error

Mar-11-2021
00:00:37
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW7668967;Status on the
Disposition - Treatment form is
COMPLETED at
FURTHER_VACCINATION_EOT
visit, but Date is different than
Visit V103 Date. Please review
and update as appropriate.

Mar-10-2021
17:34:52
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Data
Entry
:
Mar/1
0/202
1

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Mar-10-2021 17:34:52
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
OPEN LABEL TREATMENT

Initial Entry

3. Status:09
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Mar-10-2021 17:34:52
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject Status

Date Location User Value Reason

Nov-12-2020 10:04:45
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DISCONTINUED

New Information

Nov-07-2020 14:23:54
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DISCONTINUED

New Information

Nov-06-2020 15:23:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Aug-27-2020 16:40:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Aug-27-2020 16:37:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Nov-12-2020 10:04:45
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Nov/6/2020

New Information

Nov-07-2020 14:23:54
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Nov/6/2020

New Information

Nov-06-2020 15:23:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Nov/6/2020

Initial Entry

Aug-27-2020 16:40:28
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/27/2020

Initial Entry

Aug-27-2020 16:37:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Aug/27/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151134 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Casebook Signature

Date Location User Value Reason

Nov-06-2020 19:33:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000  Elizabeth
Barnett
(pfe.ebarnett)

Data Entry:
Click Here to Enable

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5,
STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response -
Protocol version

24 JUL 2020

2. Select appropriate response - What
cohort does the subject belong to?

STAGE 3 COHORTS
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Sep/15/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Demography

1. Subject ID [10151225]

2. Birth Date: /1995

3. Sex: FEMALE

4. Ethnicity: HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): WHITE

6. Racial Designation:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/15/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation/Death

Sep/15/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Anxiety]

Start Date: UNK/UNK/2013

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Sep/15/2020

2. Weight: [95.0]

3. Unit: LB

4. Height: [58.0]

5. Unit: in

6. Body Mass Index: [19.9]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [99.1]

Unit: F

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Sep/15/2020

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition

1. Randomization Date : Sep/15/2020

2. Randomization Number: [89727]

3. Randomization Group: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Sep/15/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9J3F]

5.b Sample ID [BLD0H2]

5.c Sample ID [BLD0H0]

5.d Sample ID [BLD0H1]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Sep/15/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9J3D]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/15/2020 09:47

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: RIGHT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS
SUBJECT

09
01

77
e1

96
ae

3f
e7

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141660



Page 15 of 206

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/8/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Oct/8/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [98.7]

Unit: F

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Oct/8/2020

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Oct/8/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9HLL]
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Oct/8/2020 09:12

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: RIGHT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/5/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Nov/5/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRFKG6]

5.b Sample ID [BSH173]

5.c Sample ID [BSH174]

5.d Sample ID [BSH175]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 20-Feb-2021 02:17 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Signs and Symptoms

1. Date of Assessment: //

2. Date of First Symptom Started: //

3. Symptoms Ongoing?

Symptoms

4. Symptoms:

Was symptom present?

Symptoms - Other

5. Symptoms - Other Text: [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: HEALTH CARE UTILIZATION

Form Version: 20-Feb-2021 02:19 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Health Care Utilization

1. Physician or Healthcare
Professional:

Occurrence of Visits or Contacts:

Health Care Utilization Other

2. Other Type of Practitioner Specify: [ ]

Health Care Utilization

3. Has the subject been hospitalized
due to potential COVID-19 illness?
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Header Text: c4591001

Visit: POT_COVID_ILL - New Unscheduled
Visit

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Illness Details

1. Category of Clinical Event:

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

3. Toxicity Grade:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Header Text: c4591001

Visit: POT_COVID_CONVA - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Unplanned Assessments

1. Assessments
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation/Death
:

Nov/5/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Disposition - Follow-Up

1. Date of
Completion/Discontinuation/Death
:

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Category
AE Ident

ifier
Adverse Event Start Date

Is the Adverse Event Sti
ll Ongoing

Form Instanc
e

 1. ADVERSE E
VENT 

1  Dizziness  Oct/8/2020 20:0
0 

NO
End Date Time:

Oct/12/2020 UNK:U
NK

 

Repeating
Pages

 2. ADVERSE E
VENT 

2  Injection site pain  Dec/23/2020 UN
K:UNK 

NO
End Date Time:

Dec/24/2020 UNK:U
NK

 

Repeating
Pages

 3. ADVERSE E
VENT 

3  General muscle aches  Dec/23/2020 UN
K:UNK 

NO
End Date Time:

Dec/24/2020 UNK:U
NK

 

Repeating
Pages

 4. ADVERSE E
VENT 

4  Swollen neck lymph node
s - both sides 

Dec/23/2020 UN
K:UNK 

NO
End Date Time:

Dec/24/2020 UNK:U
NK

 

Repeating
Pages

 5. ADVERSE E
VENT 

5  Fever 100.7  Dec/23/2020 UN
K:UNK 

NO
End Date Time:

Dec/24/2020 UNK:U
NK

 

Repeating
Pages

 6. ADVERSE E
VENT 

6  Fatigue  Jan/14/2021 13:0
0 

NO
End Date Time:

Jan/16/2021 UNK:UN
K

 

Repeating
Pages

 7. ADVERSE E
VENT 

7  Headache  Jan/14/2021 13:0
0 

NO
End Date Time:

Repeating
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# Category
AE Ident

ifier
Adverse Event Start Date

Is the Adverse Event Sti
ll Ongoing

Form Instanc
e

Jan/16/2021 UNK:UN
K

 

 8. ADVERSE E
VENT 

8  Myalgia  Jan/14/2021 13:0
0 

NO
End Date Time:

Jan/16/2021 UNK:UN
K

 

Repeating
Pages

 9. ADVERSE E
VENT 

9  Chills  Jan/14/2021 13:0
0 

NO
End Date Time:

Jan/16/2021 UNK:UN
K

 

Repeating
Pages

 10. ADVERSE E
VENT 

10  Fever 101.0  Jan/14/2021 13:0
0 

NO
End Date Time:

Jan/16/2021 UNK:UN
K

 

Repeating
Pages
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Dizziness]

4. Start Date Time: Oct/8/2020 20:00

5. Is the adverse event still ongoing? NO

End Date Time:
Oct/12/2020 UNK:UNK

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?
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12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Injection site pain]

4. Start Date Time: Dec/23/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Dec/24/2020 UNK:UNK

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE
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11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [3]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[General muscle aches]

4. Start Date Time: Dec/23/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Dec/24/2020 UNK:UNK

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE
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11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [4]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Swollen neck lymph nodes - both sides]

4. Start Date Time: Dec/23/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Dec/24/2020 UNK:UNK

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE
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11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [5]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Fever 100.7]

4. Start Date Time: Dec/23/2020 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Dec/24/2020 UNK:UNK

6. Toxicity Grade: 1

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE
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11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [6]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Fatigue]

4. Start Date Time: Jan/14/2021 13:00

5. Is the adverse event still ongoing? NO

End Date Time:
Jan/16/2021 UNK:UNK

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE
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11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [7]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Headache]

4. Start Date Time: Jan/14/2021 13:00

5. Is the adverse event still ongoing? NO

End Date Time:
Jan/16/2021 UNK:UNK

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE
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11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [8]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Myalgia]

4. Start Date Time: Jan/14/2021 13:00

5. Is the adverse event still ongoing? NO

End Date Time:
Jan/16/2021 UNK:UNK

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE
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11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [9]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Chills]

4. Start Date Time: Jan/14/2021 13:00

5. Is the adverse event still ongoing? NO

End Date Time:
Jan/16/2021 UNK:UNK

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE
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11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [10]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Fever 101.0]

4. Start Date Time: Jan/14/2021 13:00

5. Is the adverse event still ongoing? NO

End Date Time:
Jan/16/2021 UNK:UNK

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

RELATED

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Visit: Logs Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Catego

ry
Medication Er

ror
Start Da

te
Is the medication error Still O

ngoing
Study Medication Errors

Action
Form Instance

 1.           Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: MEDICATION ERROR

Form Version: 17-Jul-2020 21:54 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment given?

8. Did the Medication Error cause the
subject to be discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Header Text: c4591001

Visit: Logs Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Version: 22-Apr-2020 21:03

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defined I

dentifier
Category for Me

dication
Concomitant Medications P

re-specified
Name of Medi

cation
Start Da

te
Form Instanc

e

 1. 1  VACCINATIONS  NO  Flucelvax  Oct/23/2
020 

Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Concomitant Medications

1. What is the medication identifier? [1]

2. Category: VACCINATIONS

3. Concomitant Medications
Pre-specified:

NO

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

[Flucelvax]

5. Date: Oct/23/2020
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Visit: Logs Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defined I

dentifier
Category for Me

dication
Concomitant Medications

Pre-specified
Name of Medi

cation
Dose Descri

ption
Form Instanc

e

 1.           Repeating
Pages
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Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Header Text: c4591001

Visit: Logs Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Categor

y
Treatment Identifie

r
Con Non-Drug Treatments Pre-specifi

ed
Treatmen

t
Start Dat

e
Form Instance

 1.           Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: RADIATION TREATMENT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Header Text: c4591001

Visit: Logs Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Transfusion Type Date of Transfusion Form Instance

 1.     Repeating Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: TRANSFUSIONS

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: VITAL SIGNS - TEMP

Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 20-Feb-2021 02:14 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and Address
(Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 1

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 6

Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/17/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?

Participant is willing to return for Vaccination 3

Participant is:
eligible per local/national recommendations and confirmed to have received
only placebo at Vaccination 1/2
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Dec/22/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent - Further Vaccination

1. Consent Was: OBTAINED

Date Written Consent Obtained
Dec/22/2020
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Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable

09
01

77
e1

96
ae

3f
e7

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141724



Page 79 of 206

***Confidential***

 

Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening for Further Vaccination

1. Date of
Completion/Discontinuation/Death
:

Dec/22/2020

2. Phase of Disposition: REPEAT SCREENING 1

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 10-Dec-2020 02:23 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Dec/22/2020

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Dec/22/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRFKNG]

5.b Sample ID [BSN5F0]

5.c Sample ID [BSN5DD]

5.d Sample ID [BSN5DF]
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Dec/22/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BRFKN4]
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Dec/22/2020 11:05

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was Observed 30 MINUTES

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Dec/17/2020

2. Primary Reason for Unblinding: ASSESS ELIGIBILITY FOR ADDITIONAL VACCINATION
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Death Details

1. Date of Collection / Notification of
Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/14/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST

Form Version: 10-Dec-2020 02:23 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Jan/14/2021

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result: NEGATIVE

Not Done:
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Jan/14/2021

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR707S]

09
01

77
e1

96
ae

3f
e7

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141735



Page 90 of 206

***Confidential***

 

Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BNT162b2]

3. Formulation: INJECTION

4. Dose Date Time: Jan/14/2021 09:40

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: RIGHT

7. Route: INTRAMUSCULAR

8. Actual Dose: [30.0]

9. Unit: ug

10. Timeframe Subject Was Observed 30 MINUTES

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Header Text: c4591001

Visit: V103_MONTH1 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Feb/17/2021

2. Erroneous Visit
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Header Text: c4591001

Visit: V103_MONTH1 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Contact Outcome

1. Contact Type: TELEPHONE VISIT

2. Was contact made? YES

Date of Contact:
Feb/17/2021

3. Comments: [ ]
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Header Text: c4591001

Visit: V104_MONTH6 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V104_MONTH6 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: V105_MONTH18 Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: V105_MONTH18 Form: CONTACT OUTCOME

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation/Death
:

Feb/17/2021

2. Phase of Disposition: OPEN LABEL TREATMENT

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Nov/5/2020
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Elizabeth
Barnett 

Approved Mar-11-2021 12:16:17 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - Comments

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Sep-15-2020 12:20:28 (UTC-05:00) Eastern
Time (US & Canada)

Taylor Stannard
(pfe.tstannard)

Not Applicable
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Header Text: c4591001

Visit: V101_VAX3 Form: INCLUSION/EXCLUSION CRITERIA - FURTHER
VACCINATION - Comments

Form Version: 10-Dec-2020 02:30 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Dec-22-2020 13:52:21 (UTC-05:00) Eastern
Time (US & Canada)

Taylor Stannard
(pfe.tstannard)

Not Applicable
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Elizabeth
Barnett 

Approved Mar-11-2021 12:16:17 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Taylor Stannard  N/A Feb-16-2021 16:45:49 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Elizabeth
Barnett 

Approved Jan-22-2021 15:18:15 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Taylor Stannard  N/A Jan-21-2021 12:27:51 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Elizabeth
Barnett 

Approved Jan-21-2021 08:17:01 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Taylor Stannard  N/A Dec-22-2020 13:51:40 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Elizabeth
Barnett 

Approved Nov-06-2020 19:44:06 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History

Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Sep-15-2020 12:19:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Sep-15-2020 12:19:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Sep-15-2020 12:20:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
OBTAINED

Date Written Consent Obtained

Sep/15/2020

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject ID

Date Location User Value Reason

Sep-15-2020 12:19:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10151225

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Sep-15-2020 12:20:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
/1995

Transcription Error

Sep-15-2020 12:19:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1995

Enrollment Entry

3. Sex:

Date Location User Value Reason

Sep-15-2020 12:20:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Sep-15-2020 12:20:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
HISPANIC OR LATINO(A) OR
OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Sep-15-2020 12:20:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
WHITE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-15-2020 12:20:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/15/2020

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Sep-15-2020 12:20:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/15/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Sep-15-2020 12:20:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Sep-15-2020 12:20:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Sep-15-2020 12:20:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

1

Medical History T
erm:

Anxiety

Start Date: UNK/UNK/2
013

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Sep-15-2020 12:20:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-15-2020 12:20:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Anxiety

Initial Entry

1.a Start Date:

Date Location User Value Reason

Sep-15-2020 12:20:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/2013

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Sep-15-2020 12:20:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Sep-15-2020 12:21:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/15/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Sep-15-2020 12:21:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
95.0

Initial Entry

3. Unit:

Date Location User Value Reason

Sep-15-2020 12:21:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
LB

Initial Entry

4. Height:

Date Location User Value Reason

Sep-15-2020 12:21:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
58.0

Initial Entry

5. Unit:

Date Location User Value Reason

Sep-15-2020 12:21:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
in

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Sep-15-2020 12:21:45
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
19.9

Initial Entry09
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3f
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada)

7.a

Date Location User Value Reason

Sep-15-2020 12:21:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier
::

1

Temperature: 99.1

Temperature Uni
t:

F

Temperature Loc
ation::

ORAL CAV
ITY

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Sep-15-2020 12:21:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Sep-15-2020 12:21:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
99.1

Initial Entry

7.a Unit:

Date Location User Value Reason

Sep-15-2020 12:21:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
F

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Sep-15-2020 12:21:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Sep-15-2020 12:21:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Sep-15-2020 12:21:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Sep-15-2020 12:21:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/15/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Sep-15-2020 12:21:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Sep-15-2020 12:21:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Sep-15-2020 12:21:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

113

Test:: Choriogonadotro
pin Beta_PX113

Result:: NEGATIVE

Not Done::

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Sep-15-2020 12:21:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Sep-15-2020 12:21:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Choriogonadotropin Beta_PX11
3

Initial Entry

6.a Result:

Date Location User Value Reason

Sep-15-2020 12:21:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Randomization Date :

Date Location User Value Reason

Sep-15-2020 12:28:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/15/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Sep-15-2020 12:28:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
89727

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-17-2020 13:00:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-17-2020 13:00:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-17-2020 13:00:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-17-2020 13:00:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-17-2020 13:00:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Sep/15/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-17-2020 13:00:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BP9J3F

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Sep-17-2020 13:00:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BP9J3F

Initial Entry

5.b

Date Location User Value Reason

Sep-17-2020 13:01:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BLD0H2

Initial Entry

5.b Sample ID

Date Location User Value Reason

Sep-17-2020 13:01:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BLD0H2

Initial Entry

5.c

Date Location User Value Reason

Sep-17-2020 13:01:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BLD0H0

Initial Entry

5.c Sample ID

Date Location User Value Reason

Sep-17-2020 13:01:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BLD0H0

Initial Entry

5.d

Date Location User Value Reason

Sep-17-2020 13:01:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BLD0H1

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sample ID

Date Location User Value Reason

Sep-17-2020 13:01:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BLD0H1

Initial Entry

09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-17-2020 13:02:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-17-2020 13:02:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-17-2020 13:02:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-17-2020 13:02:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Sep-17-2020 13:02:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Sep/15/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-17-2020 13:02:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BP9J3D

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Sep-17-2020 13:02:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BP9J3D

Initial Entry

09
01

77
e1

96
ae

3f
e7
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-15-2020 12:28:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-15-2020 12:28:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-15-2020 12:28:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Sep-15-2020 12:28:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/15/2020 09:47

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-15-2020 12:28:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-15-2020 12:28:31
(UTC-05:00) Eastern

ACV0PFEINFP6000  Taylor
Stannard

Data Entry:
RIGHT

Initial Entry09
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe.tstannard)

7. Route:

Date Location User Value Reason

Sep-15-2020 12:28:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-15-2020 12:28:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED O
BSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Sep-15-2020 12:28:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Sep-15-2020 12:29:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO - REACTOGENICITY E-DI
ARY NOT COLLECTED FOR
THIS SUBJECT

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-16-2020 01:57:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Pratiksha
Mahadik
(pfe.mahadp07)

Query 1: Closed Closed as data
updated.

Oct-15-2020 14:34:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Changed data per
query

Oct-09-2020 08:15:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rajashekhar
Reddy
(pfe.reddyr51)

Query 1: Opened DM: Kindly
review and
complete ‘Nasal
Swab form' at this
visit. Thank you.

Oct-08-2020 13:03:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Oct/8/2020

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Oct-08-2020 13:03:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Oct/8/2020

Initial Entry

2.a

Date Location User Value Reason

Oct-08-2020 13:03:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier
::

1

Temperature: 98.7

Temperature Uni
t:

F

Temperature Loc
ation::

ORAL CAV
ITY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Oct-08-2020 13:03:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Oct-08-2020 13:03:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
98.7

Initial Entry

2.a Unit:

Date Location User Value Reason

Oct-08-2020 13:03:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
F

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.a Temperature Location:

Date Location User Value Reason

Oct-08-2020 13:03:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ORAL CAVITY

Initial Entry

09
01

77
e1

96
ae

3f
e7

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141772



Page 127 of 206

***Confidential***

 

Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Oct-08-2020 13:04:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Oct-08-2020 13:04:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Oct-08-2020 13:04:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Oct/8/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Oct-08-2020 13:04:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Oct-08-2020 13:04:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason09
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Header Text: c4591001

Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct-08-2020 13:04:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

113

Test:: Choriogonadotro
pin Beta_PX113

Result:: NEGATIVE

Not Done::

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Oct-08-2020 13:04:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Oct-08-2020 13:04:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Choriogonadotropin Beta_PX11
3

Initial Entry

6.a Result:

Date Location User Value Reason

Oct-08-2020 13:04:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-15-2020 14:34:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-15-2020 14:34:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-15-2020 14:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-15-2020 14:34:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-15-2020 14:34:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Oct/8/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-15-2020 14:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BP9HLL

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Oct-15-2020 14:34:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BP9HLL

Initial Entry

09
01
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Oct-08-2020 13:05:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Oct-08-2020 13:05:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Oct-08-2020 13:05:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Oct-08-2020 13:05:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Oct/8/2020 09:12

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Oct-08-2020 13:05:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Oct-08-2020 13:05:25
(UTC-05:00) Eastern

ACV0PFEINFP6000  Taylor
Stannard

Data Entry:
RIGHT

Initial Entry09
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe.tstannard)

7. Route:

Date Location User Value Reason

Oct-08-2020 13:05:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Oct-08-2020 13:05:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED O
BSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Oct-08-2020 13:05:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Nov-05-2020 14:45:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Nov/5/2020

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-06-2020 14:40:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-06-2020 14:40:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-06-2020 14:40:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Nov-06-2020 14:40:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Nov-06-2020 14:40:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Nov/5/2020

Initial Entry

5.a

Date Location User Value Reason

Nov-06-2020 14:40:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BRFKG6

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Nov-06-2020 14:40:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BRFKG6

Initial Entry

5.b

Date Location User Value Reason

Nov-06-2020 14:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSH173

Initial Entry

5.b Sample ID

Date Location User Value Reason

Nov-06-2020 14:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSH173

Initial Entry

5.c

Date Location User Value Reason

Nov-06-2020 14:42:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSH174

Initial Entry

5.c Sample ID

Date Location User Value Reason

Nov-06-2020 14:42:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSH174

Initial Entry

5.d

Date Location User Value Reason

Nov-06-2020 14:42:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSH175

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sample ID

Date Location User Value Reason

Nov-06-2020 14:42:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSH175

Initial Entry

09
01

77
e1

96
ae

3f
e7
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Header Text: c4591001

Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Nov-05-2020 14:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Nov/5/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Nov-05-2020 14:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Nov-05-2020 14:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Nov-05-2020 14:46:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created

09
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3f
e7

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141784
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Jan-20-2021 17:25:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Jan-20-2021 17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created

09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Jan-20-2021 17:26:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Jan-20-2021 17:27:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created

09
01

77
e1

96
ae

3f
e7

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141788



Page 143 of 206

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-24-2021 12:48:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-24-2021 12:49:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-24-2021 13:10:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-24-2021 13:10:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-24-2021 13:11:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Nov-05-2020 14:46:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Nov-05-2020 14:46:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Nov-05-2020 14:46:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dizziness

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Nov-05-2020 14:46:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Oct/8/2020 20:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Nov-05-2020 14:46:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

End Date Time:

Oct/12/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov-05-2020 14:46:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Nov-05-2020 14:46:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Nov-05-2020 14:46:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Nov-05-2020 14:46:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Nov-05-2020 14:46:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov-05-2020 14:46:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Nov-05-2020 14:46:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Nov-05-2020 14:46:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Nov-05-2020 14:46:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Jan-20-2021 17:25:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Jan-20-2021 17:25:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Jan-20-2021 17:25:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Injection site pain

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Jan-20-2021 17:25:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dec/23/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Jan-20-2021 17:25:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

End Date Time:

Dec/24/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Jan-20-2021 17:25:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Jan-20-2021 17:25:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Jan-20-2021 17:25:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Jan-20-2021 17:25:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Jan-20-2021 17:25:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

09
01

77
e1

96
ae

3f
e7

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141798



Page 153 of 206

***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Jan-20-2021 17:25:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Jan-20-2021 17:25:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Jan-20-2021 17:25:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Jan-20-2021 17:25:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Jan-20-2021 17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Jan-20-2021 17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Jan-20-2021 17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
General muscle aches

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Jan-20-2021 17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dec/23/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Jan-20-2021 17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

End Date Time:

Dec/24/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Jan-20-2021 17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Jan-20-2021 17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Jan-20-2021 17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Jan-20-2021 17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Jan-20-2021 17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Jan-20-2021 17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Jan-20-2021 17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Jan-20-2021 17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Jan-20-2021 17:26:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Jan-20-2021 17:26:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Jan-20-2021 17:26:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Jan-21-2021 13:26:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Svitlana
Tonkovyd
(pfe.tonkovs)

Query 1: Closed Response satisfies
query

Jan-21-2021 13:17:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Jan-21-2021 13:17:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Swollen neck lymph nodes - bot
h sides

Transcription Error

Jan-21-2021 12:31:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Svitlana
Tonkovyd
(pfe.tonkovs)

Query 1: Opened GPD Clin: Please
can you update the
verbatim term to
include swollen
neck lymph nodes
location - right or
left side? Thanks

Jan-20-2021 17:26:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Swollen neck lymph nodes

Initial Entry

4. Start Date Time:
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Jan-20-2021 17:26:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dec/23/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Jan-20-2021 17:26:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

End Date Time:

Dec/24/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Jan-20-2021 17:26:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Jan-20-2021 17:26:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Jan-20-2021 17:26:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Jan-20-2021 17:26:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Jan-20-2021 17:26:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Jan-20-2021 17:26:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Jan-20-2021 17:26:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Jan-20-2021 17:26:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Jan-20-2021 17:26:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Jan-20-2021 17:27:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Jan-20-2021 17:27:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Jan-20-2021 17:27:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Fever 100.7

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Jan-20-2021 17:27:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dec/23/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Jan-20-2021 17:27:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

End Date Time:

Dec/24/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason
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Site No: 1015 Site Name: (1015) Boston Medical Center
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Jan-20-2021 17:27:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Jan-20-2021 17:27:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Jan-20-2021 17:27:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Jan-20-2021 17:27:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Jan-20-2021 17:27:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Jan-20-2021 17:27:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Jan-20-2021 17:27:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Jan-20-2021 17:27:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Jan-20-2021 17:27:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Feb-24-2021 12:48:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Feb-24-2021 12:48:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-24-2021 12:48:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Fatigue

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Feb-24-2021 12:48:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/14/2021 13:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-24-2021 12:48:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

End Date Time:

Jan/16/2021 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-24-2021 12:48:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
2

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Feb-24-2021 12:48:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Feb-24-2021 12:48:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Feb-24-2021 12:48:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Feb-24-2021 12:48:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-24-2021 12:48:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Feb-24-2021 12:48:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Feb-24-2021 12:48:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Feb-24-2021 12:48:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Feb-24-2021 12:49:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Feb-24-2021 12:49:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-24-2021 12:49:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Headache

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Feb-24-2021 12:49:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/14/2021 13:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-24-2021 12:49:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

End Date Time:

Jan/16/2021 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Mar-03-2021 13:20:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Brent Spears
(pfe.spearj09)

Query 1: Closed Response satisfies
query

Mar-03-2021 11:29:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed
Information

Mar-03-2021 11:29:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Casey Norton
(pfe.cnorton)

Data Entry:
2

Changed
Information

Mar-02-2021 09:06:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Marjo
Virtanen
(pfe.virtam)

Query 1: Opened Please check
toxicity grade and
reconcile eCRF.

Feb-24-2021 12:49:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Feb-24-2021 12:49:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Feb-24-2021 12:49:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Feb-24-2021 12:49:13 ACV0PFEINFP6000  Taylor Data Entry: Initial Entry
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00) Eastern
Time (US & Canada)

Stannard
(pfe.tstannard)

RELATED

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Feb-24-2021 12:49:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Feb-24-2021 12:49:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Feb-24-2021 12:49:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Feb-24-2021 12:49:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Feb-24-2021 12:49:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Feb-24-2021 13:10:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Feb-24-2021 13:10:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
8

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-24-2021 13:10:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Myalgia

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Feb-24-2021 13:10:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/14/2021 13:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-24-2021 13:10:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

End Date Time:

Jan/16/2021 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Mar-03-2021 13:21:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Brent Spears
(pfe.spearj09)

Query 1: Closed Response satisfies
query

Mar-03-2021 11:30:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed
Information

Mar-03-2021 11:30:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Casey Norton
(pfe.cnorton)

Data Entry:
2

Changed
Information

Mar-02-2021 09:06:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Marjo
Virtanen
(pfe.virtam)

Query 1: Opened Please check
toxicity grade and
reconcile eCRF.

Feb-24-2021 13:10:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Feb-24-2021 13:10:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Feb-24-2021 13:10:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Feb-24-2021 13:10:27 ACV0PFEINFP6000  Taylor Data Entry: Initial Entry
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Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00) Eastern
Time (US & Canada)

Stannard
(pfe.tstannard)

RELATED

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Feb-24-2021 13:10:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Feb-24-2021 13:10:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Feb-24-2021 13:10:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Feb-24-2021 13:10:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Feb-24-2021 13:10:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Feb-24-2021 13:10:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Feb-24-2021 13:10:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
9

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-24-2021 13:10:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Chills

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Feb-24-2021 13:10:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/14/2021 13:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-24-2021 13:10:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

End Date Time:

Jan/16/2021 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-24-2021 13:10:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
2

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Feb-24-2021 13:10:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Feb-24-2021 13:10:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Feb-24-2021 13:10:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Feb-24-2021 13:10:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-24-2021 13:10:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Feb-24-2021 13:10:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Feb-24-2021 13:10:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Feb-24-2021 13:10:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Feb-24-2021 13:11:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Feb-24-2021 13:11:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-24-2021 13:11:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Fever 101.0

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Feb-24-2021 13:11:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/14/2021 13:00

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Feb-24-2021 13:11:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

End Date Time:

Jan/16/2021 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-24-2021 13:11:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
2

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Feb-24-2021 13:11:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Feb-24-2021 13:11:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Feb-24-2021 13:11:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RELATED

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Feb-24-2021 13:11:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-24-2021 13:11:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Feb-24-2021 13:11:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Feb-24-2021 13:11:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Feb-24-2021 13:11:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - Audit Trail

Form Version: 22-Apr-2020 21:03 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Nov-05-2020 14:50:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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***Confidential***

Header Text: c4591001

Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY
VACCINATIONS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Nov-05-2020 14:50:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

2. Category:

Date Location User Value Reason

Nov-05-2020 14:50:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATIONS

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Nov-05-2020 14:50:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NO

Initial Entry

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown,
enter the full trade or proprietary name. Include clarifying information in the Medication text (e.g., Ingredient(s), route,
use, formulation).

Date Location User Value Reason

Nov-05-2020 14:50:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Flucelvax

Initial Entry

5. Date:

Date Location User Value Reason

Nov-05-2020 14:50:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Oct/23/2020

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-22-2020 13:51:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dec/17/2020

Initial Entry
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Header Text: c4591001

Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION - eCRF Audit
Trail History

Form Version: 10-Dec-2020 02:25 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Dec-22-2020 13:51:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Participant is willing to return fo
r Vaccination 3

Participant is:

eligible per local/national rec
ommendations and confirmed
to have received only placebo
at Vaccination 1/2

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-22-2020 13:52:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dec/22/2020

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: INFORMED CONSENT - FURTHER VACCINATION - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Dec-22-2020 13:52:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
OBTAINED

Date Written Consent Obtained

Dec/22/2020

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: DISPOSITION - SCREENING FOR FURTHER VACCINATION
- eCRF Audit Trail History

Form Version: 10-Dec-2020 02:31 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Dec-22-2020 13:52:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dec/22/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Dec-22-2020 13:52:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
REPEAT SCREENING 1

Initial Entry

3. Status:

Date Location User Value Reason

Dec-22-2020 13:52:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 10-Dec-2020 02:23 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Dec-22-2020 13:52:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Dec-22-2020 13:52:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Dec-22-2020 13:52:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dec/22/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Dec-22-2020 13:52:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Dec-22-2020 13:52:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason09
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***Confidential***

Header Text: c4591001

Visit: V101_VAX3 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 10-Dec-2020 02:23 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Dec-22-2020 13:52:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

113

Test:: Choriogonadotro
pin Beta_PX113

Result:: NEGATIVE

Not Done::

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Dec-22-2020 13:52:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Dec-22-2020 13:52:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Choriogonadotropin Beta_PX11
3

Initial Entry

6.a Result:

Date Location User Value Reason

Dec-22-2020 13:52:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-04-2021 15:06:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-04-2021 15:06:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-04-2021 15:06:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Jan-04-2021 15:06:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Jan-04-2021 15:06:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Dec/22/2020

Initial Entry

5.a

Date Location User Value Reason

Jan-04-2021 15:06:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BRFKNG

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Jan-04-2021 15:06:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BRFKNG

Initial Entry

5.b

Date Location User Value Reason

Jan-04-2021 15:22:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSN5F0

Initial Entry

5.b Sample ID

Date Location User Value Reason

Jan-04-2021 15:22:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSN5F0

Initial Entry

5.c

Date Location User Value Reason

Jan-05-2021 09:57:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSN5DD

Initial Entry

5.c Sample ID

Date Location User Value Reason

Jan-05-2021 09:57:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSN5DD

Initial Entry

5.d

Date Location User Value Reason

Jan-05-2021 09:57:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSN5DF

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sample ID

Date Location User Value Reason

Jan-05-2021 09:57:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSN5DF

Initial Entry

09
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-04-2021 14:49:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-04-2021 14:49:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-04-2021 14:51:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Jan-04-2021 14:49:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Jan-04-2021 14:49:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Dec/22/2020

Initial Entry

5.a

Date Location User Value Reason

Jan-04-2021 14:51:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BRFKN4

Initial Entry
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Header Text: c4591001

Visit: V101_VAX3 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Jan-04-2021 14:51:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BRFKN4

Initial Entry

09
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Dec-22-2020 13:53:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Dec-22-2020 13:53:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Dec-22-2020 13:53:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Dec-22-2020 13:53:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dec/22/2020 11:05

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Dec-22-2020 13:53:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Dec-22-2020 13:53:12
(UTC-05:00) Eastern

ACV0PFEINFP6000  Taylor
Stannard

Data Entry:
LEFT

Initial Entry09
01

77
e1
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Header Text: c4591001

Visit: V101_VAX3 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe.tstannard)

7. Route:

Date Location User Value Reason

Dec-22-2020 13:53:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Dec-22-2020 13:53:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Dec-22-2020 13:53:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Dec-22-2020 13:53:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Dec-22-2020 13:53:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Dec-22-2020 13:51:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dec/17/2020

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Dec-22-2020 13:51:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ASSESS ELIGIBILITY FOR A
DDITIONAL VACCINATION

Initial Entry

09
01

77
e1

96
ae

3f
e7

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141840



Page 195 of 206

***Confidential***

 

Header Text: c4591001

Visit: V102_VAX4 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-22-2021 01:43:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gajanan
Deshmukh
(pfe.deshmg08)

Query 1: Closed Response satisfies
query

Jan-21-2021 12:28:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Changed data per
query

Jan-21-2021 08:45:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rajashekhar
Reddy
(pfe.reddyr51)

Query 1: Opened DM: Kindly
review and
complete ‘Nasal
Swab' form at this
visit. Thank you.

Jan-20-2021 17:23:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/14/2021

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 10-Dec-2020 02:23 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Jan-20-2021 17:24:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Jan-20-2021 17:24:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Jan-20-2021 17:24:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/14/2021

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Jan-20-2021 17:24:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Jan-20-2021 17:24:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a
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Header Text: c4591001

Visit: V102_VAX4 Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail
History

Form Version: 10-Dec-2020 02:23 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Jan-20-2021 17:24:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

113

Test:: Choriogonadotro
pin Beta_PX113

Result:: NEGATIVE

Not Done::

Initial Entry

6.a Sponsor ID:

Date Location User Value Reason

Jan-20-2021 17:24:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Jan-20-2021 17:24:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Choriogonadotropin Beta_PX11
3

Initial Entry

6.a Result:

Date Location User Value Reason

Jan-20-2021 17:24:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEGATIVE

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-21-2021 12:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-21-2021 12:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-21-2021 12:27:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Jan-21-2021 12:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Jan-21-2021 12:27:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Jan/14/2021

Initial Entry

5.a

Date Location User Value Reason

Feb-16-2021 16:45:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BR707S

Transcription Error
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Header Text: c4591001

Visit: V102_VAX4 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Jan-21-2021 12:27:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: MR707S

Initial Entry

5.a Sample ID

Date Location User Value Reason

Feb-16-2021 16:45:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BR707S

Transcription Error

Jan-21-2021 12:27:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
MR707S

Initial Entry
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Jan-20-2021 17:24:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Jan-20-2021 17:24:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BNT162b2

Initial Entry

3. Formulation:

Date Location User Value Reason

Jan-20-2021 17:24:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Jan-20-2021 17:24:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/14/2021 09:40

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Jan-20-2021 17:24:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Jan-20-2021 17:24:22
(UTC-05:00) Eastern

ACV0PFEINFP6000  Taylor
Stannard

Data Entry:
RIGHT

Initial Entry09
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Header Text: c4591001

Visit: V102_VAX4 Form: VACCINATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe.tstannard)

7. Route:

Date Location User Value Reason

Jan-20-2021 17:24:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

8. Actual Dose:

Date Location User Value Reason

Jan-20-2021 17:24:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30.0

Initial Entry

9. Unit:

Date Location User Value Reason

Jan-20-2021 17:24:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ug

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Jan-20-2021 17:24:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30 MINUTES

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Jan-20-2021 17:24:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V103_MONTH1 Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-24-2021 12:34:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Feb/17/2021

Initial Entry
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Header Text: c4591001

Visit: V103_MONTH1 Form: CONTACT OUTCOME - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Contact Type:

Date Location User Value Reason

Feb-24-2021 12:34:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
TELEPHONE VISIT

Initial Entry

2. Was contact made?

Date Location User Value Reason

Feb-24-2021 12:34:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Contact:

Feb/17/2021

Initial Entry
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Header Text: c4591001

Visit: FURTHER_VACCINATION_EOT -
Unscheduled

Form: DISPOSITION - TREATMENT - eCRF Audit Trail History

Form Version: 20-Feb-2021 02:26 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Feb-26-2021
01:59:48
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Sanjay Mishra
(pfe.mishrs01)

Query
1: Clo
sed

Dates are matching.

Feb-25-2021
06:45:51
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW7450748;Status
on the Disposition -
Treatment form is
COMPLETED, but
Date is different than
Visit 3 Date. Please
review and update as
appropriate.

Feb-24-2021
13:20:27
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Data
Entry
:
Feb/1
7/202
1

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Feb-24-2021 13:20:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
OPEN LABEL TREATMENT

Initial Entry

3. Status:

Date Location User Value Reason

Feb-24-2021 13:20:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject Status

Date Location User Value Reason

Nov-05-2020 14:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Sep-15-2020 12:28:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Sep-15-2020 12:20:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Nov-05-2020 14:46:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Nov/5/2020

Initial Entry

Sep-15-2020 12:28:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sep/15/2020

Initial Entry

Sep-15-2020 12:20:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sep/15/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151225 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Casebook Signature

Date Location User Value Reason

Nov-06-2020 19:43:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Elizabeth
Barnett
(pfe.ebarnett)

Data Entry:
Click Here to Enable

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: COHORT SELECTION

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5,
STAGE 3 option is equivalent to PHASE 2/3.

1. Select appropriate response -
Protocol version

08 SEP 2020

2. Select appropriate response - What
cohort does the subject belong to?

STAGE 3 COHORTS

09
01

77
e1

96
ae

3f
e8

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141853



Page 2 of 435

***Confidential***

 

Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED

Date Written Consent Obtained
Oct/2/2020
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Demography

1. Subject ID [10151238]

2. Birth Date: /1945

3. Sex: MALE

4. Ethnicity: HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): WHITE

6. Racial Designation:
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/2/2020

2. Erroneous Visit
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Applicable

Exclusion Criteria Met

2. Description of Exclusion
Criterion Met

Not Applicable
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Screening

1. Date of
Completion/Discontinuation/Death

Oct/2/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]

09
01

77
e1

96
ae

3f
e8

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141858



Page 7 of 435

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Type 2 Diabetes]

Start Date: UNK/UNK/2013

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Alcoholic cirrhosis]

Start Date: UNK/UNK/2015

Ongoing: YES

1.c Line/MH Number: [3]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Prostate cancer]

Start Date: UNK/UNK/2002

Ongoing: NO

End Date:
UNK/UNK/2003

1.d Line/MH Number: [4]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Hypothyroidism]

Start Date: UNK/UNK/2002

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.e Line/MH Number: [5]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Asthma]

Start Date: UNK/UNK/2012

Ongoing: YES

1 f Line/MH Number: [6]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Sleep Apnea]

Start Date: UNK/UNK/2016

Ongoing: YES

1.g Line/MH Number: [7]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Hypertension]

Start Date: UNK/UNK/2013

Ongoing: YES

1 h Line/MH Number: [8]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Diabetic Neuropathy]

Start Date: UNK/UNK/2010

Ongoing: YES

1.i Line/MH Number: [9]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Congestive Heart Failure]

Start Date: UNK/UNK/2010

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.j Line/MH Number: [10]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Generalized anxiety disorder]

Start Date: UNK/UNK/2005

Ongoing: YES

1 k Line/MH Number: [11]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Depression]

Start Date: UNK/UNK/2000

Ongoing: YES

1.l Line/MH Number: [12]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Insomnia]

Start Date: UNK/UNK/1990

Ongoing: YES

1.m Line/MH Number: [13]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Excessive urination]

Start Date: UNK/UNK/1955

Ongoing: YES

1 n Line/MH Number: [14]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[HIV]

Start Date: UNK/UNK/1991

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.o Line/MH Number: [15]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[COPD]

Start Date: UNK/UNK/2009

Ongoing: YES
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: HIV STATUS

Form Version: 15-Sep-2020 21:57 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

HIV Status

1. Select appropriate response - What
is the subject HIV status?

The subject is known to be HIV POSITIVE

09
01

77
e1

96
ae

3f
e8

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141863



Page 12 of 435

***Confidential***

 

Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LAB CHEMISTRY

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Lab Chemistry Details

1. Lab Panel: CLINICAL CHEMISTRY

2. Laboratory Name and Address [QUEST CHANTILLY, QUEST DIAGNOSTIC NICHOLS INSTITUTE,CLIA
49D0221801,14225 Newbrook Drive,Chantilly VA 20151]

3. Collection Date: Sep/17/2020

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [2124]

Test: HIV RNA (Ultrasensitive)

Result: [<20]

LNMT Low
[20]
High
[10000000]
Unit
/mL
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LABORATORY DATA - HEMATOLOGY

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Laboratory Data Hematology

1. Lab Panel: HEMATOLOGY

2. Laboratory Name and Address [SUNQUEST, BOSTON MEDICAL CENTER LABORATORY, CLIA
22D0867404, One Boston Medical Center Place,Boston MA 02118]

3. Collection Date: Sep/17/2020

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [4722]

Test: CD4_PX4722

Result: [0.666]

LNMT Low
[.430]
High
[1.185]
Unit
10^3/mm3
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE

Form Version: 15-Sep-2020 21:56 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Oct/2/2020

2. Weight: [208.0]

3. Unit: LB

4. Height: [65.0]

5. Unit: in

6. Body Mass Index: [34.6]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [97.8]

Unit: F

Temperature Location: ORAL CAVITY
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition

1. Randomization Date : Oct/2/2020

2. Randomization Number: [266982]

3. Randomization Group: [ ]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Oct/2/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BLD0KV]

5.b Sample ID [BLD0KP]

5.c Sample ID [BLD0KR]

5.d Sample ID [BP9HK0]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Oct/2/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9HJV]
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Oct/2/2020 12:44

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

YES - REACTOGENICITY E-DIARY COLLECTED FOR THIS SUBJECT
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Visit: V2_VAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/27/2020

2. Erroneous Visit
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Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat
fever/pain given on the last day the
Subject Diary was completed?

Not Done Comments

2.a Symptom: FEVER

Were fever or systemic symptoms
present on the last day the
Subject Diary was completed?

Not Done Comments

2.b Symptom: FATIGUE

Were fever or systemic symptoms
present on the last day the
Subject Diary was completed?

Not Done Comments

2.c Symptom: HEADACHE

Were fever or systemic symptoms
present on the last day the
Subject Diary was completed?

Not Done Comments

2.d Symptom: CHILLS

Were fever or systemic symptoms
present on the last day the
Subject Diary was completed?

Not Done Comments

2.e Symptom: VOMITING

Were fever or systemic symptoms
present on the last day the
Subject Diary was completed?

Not Done Comments

2.f Symptom: DIARRHEA

Were fever or systemic symptoms
present on the last day the
Subject Diary was completed?

Not Done Comments
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Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic symptoms
present on the last day the
Subject Diary was completed?

Not Done Comments

2.h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic symptoms
present on the last day the
Subject Diary was completed?

Not Done Comments

3. Injection Site Location: Not Done Comments

4. Injection Site Body Side: Not Done Comments

5.a Injection Site Reaction: REDNESS

Were injection site reactions
present on the last day the
Subject Diary was completed?

Not Done Comments

5.b Injection Site Reaction: SWELLING

Were injection site reactions
present on the last day the
Subject Diary was completed?

Not Done Comments

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site reactions
present on the last day the
Subject Diary was completed?

Not Done Comments
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Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vital Signs

1. Date: Oct/27/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [97.7]

Unit: F

Temperature Location: ORAL CAVITY
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES

Date of Collection:
Oct/27/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9HTX]
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Visit: V2_VAX2_L Form: VACCINATION

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Oct/27/2020 13:49

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?

YES
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Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/24/2020

2. Erroneous Visit
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat
fever/pain given on the last day the
Subject Diary was completed?

NO

2.a Symptom: FEVER

Were fever or systemic symptoms
present on the last day the
Subject Diary was completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic symptoms
present on the last day the
Subject Diary was completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic symptoms
present on the last day the
Subject Diary was completed?

NO

2.d Symptom: CHILLS

Were fever or systemic symptoms
present on the last day the
Subject Diary was completed?

NO

2.e Symptom: VOMITING

Were fever or systemic symptoms
present on the last day the
Subject Diary was completed?

NO

2.f Symptom: DIARRHEA

Were fever or systemic symptoms
present on the last day the
Subject Diary was completed?

NO
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES

Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic symptoms
present on the last day the
Subject Diary was completed?

NO

2.h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic symptoms
present on the last day the
Subject Diary was completed?

NO

3. Injection Site Location: DELTOID MUSCLE

4. Injection Site Body Side: LEFT

5.a Injection Site Reaction: REDNESS

Were injection site reactions
present on the last day the
Subject Diary was completed?

NO

5.b Injection Site Reaction: SWELLING

Were injection site reactions
present on the last day the
Subject Diary was completed?

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site reactions
present on the last day the
Subject Diary was completed?

NO
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Visit: V3_MONTH1_POSTVAX2_L Form: LAB CHEMISTRY

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Lab Chemistry Details

1. Lab Panel: Not Applicable Comments

2. Laboratory Name and Address Not Applicable

[ ]

Comments

3. Collection Date: Not Applicable

//

Comments

4. Specimen Type: Not Applicable Comments

Lab Result

5.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

HIV RNA (Ultrasensitive)

Result: Not Applicable

[ ]

Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments
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Visit: V3_MONTH1_POSTVAX2_L Form: LABORATORY DATA - HEMATOLOGY

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Laboratory Data Hematology

1. Lab Panel: Not Applicable Comments

2. Laboratory Name and Address Not Applicable

[ ]

Comments

3. Collection Date: Not Applicable

//

Comments

4. Specimen Type: Not Applicable Comments

Lab Result

5.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

CD4_PX4722

Result: Not Applicable

[ ]

Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments
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Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Nov/24/2020

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BSH19C]

5.b Sample ID [BRFKHP]

5.c Sample ID [BSH19D]

5.d Sample ID [BSH19F]
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Visit: V4_MONTH6_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Mar/10/2021

2. Erroneous Visit ERRONEOUS VISIT
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Visit: V4_MONTH6_L Form: LAB CHEMISTRY

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Lab Chemistry Details

1. Lab Panel: Not Applicable Comments

2. Laboratory Name and Address Not Applicable

[ ]

Comments

3. Collection Date: Not Applicable

//

Comments

4. Specimen Type: Not Applicable Comments

Lab Result

5.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

HIV RNA (Ultrasensitive)

Result: Not Applicable

[ ]

Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments
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Visit: V4_MONTH6_L Form: LABORATORY DATA - HEMATOLOGY

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Laboratory Data Hematology

1. Lab Panel: Not Applicable Comments

2. Laboratory Name and Address Not Applicable

[ ]

Comments

3. Collection Date: Not Applicable

//

Comments

4. Specimen Type: Not Applicable Comments

Lab Result

5.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Not Applicable

CD4_PX4722

Result: Not Applicable

[ ]

Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments
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Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin Not Applicable Comments

2. Sample Type Not Applicable Comments

3. Sample Collected? Not Applicable Comments

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

Not Applicable

[ ]

Comments

Aliquot

Please enter barcode for each aliquot.

5. Sample ID Not Applicable

[ ]
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Visit: V5_MONTH12_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V5_MONTH12_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Visit: V5_MONTH12_L Form: LAB CHEMISTRY

Form Version: 15-Sep-2020 21:55 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Lab Chemistry Details

1. Lab Panel:

2. Laboratory Name and Address [ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

LNMT Low
[ ]
High
[ ]
Unit
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Visit: V5_MONTH12_L Form: LABORATORY DATA - HEMATOLOGY

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Laboratory Data Hematology

1. Lab Panel:

2. Laboratory Name and Address [ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

LNMT Low
[ ]
High
[ ]
Unit
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Visit: V6_MONTH24_L Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Visit: V6_MONTH24_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: V6_MONTH24_L Form: LAB CHEMISTRY

Form Version: 15-Sep-2020 21:55 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Lab Chemistry Details

1. Lab Panel:

2. Laboratory Name and Address [ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

LNMT Low
[ ]
High
[ ]
Unit
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Header Text: c4591001

Visit: V6_MONTH24_L Form: LABORATORY DATA - HEMATOLOGY

Form Version: 15-Sep-2020 21:53 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Laboratory Data Hematology

1. Lab Panel:

2. Laboratory Name and Address [ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

LNMT Low
[ ]
High
[ ]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Jan/20/2021

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: Jan/20/2021

2. Date of First Symptom Started: Jan/20/2021

3. Symptoms Ongoing? NO

Date of Last Symptom Resolved:
Jan/26/2021

Symptoms

4.a Symptoms: FEVER

Was symptom present? NO

4.b Symptoms: NEW OR INCREASED COUGH

Was symptom present? NO

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH

Was symptom present? YES

4.d Symptoms: CHILLS

Was symptom present? YES

4.e Symptoms: NEW OR INCREASED MUSCLE PAIN

Was symptom present? NO

4.f Symptoms: NEW LOSS OF TASTE OR SMELL

Was symptom present? NO

4.g Symptoms: NEW OR INCREASED SORE THROAT

Was symptom present? NO

4.h Symptoms: DIARRHEA

Was symptom present? NO
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.i Symptoms: VOMITING

Was symptom present? NO

Symptoms - Other

5.a Symptoms - Other Text: [Fatigue]

5.b Symptoms - Other Text: [Chest tightness]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Date of C
ollection

Specimen Ty
pe

Specimen Collec
tion Location

Assay Code and Description Device Type
Form Instan

ce

 1. Jan/20/20
21 

SWABBED
MATERIAL 

NASOPHARYN
X 

SEVERE ACUTE RESP SYND
ROME CORONAVIRUS 2 

SARS-COV-2 DIA
GNOSTIC TEST 

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Microbiology Specimen

1. Actual Date of Collection: Jan/20/2021

2. Specimen Type: SWABBED MATERIAL

3. Specimen Collection Location: NASOPHARYNX

4. Assay Code and Description: SEVERE ACUTE RESP SYNDROME CORONAVIRUS 2

5. Device Type: SARS-COV-2 DIAGNOSTIC TEST

6. Trade Name: BIOFIRE COVID-19 TEST

7. Test Result: NEGATIVE

8. Comments/Findings/Details: [ ]

9. Trade Name Other, Specify: [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB_SELF

3. Sample Collected? NO

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[Swab not collected - study team was no aware of symptoms]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? NO

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[Swab not collected - study team was no aware of symptoms]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: HEALTH CARE UTILIZATION

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Health Care Utilization

1.a Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or Contacts: NO

1.b Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts: YES

Number of Visits or Contacts:
[3]

1.c Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or Contacts: NO

1.d Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or Contacts: NO

1.e Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts: YES

Number of Visits or Contacts:
[4]

1.f Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or Contacts: NO

Health Care Utilization Other

2. Other Type of Practitioner Specify: [ ]

Health Care Utilization

3. Has the subject been hospitalized
due to potential COVID-19 illness?

YES

Has the subject been in intensive care due to potential COVID-19 illness?
NO
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: HOSPITALIZATION DETAILS

Form Version: 22-Apr-2020 21:02

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Hospitalization Category Hospitalization Term Admission Date Ongoing Form Instance

 1. HOSPITALIZATION STATUS  HOSPITAL   Jan/20/2021  NO
Discharge Date:

Jan/23/2021
 

Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: HOSPITALIZATION DETAILS

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Hospitalization Details

1. Hospitalization Category: HOSPITALIZATION STATUS

2. Hospitalization Term: HOSPITAL

3. Admission Date: Jan/20/2021

4. Ongoing? NO

Discharge Date:
Jan/23/2021
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Treatment I

dentifier
Con Non-Drug Treatme

nts Pre-specified
Treatment Treatment

Start D
ate

Form Instan
ce

 1. 1  YES  HIGH FLOW OXYGE
N THERAPY 

HIGH FLOW OXYGE
N THERAPY 

Jan/20/
2021 

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Respiratory Treatment

1. What is the treatment Identifier? [1]

2. Concomitant Non-drug Treatment
Pre-specified:

YES

3. Treatment: HIGH FLOW OXYGEN THERAPY

4. Treatment: [HIGH FLOW OXYGEN THERAPY]

5. Start Date: Jan/20/2021

6. Ongoing? YES
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: POTENTIAL COVID-19 ILLNESS

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

YES

Respiratory Illness Diagnosis:
[Pneumonia]

Date of Diagnosis:
Jan/20/2021

3. Toxicity Grade: 3
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Category of Clinical Even

t:
Subcategory of Clinical Eve

nt
Diagnosis Obtaine

d
Toxicity Grad

e
Form Instance

 1.         Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Illness Details

1. Category of Clinical Event:

2. Subcategory of Clinical Event:

3. Was a diagnosis obtained?

4. Toxicity Grade:
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 15-Sep-2020 21:51

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Category for

Lab Test
Vendor Name

Collecti
on Date

:

Specim
en Type

Lab Result
Form Insta

nce

 1. CLINICAL
CHEMISTR
Y 

BOSTON MEDICAL
CENTER LABORATO
RY
CLIA 22D0867404
One Boston Medical C
enter Place
Boston MA 02118 

Jan/20/2
021 

BLOO
D 

Sponsor-Defi
ned Identifie

r
Test:

Res
ult:

329  C Reactive Prote
in_PX329 

.8 

30  Alanine Aminotr
ansferase_PX30 

[ ] 

28  Aspartate Amino
transferase_PX2
8 

[ ] 

35  Alkaline Phosph
atase_PX35 

104 

21  Bilirubin_PX21  .9 

47  Blood Urea Nitr
ogen_PX47 

22 

48  Creatinine_PX4
8 

1.79
 

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Lab Chemistry Details

1. Lab Panel: CLINICAL CHEMISTRY

2. Laboratory Name and Address [BOSTON MEDICAL CENTER LABORATORY
CLIA 22D0867404
One Boston Medical Center Place
Boston MA 02118]

3. Collection Date: Jan/20/2021

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [329]

Test: C Reactive Protein_PX329

Result: [.8]

Not Done:

LNMT Low
[.68]
High
[.86]
Unit
g/L

5.b Sponsor ID: [30]

Test: Alanine Aminotransferase_PX30

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sponsor ID: [28]

Test: Aspartate Aminotransferase_PX28

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit

5.d Sponsor ID: [35]

Test: Alkaline Phosphatase_PX35

Result: [104]

Not Done:

LNMT Low
[25]
High
[100]
Unit
U/L

5.e Sponsor ID: [21]

Test: Bilirubin_PX21

Result: [.9]

Not Done:

LNMT Low
[.3]
High
[1.2]
Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor ID: [47]

Test: Blood Urea Nitrogen_PX47

Result: [22]

Not Done:

LNMT Low
[7]
High
[25]
Unit
g/L

5.g Sponsor ID: [48]

Test: Creatinine_PX48

Result: [1.79]

Not Done:

LNMT Low
[.7]
High
[1.3]
Unit
mg/dL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 15-Sep-2020 21:55

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Category fo
r Lab Test

Vendor Name (DERIVE
D)

Collectio
n Date:

Specime
n Type

Lab Result
Form Instan

ce

 1. HEMATOL
OGY 

BOSTON MEDICAL CE
NTER LABORATORY
CLIA 22D0867404
One Boston Medical Cent
er Place
Boston MA 02118 

Jan/20/2
021 

BLOOD  Sponsor-Defi
ned Identifier

Test:
Res
ult:

1  Hemoglobi
n_PX1 

13.6
 

2  Hematocrit
_PX2 

43.4
 

3  Erythrocyte
s_PX3 

[ ] 

5  Platelets_P
X5 

238 

7  Leukocytes
_PX7 

[ ] 

608  Neutrophils
_PX608 

16.7
 

609  Eosinophils
_PX609 

0 

612  Monocytes
_PX612 

9 

610  Basophils_
PX610 

0 

611  Lymphocyt
es_PX611 

10 

Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Laboratory Data Hematology

1. Lab Panel: HEMATOLOGY

2. Laboratory Name and Address [BOSTON MEDICAL CENTER LABORATORY
CLIA 22D0867404
One Boston Medical Center Place
Boston MA 02118]

3. Collection Date: Jan/20/2021

4. Specimen Type: BLOOD

Lab Result

5.a Sponsor ID: [1]

Test: Hemoglobin_PX1

Result: [13.6]

Not Done:

LNMT Low
[13.5]
High
[17.5]
Unit
g/dL

5.b Sponsor ID: [2]

Test: Hematocrit_PX2

Result: [43.4]

Not Done:

LNMT Low
[40]
High
[51]
Unit
%
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Sponsor ID: [3]

Test: Erythrocytes_PX3

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit

5.d Sponsor ID: [5]

Test: Platelets_PX5

Result: [238]

Not Done:

LNMT Low
[150]
High
[400]
Unit
/uL

5.e Sponsor ID: [7]

Test: Leukocytes_PX7

Result: [ ]

Not Done: NOT DONE

LNMT Low
[ ]
High
[ ]
Unit
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor ID: [608]

Test: Neutrophils_PX608

Result: [16.7]

Not Done:

LNMT Low
[4]
High
[11]
Unit
/uL

5.g Sponsor ID: [609]

Test: Eosinophils_PX609

Result: [0]

Not Done:

LNMT Low
[0]
High
[7]
Unit
%

5.h Sponsor ID: [612]

Test: Monocytes_PX612

Result: [9]

Not Done:

LNMT Low
[4]
High
[13]
Unit
%
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.i Sponsor ID: [610]

Test: Basophils_PX610

Result: [0]

Not Done:

LNMT Low
[0]
High
[1]
Unit
%

5.j Sponsor ID: [611]

Test: Lymphocytes_PX611

Result: [10]

Not Done:

LNMT Low
[15]
High
[54]
Unit
%
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: VITAL SIGNS - COVID

Form Version: 15-Sep-2020 21:52

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date: Vital Signs Details Form Instance

 1. Jan/20/2021  Record Identifier: Systolic: Diastolic:

1  179  72 

Repeating Pages
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: VITAL SIGNS - COVID

Form Version: 14-Jan-2021 02:17

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date: Vital Signs Details Form Instance

 2. DELETED Jan/20/2021  Record Identifier: Systolic: Diastolic:

1  113  58 

Repeating Pages

 3. DELETED Jan/20/2021  Record Identifier: Systolic: Diastolic:

1  179  72 

Repeating Pages

 4. Jan/21/2021  Record Identifier: Systolic: Diastolic:

1  138  75 

Repeating Pages

 5. DELETED Jan/21/2021  Record Identifier: Systolic: Diastolic:

1  129  66 

Repeating Pages

 6. DELETED Jan/21/2021  Record Identifier: Systolic: Diastolic:

1  137  67 

Repeating Pages

 7. Jan/22/2021  Record Identifier: Systolic: Diastolic:

1  158  78 

Repeating Pages

 8. DELETED Jan/22/2021  Record Identifier: Systolic: Diastolic:

1  157  74 

Repeating Pages

 9. DELETED Jan/22/2021  Record Identifier: Systolic: Diastolic:

1  153  74 

Repeating Pages

 10. Jan/23/2021  Record Identifier: Systolic: Diastolic:

1  161  83 

Repeating Pages

 11. DELETED Jan/23/2021  Record Identifier: Systolic: Diastolic:

1  147  77 

Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/20/2021

Vital Signs Details

2.a Record Identifier: 1

Systolic: [179]

Diastolic: [72]

Respiratory Rate in
respirations/minute:

[22]

Heart Rate in beats/minute: [105]

09
01

77
e1

96
ae

3f
e8

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141922



Page 71 of 435

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/20/2021

Vital Signs Details

2.a Record Identifier: 1

Systolic: [113]

Diastolic: [58]

Respiratory Rate in
respirations/minute:

[22]

Heart Rate in beats/minute: [105]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/20/2021

Vital Signs Details

2.a Record Identifier: 1

Systolic: [179]

Diastolic: [72]

Respiratory Rate in
respirations/minute:

[22]

Heart Rate in beats/minute: [100]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/21/2021

Vital Signs Details

2.a Record Identifier: 1

Systolic: [138]

Diastolic: [75]

Respiratory Rate in
respirations/minute:

[23]

Heart Rate in beats/minute: [108]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/21/2021

Vital Signs Details

2.a Record Identifier: 1

Systolic: [129]

Diastolic: [66]

Respiratory Rate in
respirations/minute:

[20]

Heart Rate in beats/minute: [108]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/21/2021

Vital Signs Details

2.a Record Identifier: 1

Systolic: [137]

Diastolic: [67]

Respiratory Rate in
respirations/minute:

[16]

Heart Rate in beats/minute: [103]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/22/2021

Vital Signs Details

2.a Record Identifier: 1

Systolic: [158]

Diastolic: [78]

Respiratory Rate in
respirations/minute:

[22]

Heart Rate in beats/minute: [100]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/22/2021

Vital Signs Details

2.a Record Identifier: 1

Systolic: [157]

Diastolic: [74]

Respiratory Rate in
respirations/minute:

[22]

Heart Rate in beats/minute: [100]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/22/2021

Vital Signs Details

2.a Record Identifier: 1

Systolic: [153]

Diastolic: [74]

Respiratory Rate in
respirations/minute:

[18]

Heart Rate in beats/minute: [96]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/23/2021

Vital Signs Details

2.a Record Identifier: 1

Systolic: [161]

Diastolic: [83]

Respiratory Rate in
respirations/minute:

[20]

Heart Rate in beats/minute: [98]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/23/2021

Vital Signs Details

2.a Record Identifier: 1

Systolic: [147]

Diastolic: [77]

Respiratory Rate in
respirations/minute:

[18]

Heart Rate in beats/minute: [98]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 15-Sep-2020 21:54

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date: Vital Signs Details Form Instance

 1. DELETED Jan/20/2021  Record Identifier: Oxygen Saturation

1  96.0 

Repeating Pages

09
01

77
e1

96
ae

3f
e8

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141933



Page 82 of 435

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 14-Jan-2021 02:17

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date: Vital Signs Details Form Instance

 2. DELETED Jan/20/2021  Record Identifier: Oxygen Saturation

1  93.0 

Repeating Pages

 3. Jan/20/2021  Record Identifier: Oxygen Saturation

1  92.0 

Repeating Pages

 4. DELETED Jan/21/2021  Record Identifier: Oxygen Saturation

1  98.0 

Repeating Pages

 5. Jan/21/2021  Record Identifier: Oxygen Saturation

1  97.0 

Repeating Pages

 6. DELETED Jan/21/2021  Record Identifier: Oxygen Saturation

1  98.0 

Repeating Pages

 7. DELETED Jan/22/2021  Record Identifier: Oxygen Saturation

1  97.0 

Repeating Pages

 8. Jan/22/2021  Record Identifier: Oxygen Saturation

1  97.0 

Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/20/2021

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [96.0]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/20/2021

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [93.0]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/20/2021

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [92.0]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/21/2021

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [98.0]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/21/2021

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [97.0]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/21/2021

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [98.0]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/22/2021

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [97.0]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Vital Signs

1. Date: Jan/22/2021

Vital Signs Details

2.a Record Identifier: 1

SPO2 Pulse Oximetry % [97.0]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date Time of Assessment Arterial Blood Gases PaO2 FiO2 (Fraction of Inhaled Oxygen) Form Instance

 1.       Repeating Pages

09
01

77
e1

96
ae

3f
e8

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0141943



Page 92 of 435

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: OXYGENATION PARAMETERS

Form Version: 06-Jul-2020 21:52 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Oxygenation Parameters

1. Date Time of Assessment: //

2. Arterial Blood Gases PaO2
(mmHg):

[ ]

3. FiO2 (Fraction of Inhaled Oxygen): [ ]
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defined I

dentifier
Category for Med

ication
Concomitant Medications P

re-specified
Name of Medi

cation
Start D

ate
Form Instanc

e

 1.           Repeating
Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS

Form Version: 06-Jul-2020 21:55 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

[ ]

5. Start Date: //

6. Ongoing?
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Header Text: c4591001

Visit: POT_COVID_ILL 1 Form: IMAGING

Form Version: 06-Jul-2020 21:53

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Date of Assessment Location of Assessment Imaging Method Overall Assessment Form Instance

 1. Jan/20/2021  CHEST  X-RAY  NORMAL  Repeating Pages

 2. Jan/20/2021  HEAD  CT SCAN  NORMAL  Repeating Pages

 3. Jan/21/2021  CHEST  X-RAY  NORMAL  Repeating Pages

 4. Jan/20/2021  OTHER
If other, specify:

Abdomen
 

ULTRASOUND  NORMAL  Repeating Pages
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: IMAGING

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. Date of Assessment: Jan/20/2021

2. Location of Assessment: CHEST

3. Type of Imaging Exam: X-RAY

4. Assessment: NORMAL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: IMAGING

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. Date of Assessment: Jan/20/2021

2. Location of Assessment: HEAD

3. Type of Imaging Exam: CT SCAN

4. Assessment: NORMAL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: IMAGING

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. Date of Assessment: Jan/21/2021

2. Location of Assessment: CHEST

3. Type of Imaging Exam: X-RAY

4. Assessment: NORMAL
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: IMAGING

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Imaging

1. Date of Assessment: Jan/20/2021

2. Location of Assessment: OTHER

If other, specify:
[Abdomen]

3. Type of Imaging Exam: ULTRASOUND

4. Assessment: NORMAL
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Mar/10/2021

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Date of Visit

1. Date of Visit Mar/10/2021

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A1
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Mar/10/2021

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES

Date of Collection:
Mar/10/2021

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BR70H6]

5.b Sample ID [BSH1M5]

5.c Sample ID [BSH1M4]

5.d Sample ID [BSH1M3]
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Header Text: c4591001

Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001

Visit: Unplanned - New Unscheduled Visit Form: UNPLANNED VISIT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Unplanned Assessments

1. Assessments
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Header Text: c4591001

Visit: Logs Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

# Category
AE Identif

ier
Adverse Eve

nt
Start Date

Is the Adverse Event Still O
ngoing

Form Instance

 1. ADVERSE EVE
NT 

1  Pneumonia  Jan/20/2021 UNK:
UNK 

NO
End Date Time:

Jan/27/2021 UNK:UNK
 

Repeating
Pages

 2. ADVERSE EVE
NT 

2  Peripheral ede
ma 

Feb/3/2021 UNK:U
NK 

NO
End Date Time:

Mar/5/2021 UNK:UNK
 

Repeating
Pages
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Pneumonia]

4. Start Date Time: Jan/20/2021 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Jan/27/2021 UNK:UNK

6. Toxicity Grade: 3

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

YES

Is this serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant disability/incapacity?
NO

Is this serious event life threatening?
NO

Other medically important serious event
NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[Un-related to vaccine]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[2021082462]
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Peripheral edema]

4. Start Date Time: Feb/3/2021 UNK:UNK

5. Is the adverse event still ongoing? NO

End Date Time:
Mar/5/2021 UNK:UNK

6. Toxicity Grade: 2

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent
or significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of
medication error on the Medication
Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED

If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[Exisiting neuropathy]09
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Catego

ry
Medication Er
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Start Da
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Is the medication error Still O
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Study Medication Errors

Action
Form Instance
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Pages
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Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still
ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment given?

8. Did the Medication Error cause the
subject to be discontinued from the
study?

9. Was this medication error
associated with any adverse
events?

10. Serious Adverse Event Number:
For Pfizer Use Only

[ ]
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Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

#
Sponsor-Defined I

dentifier
Category for Med

ication
Concomitant Medications P

re-specified
Name of Medi
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Start D
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Form Instanc

e
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Pages
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Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

[ ]

5. Date: //
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#
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Category for Me
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Concomitant Medications

Pre-specified
Name of Medi
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Form Instanc

e
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include
clarifying information in the
Medication text (e.g., Ingredient(s),
route, use, formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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#
Categor

y
Treatment Identifie

r
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Treatmen

t
Start Dat

e
Form Instance
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Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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# Transfusion Type Date of Transfusion Form Instance

 1.     Repeating Pages
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Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

eCRF Audit Trail History

Disposition - Treatment

1. Date of
Completion/Discontinuation/Death
:

Nov/24/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Form Version: 20-Feb-2021 02:16 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Visit: Unplanned Vaccination - Unscheduled Form: VACCINATION

Form Version: 10-Dec-2020 02:26 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at
least the protocol specified
observation period after
investigational product
administration?
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Form Version: 10-Oct-2020 16:01 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Visit: V201_SURVEIL_CONSENT -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Informed Consent - Asymptomatic Surveillance

1. Consent Was:
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or
sample was not collected according
to protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Disposition - Follow-Up

1. Date of
Completion/Discontinuation/Death
:

//

2. Phase of Disposition:

3. Status:

4. Specify Status: [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?
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Treatment Unblinded

1. Date Treatment Unblinded : //

2. Primary Reason for Unblinding:
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Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Death Details

1. Date of Collection / Notification of
Death:

//

Cause of Death

2. Cause of Death Status:

Cause of Death: [ ]
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eCRF Audit Trail History

Subject Status

1. Subject Status FOLLOW-UP

2. Subject Status Date Nov/24/2020
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

Form Mar-10-2021 14:33:57 (UTC-05:00) Eastern
Time (US & Canada)

Taylor Stannard
(pfe.tstannard)

Not Applicable
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Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
Comments

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

1 Mar-10-2021 14:33:57 (UTC-05:00) Eastern
Time (US & Canada)

Taylor Stannard
(pfe.tstannard)

Not Applicable
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Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
Comments

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

2 Mar-10-2021 14:33:57 (UTC-05:00) Eastern
Time (US & Canada)

Taylor Stannard
(pfe.tstannard)

Not Applicable
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Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
Comments

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

3 Mar-10-2021 14:33:57 (UTC-05:00) Eastern
Time (US & Canada)

Taylor Stannard
(pfe.tstannard)

Not Applicable
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Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
Comments

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Item Date User Comment

4 Mar-10-2021 14:33:57 (UTC-05:00) Eastern
Time (US & Canada)

Taylor Stannard
(pfe.tstannard)

Not Applicable
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Elizabeth
Barnett 

Approved Mar-12-2021 08:41:35 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Taylor Stannard  N/A Jan-29-2021 13:00:18 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Elizabeth
Barnett 

Approved Jan-21-2021 08:20:35 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Taylor Stannard  N/A Nov-30-2020 12:41:54 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - Signature History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Stephen Pelton  Approved Nov-17-2020 16:59:40 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, StephenPelton, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Taylor Stannard  N/A Nov-11-2020 15:33:59 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Elizabeth
Barnett 

Approved Nov-11-2020 13:45:23 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, ElizabethBarnett, verify that all case report form pages accurately display the results of
the examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Oct-02-2020 14:48:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
08 SEP 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Oct-02-2020 14:48:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Consent Was:

Date Location User Value Reason

Oct-02-2020 14:48:28
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
OBTAINED

Date Written Consent Obtained

Oct/2/2020

Initial Entry
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Header Text: c4591001

Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject ID

Date Location User Value Reason

Oct-02-2020 14:48:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10151238

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Oct-02-2020 14:48:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
/1945

Enrollment Entry

3. Sex:

Date Location User Value Reason

Oct-02-2020 14:48:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
MALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Oct-02-2020 14:48:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
HISPANIC OR LATINO(A) OR
OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Oct-02-2020 14:48:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
WHITE

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-02-2020 14:49:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Oct/2/2020

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Oct-02-2020 14:49:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Oct/2/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-02-2020 14:49:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Oct-02-2020 14:49:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Oct-02-2020 14:52:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

1

Medical History T
erm:

Type 2 Diabe
tes

Start Date: UNK/UNK/2
013

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Oct-02-2020 14:52:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-02-2020 14:52:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Type 2 Diabetes

Initial Entry

1.a Start Date:

Date Location User Value Reason

Oct-02-2020 14:52:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/2013

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Oct-02-2020 14:52:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.b

Date Location User Value Reason

Oct-07-2020 14:48:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Line/MH Numb
er:

2

Medical History
Term:

Alcoholic cir
rhosis

Start Date: UNK/UNK/2
015

Ongoing: YES

New Information

Oct-02-2020 14:52:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

2

Medical History
Term:

Cirrhosis

Start Date: UNK/UNK/
2015

Ongoing: YES

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.b Line/MH Number:

Date Location User Value Reason

Oct-02-2020 14:52:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-07-2020
16:25:54
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS Oracle
(pfe.PFETMS)

Query 1:
Closed

Discrepancy
has been
closed.

Oct-07-2020
14:48:01
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query (autoquery) Query 1:
Answere
d

New
Information

Oct-07-2020
14:48:01
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Data En
try:
Alcoholi
c cirrhos
is

New
Information

Oct-07-2020
09:43:38
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Jeffrey Signora
TMSQUERY
(pfe.signoj01_tmsquery)

Query 1:
Reissued
:Opened

Coding cannot
take place with
the term as is.
Please
follow-up with
the participant
to further
specify
Cirrhosis.

Oct-05-2020
10:10:40
(UTC-05:00)
Eastern Time
(US &

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Query 1:
Answere
d

Participant did
not specify
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Canada)

Oct-02-2020
16:21:25
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  PFETMS Oracle
(pfe.PFETMS)

Query 1:
Opened

Clarify
CIRRHOSIS
as follow...Are
you reporting
ALCOHOLIC
CIRRHOSIS
or the term
BILIARY
CIRRHOSIS?
Or others? If
so, please edit
it to such.
Otherwise,
clarify. Thank
you.

Oct-02-2020
14:52:53
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Data En
try:
Cirrhosi
s

Initial Entry

1.b Start Date:

Date Location User Value Reason

Oct-02-2020 14:52:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/2015

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Oct-02-2020 14:52:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

1.c

Date Location User Value Reason

Oct-02-2020 14:53:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

3

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Medical History
Term:

Prostate cancer

Start Date: UNK/UNK/200
2

Ongoing: NO
End Date:

UNK/UNK/
2003

1.c Line/MH Number:

Date Location User Value Reason

Oct-02-2020 14:53:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-02-2020 14:53:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Prostate cancer

Initial Entry

1.c Start Date:

Date Location User Value Reason

Oct-02-2020 14:53:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/2002

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Oct-02-2020 14:53:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

End Date:

UNK/UNK/2003

Initial Entry

1.d

Date Location User Value Reason
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Oct-02-2020 14:53:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

4

Medical History T
erm:

Hypothyroidi
sm

Start Date: UNK/UNK/2
002

Ongoing: YES

Initial Entry

1.d Line/MH Number:

Date Location User Value Reason

Oct-02-2020 14:53:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-02-2020 14:53:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Hypothyroidism

Initial Entry

1.d Start Date:

Date Location User Value Reason

Oct-02-2020 14:53:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/2002

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Oct-02-2020 14:53:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

1.e

Date Location User Value Reason

Oct-02-2020 14:54:04
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number 5

Initial Entry09
01

77
e1
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3f
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Time (US & Canada) :

Medical History T
erm:

Asthma

Start Date: UNK/UNK/2
012

Ongoing: YES
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.e Line/MH Number:

Date Location User Value Reason

Oct-02-2020 14:54:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Feb-10-2021 12:02:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Closed Response satisfies
query

Feb-04-2021 11:35:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 2: Answered Added to SAE.
Faxed on 4feb2021

Feb-02-2021 15:36:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response satisfies
query

Feb-02-2021 09:53:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Added COPD to
Med Hx

Feb-01-2021 08:25:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Opened Clinical Med Hx
includes asthma
since 2012; however
SAE report for
Pneumonia
(#2021082462) does
not include this Med
Hx condition. Please
review for safety
relevance, & update
SAE Med Hx if
appropriate

Feb-01-2021 08:23:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened Clinical On review
of the SAE report
for Pneumonia
(#2021082462),
medical history of
COPD was reported
(2009 onset), yet it
does not appear in
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

the CRF. Please
review for clinical
relevance to safety
event and update
Med Hx log CRF if
appropriate.

Oct-02-2020 14:54:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Asthma

Initial Entry

1.e Start Date:

Date Location User Value Reason

Oct-02-2020 14:54:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/2012

Initial Entry

1.e Ongoing:

Date Location User Value Reason

Oct-02-2020 14:54:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

1.f

Date Location User Value Reason

Oct-02-2020 14:54:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

6

Medical History T
erm:

Sleep Apnea

Start Date: UNK/UNK/2
016

Ongoing: YES

Initial Entry
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.f Line/MH Number:

Date Location User Value Reason

Oct-02-2020 14:54:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
6

Initial Entry

1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-02-2020 14:54:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sleep Apnea

Initial Entry

1.f Start Date:

Date Location User Value Reason

Oct-02-2020 14:54:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/2016

Initial Entry

1.f Ongoing:

Date Location User Value Reason

Oct-02-2020 14:54:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

1.g

Date Location User Value Reason

Oct-02-2020 14:54:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

7

Medical History T
erm:

Hypertension

Start Date: UNK/UNK/2
013

Ongoing: YES

Initial Entry
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1.g Line/MH Number:

Date Location User Value Reason

Oct-02-2020 14:54:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-02-2020 14:54:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Hypertension

Initial Entry

1.g Start Date:

Date Location User Value Reason

Oct-02-2020 14:54:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/2013

Initial Entry

1.g Ongoing:

Date Location User Value Reason

Oct-02-2020 14:54:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

1.h

Date Location User Value Reason

Oct-06-2020 10:27:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Line/MH Num
ber:

8

Medical Histor
y Term:

Diabetic Neur
opathy

Start Date: UNK/UNK/2
010

Ongoing: YES

Changed
Information

Oct-02-2020 14:55:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe 8

Initial Entry
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r:

Medical History
Term:

Neuropathy

Start Date: UNK/UNK/
2010

Ongoing: YES
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.h Line/MH Number:

Date Location User Value Reason

Oct-02-2020 14:55:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
8

Initial Entry

1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-11-2020 20:30:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Hao Hu
(pfe huh17)

Query 1: Closed Response satisfies
query

Oct-06-2020 10:27:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed
Information

Oct-06-2020 10:27:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Diabetic Neuropathy

Changed
Information

Oct-05-2020 21:43:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Hao Hu
(pfe huh17)

Query 1: Opened ClinQuery:
Neuropathy: Please
add the underlying
cause (e.g. diabetes,
hypertension etc.)
to the reported
term; if no
underlying cause
has been identified
please add
"idiopathic".

Oct-02-2020 14:55:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Neuropathy

Initial Entry

1.h Start Date:

Date Location User Value Reason

Oct-02-2020 14:55:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/2010

Initial Entry
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1.h Ongoing:

Date Location User Value Reason

Oct-02-2020 14:55:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

1.i

Date Location User Value Reason

Oct-02-2020 14:55:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

9

Medical Histor
y Term:

Congestive Hear
t Failure

Start Date: UNK/UNK/201
0

Ongoing: YES

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.i Line/MH Number:

Date Location User Value Reason

Oct-02-2020 14:55:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
9

Initial Entry

1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-02-2020 14:55:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Congestive Heart Failure

Initial Entry

1.i Start Date:

Date Location User Value Reason

Oct-02-2020 14:55:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/2010

Initial Entry

1.i Ongoing:

Date Location User Value Reason

Oct-02-2020 14:55:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

1.j

Date Location User Value Reason

Oct-02-2020 14:56:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

10

Medical Histo
ry Term:

Generalized anxie
ty disorder

Start Date: UNK/UNK/2005

Ongoing: YES

Initial Entry
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1.j Line/MH Number:

Date Location User Value Reason

Oct-02-2020 14:56:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
10

Initial Entry

1.j Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-02-2020 14:56:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Generalized anxiety disorder

Initial Entry

1.j Start Date:

Date Location User Value Reason

Oct-02-2020 14:56:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/2005

Initial Entry

1.j Ongoing:

Date Location User Value Reason

Oct-02-2020 14:56:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

1.k

Date Location User Value Reason

Oct-02-2020 14:56:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

11

Medical History T
erm:

Depression

Start Date: UNK/UNK/2
000

Ongoing: YES

Initial Entry
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1.k Line/MH Number:

Date Location User Value Reason

Oct-02-2020 14:56:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
11

Initial Entry

1.k Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-02-2020 14:56:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Depression

Initial Entry

1.k Start Date:

Date Location User Value Reason

Oct-02-2020 14:56:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/2000

Initial Entry

1.k Ongoing:

Date Location User Value Reason

Oct-02-2020 14:56:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

1.l

Date Location User Value Reason

Oct-02-2020 14:57:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

12

Medical History T
erm:

Insomnia

Start Date: UNK/UNK/1
990

Ongoing: YES

Initial Entry
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1.l Line/MH Number:

Date Location User Value Reason

Oct-02-2020 14:57:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
12

Initial Entry

1.l Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-02-2020 14:57:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Insomnia

Initial Entry

1.l Start Date:

Date Location User Value Reason

Oct-02-2020 14:57:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/1990

Initial Entry

1.l Ongoing:

Date Location User Value Reason

Oct-02-2020 14:57:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

1.m

Date Location User Value Reason

Oct-02-2020 14:57:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

13

Medical History
Term:

Excessive urin
ation

Start Date: UNK/UNK/19
55

Ongoing: YES

Initial Entry
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Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.m Line/MH Number:

Date Location User Value Reason

Oct-02-2020 14:57:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
13

Initial Entry

1.m Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-02-2020 14:57:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Excessive urination

Initial Entry

1.m Start Date:

Date Location User Value Reason

Oct-02-2020 14:57:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/1955

Initial Entry

1.m Ongoing:

Date Location User Value Reason

Oct-02-2020 14:57:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

1.n

Date Location User Value Reason

Oct-02-2020 14:58:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

14

Medical History T
erm:

HIV

Start Date: UNK/UNK/1
991

Ongoing: YES

Initial Entry
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.n Line/MH Number:

Date Location User Value Reason

Oct-02-2020 14:58:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
14

Initial Entry

1.n Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Oct-02-2020 14:58:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
HIV

Initial Entry

1.n Start Date:

Date Location User Value Reason

Oct-02-2020 14:58:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/1991

Initial Entry

1.n Ongoing:

Date Location User Value Reason

Oct-02-2020 14:58:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

1.o

Date Location User Value Reason

Feb-02-2021 09:52:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Line/MH Number
:

15

Medical History T
erm:

COPD

Start Date: UNK/UNK/2
009

Ongoing: YES

Initial Entry
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1.o Line/MH Number:

Date Location User Value Reason

Feb-02-2021 09:52:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
15

Initial Entry

1.o Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Feb-02-2021 09:52:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
COPD

Initial Entry

1.o Start Date:

Date Location User Value Reason

Feb-02-2021 09:52:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
UNK/UNK/2009

Initial Entry

1.o Ongoing:

Date Location User Value Reason

Feb-02-2021 09:52:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

09
01

77
e1

96
ae

3f
e8

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0142072



Page 221 of 435

***Confidential***

 

Header Text: c4591001
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Select appropriate response - What is the subject HIV status?

Date Location User Value Reason

Nov-10-2020 02:47:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Avinash
Gawas
(pfe.gawasa)

Query 2: Closed Closed per SITE
response, added to
PD tracker for
Clinical Review

Nov-09-2020 13:30:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 2: Answered E-diary was no
assigned in error.
Protocol deviation
has been recorded.

Nov-09-2020 06:47:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Swapna
Varikuti
(pfe.variks)

Query 2: Opened PDQ : Response to
What is the subject
HIV status? is "The
subject is known to
be HIV
POSITIVE",
however eDairy
data is missing for
this subject for
Vaccination 1.
Please review and
update if the diary
data is available
else provide a
clarification.

Oct-06-2020 11:56:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Patricia
Banchero
(pfe.banchp)

Query 1: Closed Response satisfies
query

Oct-06-2020 10:27:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered No significant
change in
antiretroviral
therapy during the 6
months prior to
enrollment

Oct-05-2020 15:58:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Patricia
Banchero
(pfe.banchp)

Query 1: Opened GPDCLIN: Please
confirm if there has
been any significant
change in
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antiretroviral
therapy during the 6
months prior to
enrollment.

Oct-02-2020 14:58:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
The subject is known to be HIV
POSITIVE

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: LAB CHEMISTRY - eCRF Audit Trail History
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Oct-02-2020 15:00:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
CLINICAL CHEMISTRY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Oct-08-2020 05:47:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gajanan
Deshmukh
(pfe.deshmg08)

Query 1: Closed Response satisfies
query

Oct-07-2020 09:27:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Oct-07-2020 09:27:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
QUEST CHANTILLY, QUEST
DIAGNOSTIC NICHOLS INS
TITUTE,CLIA 49D0221801,1
4225 Newbrook Drive,Chantill
y VA 20151

Transcription Error

Oct-07-2020 02:57:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Swaranjali
Subhash Pawar
(pfe.pawars01)

Query 1: Opened DM: A carriage is
identified. To avoid
processing errors,
please remove the
identified character
by deleting the
entry and
re-entering the data
(without using copy
and paste).

Oct-02-2020 15:00:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
QUEST CHANTILLY, QUEST
DIAGNOSTIC NICHOLS INS
TITUTE
CLIA 49D0221801
14225 Newbrook Drive
Chantilly VA 20151

Initial Entry
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3. Collection Date:

Date Location User Value Reason

Oct-02-2020 15:00:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/17/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Oct-02-2020 15:00:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Oct-02-2020 15:00:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

2124

Test:: HIV RNA (Ultr
asensitive)

Result:: <20

Lab Normal Ra
nge:

Low
20

High
10000000

Unit
/mL

Initial Entry

5.a Sponsor ID:

Date Location User Value Reason

Oct-02-2020 15:00:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2124

Initial Entry

5.a Test:

Date Location User Value Reason09
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Oct-02-2020 15:00:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
HIV RNA (Ultrasensitive)

Initial Entry

5.a Result:

Date Location User Value Reason

Oct-02-2020 15:00:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
<20

Initial Entry

5.a LNMT

Date Location User Value Reason

Oct-02-2020 15:00:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

20

High
10000000

Unit
/mL

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: LABORATORY DATA - HEMATOLOGY - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Oct-02-2020 15:01:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HEMATOLOGY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Oct-08-2020 05:45:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gajanan
Deshmukh
(pfe.deshmg08)

Query 1: Closed Response satisfies
query

Oct-07-2020 09:27:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Transcription Error

Oct-07-2020 09:27:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
SUNQUEST, BOSTON MEDI
CAL CENTER LABORATOR
Y, CLIA 22D0867404, One Bo
ston Medical Center Place,Bost
on MA 02118

Transcription Error

Oct-07-2020 02:57:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Swaranjali
Subhash Pawar
(pfe.pawars01)

Query 1: Opened DM: A carriage is
identified. To avoid
processing errors,
please remove the
identified character
by deleting the
entry and
re-entering the data
(without using copy
and paste).

Oct-02-2020 15:01:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
SUNQUEST
BOSTON MEDICAL CENTE
R LABORATORY
CLIA 22D0867404
One Boston Medical Center Pla
ce

Initial Entry
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Boston MA 02118

3. Collection Date:

Date Location User Value Reason

Oct-02-2020 15:01:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/17/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Oct-02-2020 15:01:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Nov-17-2020 14:51:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sponsor-Defined I
dentifier:

4722

Test:: CD4_PX4
722

Result:: 0.666

Lab Normal Range
:

Low
.430

High
1.185

Unit
10^3/m
m3

Changed
Information

Nov-17-2020 12:43:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sponsor-Defined I
dentifier:

4722

Test:: CD4_PX4
722

Result:: 0.666

Ohh so it just
needed the 0. in
front of it, thats
why the .666 I put
got queried before.
Thank you so so so
so much for your
help!!!
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Lab Normal Range
:

Low
430

High
1185

Unit
10^3/m
m3

Nov-16-2020 09:47:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sponsor-Defined I
dentifier:

4722

Test:: CD4_PX4
722

Result:: 666 10^3/
mm3

Lab Normal Rang
e:

Low
430

High
1185

Unit
10^3/mm
3

I am confused and
do not understand
what you are asking
for in these queries.
Would you be able
to rephrase it? Or
potentially give an
example so I can
better answer?
Thank you!

Nov-15-2020 10:17:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sponsor-Defined I
dentifier:

4722

Test:: CD4_PX4
722

Result:: .666

Lab Normal Range
:

Low
430

High
1185

Unit
10^3/m
m3

Changed
Information
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Nov-13-2020 15:21:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sponsor-Defined I
dentifier:

4722

Test:: CD4_PX4
722

Result:: 666/mm3

Lab Normal Range
:

Low
430

High
1185

Unit
10^3/m
m3

New Information

Oct-02-2020 15:01:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

4722

Test:: CD4_PX4
722

Result:: 666

Lab Normal Range
:

Low
430

High
1185

Unit
10^3/m
m3

Initial Entry

5.a Sponsor ID:

Date Location User Value Reason

Oct-02-2020 15:01:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4722

Initial Entry

5.a Test:

Date Location User Value Reason09
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Visit: V1_DAY1_VAX1_L Form: LABORATORY DATA - HEMATOLOGY - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Oct-02-2020 15:01:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
CD4_PX4722

Initial Entry

5.a Result:

Date Location User Value Reason

Nov-17-2020 15:05:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Closed Response satisfies
query

Nov-17-2020 14:51:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Changed data per
query

Nov-17-2020 13:44:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Reissued:Opened Clin: Please enter
for the normal range
LNMT Low (0.430)
and LNMT High
(1.185)

Nov-17-2020 12:43:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Ohh so it just
needed the 0. in
front of it, thats why
the .666 I put got
queried before.
Thank you so so so
so much for your
help!!!

Nov-17-2020 12:43:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
0.666

Ohh so it just
needed the 0. in
front of it, thats why
the .666 I put got
queried before.
Thank you so so so
so much for your
help!!!

Nov-16-2020 16:54:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ahmed
Hassan
(pfe.hassaa38)

Query 1: Reissued:Opened My calculations are:
Result = 0.666 (No
units), Lab normal
range: 0.430, High:
1.185, Unit
10^3/mm3. If you
agree, please update
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Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

this CRF as
indicated. Thanks

Nov-16-2020 09:47:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered I am confused and
do not understand
what you are asking
for in these queries.
Would you be able
to rephrase it? Or
potentially give an
example so I can
better answer?
Thank you!

Nov-16-2020 09:47:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
666 10^3/mm3

I am confused and
do not understand
what you are asking
for in these queries.
Would you be able
to rephrase it? Or
potentially give an
example so I can
better answer?
Thank you!

Nov-15-2020 15:42:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Reissued:Opened Clin: Please enter
the LNMT Low
(0.430) and LNMT
High (1.185), after
dividing the
numbers provided
(LNMT Low and
LNMT High) by
1000 to allow using
the Unit provided
“10^3/mm3”
equivalent to
“x1000/mm3”

Nov-15-2020 10:17:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Changed
Information

Nov-15-2020 10:17:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
.666

Changed
Information
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov-14-2020 19:48:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Reissued:Opened Clin: Please enter
the CD4
ABSOLUTE
VALUE only,
LNMT Low and
LNMT High, after
dividing the
numbers provided
(CD4, LNMT Low
and LNMT High)
by 1000 to allow
using the Unit
provided
“10^3/mm3”
equivalent to
“x1000/mm3”

Nov-13-2020 15:21:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Nov-13-2020 15:21:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
666/mm3

New Information

Nov-12-2020 21:34:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 1: Opened Clin: Please enter
the CD4 absolute
values only, LNMT
Low and LNMT
High, after dividing
the number by 1000
to allow using the
Unit provided
“10^3/mm3”
equivalent to
“1000/mm3”

Oct-02-2020 15:01:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
666

Initial Entry

5.a LNMT

Date Location User Value Reason

Nov-17-2020 14:51:25
(UTC-05:00) Eastern

ACV0PFEINFP6000  Taylor
Stannard

Data Entry:
Low

Changed
Information
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Time (US & Canada) (pfe.tstannard) .430

High
1.185

Unit
10^3/mm3

Oct-02-2020 15:01:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

430

High
1185

Unit
10^3/mm3

Initial Entry
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Form Version: 15-Sep-2020 21:56 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Oct-02-2020 15:01:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Oct/2/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Oct-02-2020 15:01:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
208.0

Initial Entry

3. Unit:

Date Location User Value Reason

Oct-02-2020 15:01:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
LB

Initial Entry

4. Height:

Date Location User Value Reason

Oct-02-2020 15:01:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
65.0

Initial Entry

5. Unit:

Date Location User Value Reason

Oct-02-2020 15:01:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
in

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Oct-02-2020 15:01:24
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
34.6

Initial Entry09
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada)

7.a

Date Location User Value Reason

Oct-02-2020 15:01:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier
::

1

Temperature: 97.8

Temperature Uni
t:

F

Temperature Loc
ation::

ORAL CAV
ITY

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Oct-02-2020 15:01:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Oct-02-2020 15:01:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
97.8

Initial Entry

7.a Unit:

Date Location User Value Reason

Oct-02-2020 15:01:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
F

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Oct-02-2020 15:01:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ORAL CAVITY

Initial Entry
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Randomization Date :

Date Location User Value Reason

Oct-02-2020 15:02:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Oct/2/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Oct-02-2020 15:02:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
266982

Initial Entry
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Header Text: c4591001

Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-05-2020 11:02:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-05-2020 11:02:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-05-2020 11:02:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-05-2020 11:02:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-05-2020 11:02:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Oct/2/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-05-2020 11:02:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BLD0KV

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Oct-05-2020 11:02:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BLD0KV

Initial Entry

5.b

Date Location User Value Reason

Oct-05-2020 11:06:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BLD0KP

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-05-2020 11:06:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BLD0KP

Initial Entry

5.c

Date Location User Value Reason

Oct-05-2020 11:07:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BLD0KR

Transcription Error
(DELETED)

Oct-05-2020 11:07:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BLD0KR

Initial Entry

5.c Sample ID

Date Location User Value Reason

Oct-05-2020 11:07:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BLD0KR

Transcription Error
(DELETED)

Oct-05-2020 11:07:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BLD0KR

Initial Entry
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eCRF Audit Trail History
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d

Date Location User Value Reason

Oct-05-2020 11:11:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BP9HK0

Initial Entry

5.d Sample ID

Date Location User Value Reason

Oct-05-2020 11:11:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BP9HK0

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-05-2020 11:15:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-05-2020 11:15:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-05-2020 11:15:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-05-2020 11:15:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-05-2020 11:15:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Oct/2/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-05-2020 11:15:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BP9HJV

Initial Entry
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Oct-05-2020 11:15:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BP9HJV

Initial Entry

09
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77
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96
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Oct-02-2020 15:02:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Oct-02-2020 15:02:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Oct-02-2020 15:02:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Oct-02-2020 15:02:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Oct/2/2020 12:44

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Oct-02-2020 15:02:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Oct-02-2020 15:02:54
(UTC-05:00) Eastern

ACV0PFEINFP6000  Taylor
Stannard

Data Entry:
LEFT

Initial Entry09
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Time (US & Canada) (pfe.tstannard)

7. Route:

Date Location User Value Reason

Oct-02-2020 15:02:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Oct-02-2020 15:02:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED O
BSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Oct-02-2020 15:02:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry
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Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Nov-10-2020
12:55:55
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Brent Spears
(pfe.spearj09)

Query
2: Clo
sed

Response satisfies
query

Nov-10-2020
12:29:48
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query
2: An
swere
d

New Information

Nov-10-2020
12:29:48
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Query
1: Del
eted

New Information

Nov-10-2020
12:29:48
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Data
Entry
:
YES -
REA
CTO
GENI
CITY
E-DI
ARY
COLL
ECTE
D FO
R THI
S SU
BJEC
T

New Information

Nov-09-2020
19:44:29

ACV0PFEINFP6000  Brent Spears
(pfe.spearj09)

Query
2: Op

Per Trial Manager,
eDiary is available
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(UTC-05:00)
Eastern Time
(US &
Canada)

ened for this subject as
they were activated
at visit 2. Please
update as necessary.

Oct-09-2020
10:20:38
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Premraj Bhoyar
(pfe.bhoyap)

Query
1: Rei
ssued:
Candi
date

Email sent to CRA
and Study team on
09Oct2020.

Oct-08-2020
15:34:33
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Query
1: An
swere
d

Participant not
signed up for
reactogenicity diary.
Should we log a
protocol deviation?

Oct-08-2020
03:59:12
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy  DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW4908928;What
is the subject HIV
status? is "The
subject is known to
be HIV POSITIVE",
but Reactogenicity
diary collection is
"NO -
REACTOGENICITY
E-DIARY NOT
COLLECTED FOR
THIS SUBJECT".
Please review and
update as
appropriate.

Oct-02-2020
15:03:01
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000  Taylor Stannard
(pfe.tstannard)

Data
Entry
:
NO -
REA
CTO
GENI
CITY
E-DI
ARY
NOT
COLL

Initial Entry
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ECTE
D FO
R THI
S SU
BJEC
T
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Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-30-2020 03:11:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 2: Closed Response satisfies
query

Oct-29-2020 10:48:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 2: Answered Changed data per
query

Oct-29-2020 08:48:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rajashekhar
Reddy
(pfe.reddyr51)

Query 2: Opened DM: Kindly review
and complete
‘Nasal Swab' form
at this visit. Thank
you.

Oct-29-2020 07:05:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Avinash
Gawas
(pfe.gawasa)

Query 1: Closed Closed per SITE
response, added to
PD tracker

Oct-28-2020 16:05:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Confirmed 2 days
out of window. This
is a spanish
speaking participant
who needed to be
reconsented, and
spanish consent was
not approved at
time of original
visit.

Oct-28-2020 04:56:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Jayesh Yeole
(pfe.yeolej)

Query 1: Opened PDQ: DOV at this
visit is out of
window (2 day)
from DOV (02/Oct
/2020) at
V1D1VX1L. Please
either update DOV
or confirm whether
visit is out of
window due to
temporary delay of
vaccination. Else,
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provide details as
appropriate.

Oct-27-2020 15:53:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Oct/27/2020

Initial Entry
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Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-12-2020 09:55:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Sharreda
Cornes
(pfe.cornes09)

Query 1: Closed Response satisfies
query

Nov-11-2020 15:34:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Diary wasn't
activated for
vaccine one,
protocol deviation
filed

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

Nov-11-2020 11:57:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Brent Spears
(pfe.spearj09)

Query 1: Opened Please enter all
data for this page.

2.a

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: Not

Do
ne

Were fever or systemic sy
mptoms present on the la
st day the Subject Diary
was completed?:

Not
Do
ne

Initial Entry

2.a Symptom:

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?
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Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

2.b

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: Not

Do
ne

Were fever or systemic sy
mptoms present on the la
st day the Subject Diary
was completed?:

Not
Do
ne

Initial Entry

2.b Symptom:

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

2.c

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: Not

Do
ne

Initial Entry
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Were fever or systemic sy
mptoms present on the la
st day the Subject Diary
was completed?:

Not
Do
ne

2.c Symptom:

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

2.d

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: Not

Do
ne

Were fever or systemic sy
mptoms present on the la
st day the Subject Diary
was completed?:

Not
Do
ne

Initial Entry
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2.d Symptom:

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

2.e

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: Not

Do
ne

Were fever or systemic sy
mptoms present on the la
st day the Subject Diary
was completed?:

Not
Do
ne

Initial Entry

2.e Symptom:

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

2.f
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Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: Not

Do
ne

Were fever or systemic sy
mptoms present on the la
st day the Subject Diary
was completed?:

Not
Do
ne

Initial Entry

2.f Symptom:

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

2.g

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: Not

Do
ne

Were fever or systemic sy
mptoms present on the la
st day the Subject Diary
was completed?:

Not
Do
ne

Initial Entry
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2.g Symptom:

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

2.h

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: Not

Do
ne

Were fever or systemic sy
mptoms present on the la
st day the Subject Diary
was completed?:

Not
Do
ne

Initial Entry

2.h Symptom:

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

3. Injection Site Location:
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Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

5.a

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Injection Site Reaction:: Not

Do
ne

Were injection site reacti
ons present on the last da
y the Subject Diary was c
ompleted?:

Not
Do
ne

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

5.b

Date Location User Value Reason09
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Injection Site Reaction:: Not

Do
ne

Were injection site reacti
ons present on the last da
y the Subject Diary was c
ompleted?:

Not
Do
ne

Initial Entry

5.b Injection Site Reaction:

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

5.c

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Injection Site Reaction:: Not

Do
ne

Were injection site reacti
ons present on the last da
y the Subject Diary was c
ompleted?:

Not
Do
ne

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.c Injection Site Reaction:

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-11-2020 15:33:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Done

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Oct-27-2020 15:53:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Oct/27/2020

Initial Entry

2.a

Date Location User Value Reason

Oct-27-2020 15:53:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier
::

1

Temperature: 97.7

Temperature Uni
t:

F

Temperature Loc
ation::

ORAL CAV
ITY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Oct-27-2020 15:53:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Oct-27-2020 15:53:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
97.7

Initial Entry

2.a Unit:

Date Location User Value Reason

Oct-27-2020 15:53:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
F

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:01 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.a Temperature Location:

Date Location User Value Reason

Oct-27-2020 15:53:41
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ORAL CAVITY

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-29-2020 10:47:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-29-2020 10:47:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-29-2020 10:47:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-29-2020 10:47:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Oct-29-2020 10:47:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Oct/27/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-29-2020 10:47:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BP9HTX

Initial Entry
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Header Text: c4591001

Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Oct-29-2020 10:47:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BP9HTX

Initial Entry

09
01

77
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Oct-27-2020 15:54:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Oct-27-2020 15:54:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Oct-27-2020 15:54:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Oct-27-2020 15:54:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Oct/27/2020 13:49

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Oct-27-2020 15:54:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Oct-27-2020 15:54:03
(UTC-05:00) Eastern

ACV0PFEINFP6000  Taylor
Stannard

Data Entry:
LEFT

Initial Entry09
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Header Text: c4591001

Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe.tstannard)

7. Route:

Date Location User Value Reason

Oct-27-2020 15:54:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Oct-27-2020 15:54:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED O
BSERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product
administration?

Date Location User Value Reason

Oct-27-2020 15:54:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-02-2020 03:55:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Closed Response satisfies
query

Dec-01-2020 10:06:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Changed data per
query

Dec-01-2020 09:12:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Rajashekhar
Reddy
(pfe reddyr51)

Query 1: Opened The treatment
period is defined as
1st vaccination visit
through the
1-month post
vaccination visit
after the 2nd
vaccination. Please
complete treatment
disposition CRF
and update date of
EOT to match date
of visit at visit 3.

Nov-30-2020 12:41:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Nov/24/2020

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: FE

VE
R

Were fever or systemic sy
mptoms present on the las
t day the Subject Diary w
as completed?:

N
O

Initial Entry

2.a Symptom:

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
FEVER

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: FA

TI

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

GU
E

Were fever or systemic sy
mptoms present on the la
st day the Subject Diary
was completed?:

NO

2.b Symptom:

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: HE

AD
AC
HE

Were fever or systemic s
ymptoms present on the
last day the Subject Diar
y was completed?:

NO

Initial Entry
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.c Symptom:

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.d

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: CH

IL
LS

Were fever or systemic sy
mptoms present on the las
t day the Subject Diary w
as completed?:

NO

Initial Entry

2.d Symptom:

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.e
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
RESOLVED DATES - eCRF Audit Trail History

Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: VO

MIT
ING

Were fever or systemic s
ymptoms present on the
last day the Subject Diar
y was completed?:

NO

Initial Entry

2.e Symptom:

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.f

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: DIA

RR
HE
A

Were fever or systemic s
ymptoms present on the l
ast day the Subject Diary
was completed?:

NO

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.f Symptom:

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: NEW OR

WORSE
NED MU
SCLE PA
IN

Were fever or syste
mic symptoms pres
ent on the last day t
he Subject Diary w
as completed?:

NO

Initial Entry

2.g Symptom:

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEW OR WORSENED MUSC
LE PAIN

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

2.h

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom:: NEW O

R WORS
ENED J
OINT PA
IN

Were fever or syste
mic symptoms prese
nt on the last day th
e Subject Diary was
completed?:

NO

Initial Entry

2.h Symptom:

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEW OR WORSENED JOINT
PAIN

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
LEFT

Initial Entry
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Visit: V3_MONTH1_POSTVAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM
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Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Injection Site Reaction:: RE

DN
ESS

Were injection site reacti
ons present on the last da
y the Subject Diary was c
ompleted?:

NO

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
REDNESS

Initial Entry

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Injection Site Reaction:: SW

ELL
ING

Were injection site reacti
ons present on the last d
ay the Subject Diary was
completed?:

NO

Initial Entry
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Form Version: 10-Oct-2020 16:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b Injection Site Reaction:

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Injection Site Reactio
n::

PAIN A
T INJE
CTION
SITE

Were injection site re
actions present on the
last day the Subject D
iary was completed?:

NO

Initial Entry

5.c Injection Site Reaction:

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
PAIN AT INJECTION SITE

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Nov-30-2020 12:42:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: LAB CHEMISTRY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Dec-01-2020 10:04:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Dec-01-2020 10:02:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: New Information

Nov-30-2020 12:45:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
CLINICAL CHEMISTRY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Dec-01-2020 10:04:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

Dec-01-2020 10:02:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry: New Information

Nov-30-2020 12:45:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Quest, Chantilly, Quest Diagnos
tics Nichols Institute, 14225 Ne
wbrook Drive, Chantilly, VA 20
151

Initial Entry

3. Collection Date:

Date Location User Value Reason

Dec-02-2020 00:28:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Pratiksha
Mahadik
(pfe mahadp07)

Query 1: Closed Closed as data
updated.

Dec-01-2020 10:04:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

09
01

77
e1

96
ae

3f
e8

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0142125



Page 274 of 435

***Confidential***

Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: LAB CHEMISTRY - eCRF Audit Trail History
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Dec-01-2020 10:02:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Answer Auto Query

Dec-01-2020 10:02:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry: New Information

Dec-01-2020 01:17:53
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gajanan
Deshmukh
(pfe.deshmg08)

Query 1: Reissued:Opened Per protocol,record
HIV viral load and
CD4 count results
from the most recent
test performed since
Visit 1 (if any).
Please remove if the
entered results are
duplicate of the data
already entered at
visit 1 and mark
form level comment
as NOT
APPLICABLE.

Nov-30-2020 12:47:07
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Patient has no recent
labs since last visit

Nov-30-2020 12:45:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Collection Date is
more than 6 months
before DOV or is
not after previous
HIV RNA
Collection Date.
Please review and
update as
appropriate.

Nov-30-2020 12:45:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/17/2020

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Dec-01-2020 10:04:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Dec-01-2020 10:02:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: New Information

Nov-30-2020 12:45:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Dec-01-2020 10:04:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

Not Applicabl
e

Test:: HIV RNA (Ul
trasensitive)

Result:: Not Applicabl
e

Lab Normal R
ange:

Not Applicabl
e

Initial Entry

Dec-01-2020 10:04:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sponsor-Define
d Identifier:

Test:: HIV RNA (Ul
trasensitive)

Result::

Lab Normal R
ange:

Unit

New Information

Dec-01-2020 10:04:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

Test:: HIV RNA (Ult
rasensitive)

Result::

New Information
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Lab Normal R
ange:

Low
20

High
10000000

Unit
/mL

Nov-30-2020 12:46:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sponsor-Defin
ed Identifier:

2124

Test:: HIV RNA (Ult
rasensitive)

Result:: <20

Lab Normal R
ange:

Low
20

High
10000000

Unit
/mL

Initial Entry

Nov-30-2020 12:45:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

2124

Test:: HIV RNA (Ul
trasensitive)

Result:: <20

Lab Normal R
ange:

Initial Entry

5.a Sponsor ID:

Date Location User Value Reason

Dec-01-2020 10:04:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Dec-01-2020 10:04:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: New Information
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Nov-30-2020 12:45:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2124

Initial Entry

5.a Test:

Date Location User Value Reason

Nov-30-2020 12:45:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
HIV RNA (Ultrasensitive)

Initial Entry

5.a Result:

Date Location User Value Reason

Dec-01-2020 10:04:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

Dec-01-2020 10:04:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry: New Information

Nov-30-2020 12:46:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Nov-30-2020 12:45:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Result is present,
but lab normal
range (Low, high or
Unit) is missing.
Please correct or
confirm.

Nov-30-2020 12:45:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
<20

Initial Entry

5.a LNMT

Date Location User Value Reason

Dec-01-2020 10:04:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

Dec-01-2020 10:04:18
(UTC-05:00) Eastern

ACV0PFEINFP6000  Taylor
Stannard

Data Entry: New Information09
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Time (US & Canada) (pfe.tstannard)
Unit

Nov-30-2020 12:46:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

20

High
10000000

Unit
/mL

Initial Entry
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: LABORATORY DATA - HEMATOLOGY - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Dec-02-2020 13:34:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Dec-02-2020 13:34:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Initial Entry

Dec-01-2020 10:05:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Dec-01-2020 10:05:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: New Information

Nov-30-2020 12:48:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HEMATOLOGY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Dec-02-2020 13:34:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

Dec-02-2020 13:34:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry: Initial Entry

Dec-01-2020 10:05:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

Dec-01-2020 10:04:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry: New Information

Nov-30-2020 12:48:30
(UTC-05:00) Eastern

ACV0PFEINFP6000  Taylor
Stannard

Data Entry:
SUNQUEST, BOSTON MEDI
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Visit: V3_MONTH1_POSTVAX2_L Form: LABORATORY DATA - HEMATOLOGY - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe.tstannard) CAL CENTER LABORATORY
, CLIA 22D0867404, One Bosto
n Medical Center Place , Boston
MA 02118

3. Collection Date:

Date Location User Value Reason

Dec-02-2020 23:26:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gajanan
Deshmukh
(pfe.deshmg08)

Query 1: Closed Response satisfies
query

Dec-02-2020 13:35:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Changed data per
query

Dec-02-2020 13:34:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

Dec-02-2020 13:34:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry: Initial Entry

Dec-02-2020 01:08:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Astrud van der
Merwe
(pfe.vandea62)

Query 1: Reissued:Opened Form level
comment is
currently blank.
Please remove all
entered data using
the eraser icon.
Once all entered
data has been
removed, an option
to tick Not
Applicable becomes
available. Please
update.

Dec-01-2020 10:05:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

Dec-01-2020 10:05:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Closed Close Auto Query
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Visit: V3_MONTH1_POSTVAX2_L Form: LABORATORY DATA - HEMATOLOGY - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Dec-01-2020 10:05:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered Answer Auto Query

Dec-01-2020 10:05:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry: New Information

Dec-01-2020 10:04:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Opened Collection date is
updated, but result
is missing. Please
correct or confirm.

Nov-30-2020 23:17:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Gajanan
Deshmukh
(pfe.deshmg08)

Query 1: Reissued:Opened DM:Per
protocol,record HIV
viral load and CD4
count results from
the most recent test
performed since
Visit 1 (if any).
Please remove if the
entered results are
duplicate of the data
already entered at
visit 1 and mark
form level comment
as NOT
APPLICABLE

Nov-30-2020 12:50:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Patient has not had
recent labs since last
visit

Nov-30-2020 12:48:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Collection Date is
more than 6 months
before DOV or is
not after previous
HIV RNA
Collection Date.
Please review and
update as
appropriate.

Nov-30-2020 12:48:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sep/17/2020

Initial Entry
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Visit: V3_MONTH1_POSTVAX2_L Form: LABORATORY DATA - HEMATOLOGY - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4. Specimen Type:

Date Location User Value Reason

Dec-02-2020 13:34:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Dec-02-2020 13:34:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Initial Entry

Dec-01-2020 10:05:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Dec-01-2020 10:05:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: New Information

Nov-30-2020 12:48:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Dec-02-2020 13:34:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: CD4_PX4
722

Result:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable

Initial Entry

Dec-02-2020 13:34:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

Test:: CD4_PX
4722

Result::

Initial Entry
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History
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Lab Normal Range
:

Unit

Dec-01-2020 10:05:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: CD4_PX4
722

Result:: Not Appli
cable

Lab Normal Rang
e:

Not Appli
cable

Initial Entry

Dec-01-2020 10:04:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sponsor-Defined Id
entifier:

Test:: CD4_PX
4722

Result::

Lab Normal Range
:

Unit

New Information

Dec-01-2020 10:04:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

Test:: CD4_PX4
722

Result::

Lab Normal Range
:

Low
.430

High
.1185

Unit
10^3/m
m3

New Information

Nov-30-2020 12:48:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

4722

Initial Entry
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Visit: V3_MONTH1_POSTVAX2_L Form: LABORATORY DATA - HEMATOLOGY - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Test:: CD4_PX4
722

Result:: .666

Lab Normal Range
:

Low
.430

High
.1185

Unit
10^3/m
m3

5.a Sponsor ID:

Date Location User Value Reason

Dec-02-2020 13:34:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Dec-02-2020 13:34:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: Initial Entry

Dec-01-2020 10:05:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Dec-01-2020 10:04:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry: New Information

Nov-30-2020 12:48:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
4722

Initial Entry

5.a Test:

Date Location User Value Reason

Nov-30-2020 12:48:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
CD4_PX4722

Initial Entry

5.a Result:
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Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Dec-02-2020 13:34:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

Dec-02-2020 13:34:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry: Initial Entry

Dec-01-2020 10:05:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

Dec-01-2020 10:04:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry: New Information

Nov-30-2020 12:48:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
.666

Initial Entry

5.a LNMT

Date Location User Value Reason

Dec-02-2020 13:34:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

Dec-02-2020 13:34:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:

Unit

Initial Entry

Dec-01-2020 10:05:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

Dec-01-2020 10:04:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:

Unit

New Information

Nov-30-2020 12:48:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

.430

Initial Entry
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History
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Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

High
.1185

Unit
10^3/mm3
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Header Text: c4591001

Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-30-2020 12:48:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Nov-30-2020 12:48:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Nov-30-2020 12:49:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Nov-30-2020 12:48:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Nov-30-2020 12:48:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Nov/24/2020

Initial Entry

5.a

Date Location User Value Reason

Nov-30-2020 12:49:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSH19C

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Nov-30-2020 12:49:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSH19C

Initial Entry

5.b

Date Location User Value Reason

Nov-30-2020 12:49:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BRFKHP

Initial Entry

5.b Sample ID

Date Location User Value Reason

Nov-30-2020 12:49:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BRFKHP

Initial Entry

5.c

Date Location User Value Reason

Nov-30-2020 12:49:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSH19D

Initial Entry

5.c Sample ID

Date Location User Value Reason

Nov-30-2020 12:49:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSH19D

Initial Entry

5.d

Date Location User Value Reason

Nov-30-2020 12:49:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSH19F

Initial Entry
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Site No: 1015 Site Name: (1015) Boston Medical Center
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sample ID

Date Location User Value Reason

Nov-30-2020 12:49:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSH19F

Initial Entry
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Header Text: c4591001

Visit: V4_MONTH6_L Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-11-2021 10:10:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query 1: Deleted Query is invalid or
does not apply

Mar-10-2021 14:32:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate Erroneous Visit is
marked, but date of
visit is entered.
Please either untick
the erroneous visit
button if visit
occurred, or mark
any forms
containing data
within this visit as
Not Done/Not
Applicable at the
form level.

Mar-10-2021 14:30:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Mar/10/2021

Initial Entry

2. Erroneous Visit

Date Location User Value Reason

Mar-10-2021 14:32:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ERRONEOUS VISIT

Initial Entry
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Header Text: c4591001

Visit: V4_MONTH6_L Form: LAB CHEMISTRY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Mar-10-2021 14:32:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Mar-10-2021 14:32:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Mar-10-2021 14:32:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Mar-10-2021 14:32:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

5.a

Date Location User Value Reason

Mar-10-2021 14:32:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: Not Appli
cable

Result:: Not Appli
cable

Lab Normal Range
:

Not Appli
cable

Initial Entry
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Header Text: c4591001

Visit: V4_MONTH6_L Form: LAB CHEMISTRY - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sponsor ID:

Date Location User Value Reason

Mar-10-2021 14:32:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

5.a Test:

Date Location User Value Reason

Mar-10-2021 14:32:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

5.a Result:

Date Location User Value Reason

Mar-10-2021 14:32:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

5.a LNMT

Date Location User Value Reason

Mar-10-2021 14:32:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: V4_MONTH6_L Form: LABORATORY DATA - HEMATOLOGY - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Mar-10-2021 14:33:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Mar-10-2021 14:33:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Mar-10-2021 14:33:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Mar-10-2021 14:33:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

5.a

Date Location User Value Reason

Mar-10-2021 14:33:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sponsor-Defined I
dentifier:

Not Appli
cable

Test:: Not Appli
cable

Result:: Not Appli
cable

Initial Entry
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Header Text: c4591001

Visit: V4_MONTH6_L Form: LABORATORY DATA - HEMATOLOGY - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Lab Normal Range
:

Not Appli
cable

5.a Sponsor ID:

Date Location User Value Reason

Mar-10-2021 14:33:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

5.a Test:

Date Location User Value Reason

Mar-10-2021 14:33:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

5.a Result:

Date Location User Value Reason

Mar-10-2021 14:33:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

5.a LNMT

Date Location User Value Reason

Mar-10-2021 14:33:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Mar-10-2021 14:33:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

2. Sample Type

Date Location User Value Reason

Mar-10-2021 14:33:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-10-2021 14:33:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Mar-10-2021 14:33:57
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-04-2021 03:51:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Swapna
Varikuti
(pfe.variks)

Query 3: Closed This issue will put
on Hold in PD
tracker

Mar-03-2021 11:30:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 3: Answered Subject has not
responded to calls.
Will continue to
contact until visit
can be scheduled

Feb-25-2021 06:09:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Avinash
Gawas
(pfe.gawasa)

Query 3: Opened PDQ: Convalescent
visit is missing and
35 days (36) have
passed since
COVID Illness
Visit. If visit
occurred record
data as a matching
CONVA visit; if
visit did not occur
attempt to schedule
visit even if OOW
and obtain the
CONVA sample
else clarify.

Feb-12-2021 02:48:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Avinash
Gawas
(pfe.gawasa)

Query 1: Closed Closed per SITE
response, added to
PD tracker for
Clinical Review

Feb-11-2021 11:23:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Patient refused to
self-swab or have
nurse swab him. No
swab was able to be
collected.

Feb-11-2021 01:08:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Swapna
Varikuti
(pfe.variks)

Query 1: Reissued:Opened PDQ RQ1: As per
the query response
'Swab is being
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

collected by home
nursing aide on
5Feb2021' , please
update the swab
collection date and
barcode details.

Feb-05-2021 01:38:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Swapna
Varikuti
(pfe.variks)

Query 1: Reissued:Candidate PDQ RQ1: Thank
you for the
response, please
update the details
once available else
clarify.

Feb-04-2021 11:39:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Swab is being
collected by home
nursing aide on
5Feb2021. Will
update barcode
once swab has been
obtained

Feb-03-2021 06:18:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Swapna
Varikuti
(pfe.variks)

Query 1: Opened PDQ : Details of
Sample ID
(barcode) and
collection date for
either Nasal Swab
Self or Nasal Swab
expected to be
completed. Please
check and update
else clarify.

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Deleted Close Auto Query

Feb-02-2021 10:08:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Candidate Date of Visit is
completed but Date
of Assessment in
the Signs and
Symptoms form is
missing. Please
review and update
as appropriate.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-02-2021 10:08:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate Date of Visit is
completed but Date
of Collection in
both Nasal Swab
Self and Nasal
Swab are missing.
Please review and
update as
appropriate.

Feb-02-2021 10:08:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Feb-02-2021 10:08:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
COVID_A

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Date of Last Symptom Resolve
d:

Jan/26/2021

Initial Entry

4.a

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptoms: FEVER

Symptom Present: NO

Initial Entry

4.a Symptoms:

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
FEVER

Initial Entry

4.a Was symptom present?
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

4.b

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptoms
:

NEW OR INCREA
SED COUGH

Symptom
Present:

NO

Initial Entry

4.b Symptoms:

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEW OR INCREASED COUG
H

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

4.c

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sympto
ms:

NEW OR INCREASE
D SHORTNESS OF
BREATH

Sympto
m Prese
nt:

YES

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.c Symptoms:

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEW OR INCREASED SHORT
NESS OF BREATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

4.d

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptoms: CHILLS

Symptom Present: YES

Initial Entry

4.d Symptoms:

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

4.e

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom
s:

NEW OR INCREAS
ED MUSCLE PAIN

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Symptom
Present:

NO

4.e Symptoms:

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEW OR INCREASED MUSC
LE PAIN

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

4.f

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom
s:

NEW LOSS OF TA
STE OR SMELL

Symptom
Present:

NO

Initial Entry

4.f Symptoms:

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEW LOSS OF TASTE OR SM
ELL

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

4.g
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptom
s:

NEW OR INCREAS
ED SORE THROAT

Symptom
Present:

NO

Initial Entry

4.g Symptoms:

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEW OR INCREASED SORE
THROAT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

4.h

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptoms: DIARRHE

A

Symptom Present
:

NO

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

4.h Symptoms:

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

4.i

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptoms: VOMITIN

G

Symptom Present
:

NO

Initial Entry

4.i Symptoms:

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Feb-02-2021 10:11:02
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

5.a

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 14-Jan-2021 02:23 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-02-2021 10:11:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptoms - Other: Fatigue

Initial Entry

5.a Symptoms - Other Text:

Date Location User Value Reason

Feb-02-2021 10:11:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Fatigue

Initial Entry

5.b

Date Location User Value Reason

Feb-02-2021 10:11:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Symptoms - Oth
er:

Chest tightne
ss

Initial Entry

5.b Symptoms - Other Text:

Date Location User Value Reason

Feb-02-2021 10:11:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Chest tightness

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: MICROBIOLOGY SPECIMEN - Audit Trail

Form Version: 06-Jul-2020 21:54 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-02-2021 10:11:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Feb-02-2021 10:11:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Feb-02-2021 10:11:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
SWABBED MATERIAL

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Feb-02-2021 10:11:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NASOPHARYNX

Initial Entry

4. Assay Code and Description:

Date Location User Value Reason

Feb-02-2021 10:11:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SEVERE ACUTE RESP SYNDR
OME CORONAVIRUS 2

Initial Entry

5. Device Type:

Date Location User Value Reason

Feb-02-2021 10:11:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SARS-COV-2 DIAGNOSTIC TES
T

Initial Entry

6. Trade Name:

Date Location User Value Reason

Feb-02-2021 10:11:56
(UTC-05:00) Eastern

ACV0PFEINFP6000  Taylor
Stannard

Data Entry:
BIOFIRE COVID-19 TEST

Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe.tstannard)

7. Test Result:

Date Location User Value Reason

Feb-02-2021 10:11:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NEGATIVE

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-02-2021 10:12:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-02-2021 10:12:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-02-2021 10:12:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Feb-02-2021 10:12:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Swab not collected - study team
was no aware of symptoms

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-02-2021 10:12:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-02-2021 10:12:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-02-2021 10:12:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Feb-02-2021 10:12:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Swab not collected - study team
was no aware of symptoms

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1.a

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Type of Practitioner: SPECIA

LIST

Occurrence of Visits
or Contacts:

NO

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
SPECIALIST

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

1.b

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Type of Practit
ioner:

EMERGENCY
ROOM

Occurrence of
Visits or Conta
cts:

YES
Number of Vi
sits or Contac
ts:

3

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
EMERGENCY ROOM

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Number of Visits or Contacts:

3

Initial Entry

1.c

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Type of Practit
ioner:

PRIMARY C
ARE PHYSIC
IAN

Occurrence of
Visits or Conta
cts:

NO

Initial Entry

1.c Physician or Healthcare Professional:

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
PRIMARY CARE PHYSICIAN

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.d

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Type of Practitione
r:

URGENT
CARE

Occurrence of Visit
s or Contacts:

NO

Initial Entry

1.d Physician or Healthcare Professional:

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
URGENT CARE

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

1.e

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Type of Practi
tioner:

TELEPHONE
CONSULTATI
ON

Occurrence of
Visits or Cont
acts:

YES
Number of Vis
its or Contacts
:

4

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

1.e Physician or Healthcare Professional:

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
TELEPHONE CONSULTATIO
N

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Number of Visits or Contacts:

4

Initial Entry

1.f

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Type of Practitioner: OTH

ER

Occurrence of Visits or
Contacts:

NO

Initial Entry

1.f Physician or Healthcare Professional:

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
OTHER

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

3. Has the subject been hospitalized due to potential COVID-19 illness?

Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:24 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-04-2021 18:22:16
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Vrunda Parikh
(pfe.parikv06)

Query 1: Closed Response satisfies
query

Feb-03-2021 15:16:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Data already entered

Feb-03-2021 13:54:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Vrunda Parikh
(pfe.parikv06)

Query 1: Opened CLINQUERY:
Subject had
COVID-19 Illness
and was
hospitalized. Please
enter on the relevant
CRF form any
available
information (vital
signs, pulse oxymet,
respiratory
treatment, lab
results, imaging…).
Please make every
effort to obtain this
information.

Feb-02-2021 10:13:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Has the subject been in intensi
ve care due to potential COVI
D-19 illness?

NO

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: HOSPITALIZATION DETAILS - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-02-2021 10:14:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: HOSPITALIZATION DETAILS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Hospitalization Category:

Date Location User Value Reason

Feb-02-2021 10:14:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HOSPITALIZATION STATUS

Initial Entry

2. Hospitalization Term:

Date Location User Value Reason

Feb-02-2021 10:14:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
HOSPITAL

Initial Entry

3. Admission Date:

Date Location User Value Reason

Feb-02-2021 10:14:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

4. Ongoing?

Date Location User Value Reason

Feb-02-2021 10:14:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Discharge Date:

Jan/23/2021

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: RESPIRATORY TREATMENT - Audit Trail

Form Version: 06-Jul-2020 21:53 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-02-2021 10:17:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created

09
01

77
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3f
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. What is the treatment Identifier?

Date Location User Value Reason

Feb-02-2021 10:17:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

2. Concomitant Non-drug Treatment Pre-specified:

Date Location User Value Reason

Feb-02-2021 10:17:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
YES

Initial Entry

3. Treatment:

Date Location User Value Reason

Feb-02-2021 10:17:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
HIGH FLOW OXYGEN THER
APY

Initial Entry

4. Treatment:

Date Location User Value Reason

Feb-02-2021 10:17:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HIGH FLOW OXYGEN THERAP
Y

Initial Entry

5. Start Date:

Date Location User Value Reason

Feb-02-2021 10:17:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

6. Ongoing?

Date Location User Value Reason

Feb-02-2021 10:17:25
(UTC-05:00) Eastern

ACV0PFEINFP6000  Taylor
Stannard

Data Entry:
YES

Initial Entry09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe.tstannard)

09
01

77
e1

96
ae

3f
e8

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0142172



Page 321 of 435

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Feb-02-2021 10:17:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
POTENTIAL COVID-19 ILLNES
S

Initial Entry

2. Was a diagnosis obtained for Potential COVID-19 Illness?

Date Location User Value Reason

Mar-09-2021 14:02:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Elizabeth
Chatburn
(pfe.chatbe)

Query 2: Closed year changed

Mar-09-2021 10:40:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 2: Answered Transcription Error

Mar-09-2021 10:40:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Casey Norton
(pfe.cnorton)

Data Entry:
YES

Respiratory Illness Diagnosis:

Pneumonia

Date of Diagnosis:

Jan/20/2021

Transcription Error

Mar-09-2021 07:39:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Balaji Prabu
R (pfe rb01)

Query 2: Opened Date of diagnosis is
reported as
20Jan2020. Please
check year
information and
update if
appropriate. Else
clarify.

Mar-03-2021 18:48:20
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Vrunda Parikh
(pfe.parikv06)

Query 1: Closed Response satisfies
query

Mar-03-2021 11:25:26
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada)

Mar-03-2021 11:25:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Respiratory Illness Diagnosis:

Pneumonia

Date of Diagnosis:

Jan/20/2020

New Information

Feb-25-2021 16:29:08
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Vrunda Parikh
(pfe.parikv06)

Query 1: Opened CLINQUERY: Is
diagnosis made in
relation to
symptoms? Enter
the diagnosis of the
event if available
even if not
COVID-19 or
Respiratory related.
Record any
diagnosis (where
available) for the
illness and in
relation to reported
symptoms.

Feb-02-2021 10:17:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

3. Toxicity Grade:

Date Location User Value Reason

Feb-02-2021 10:17:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
3

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
Audit Trail

Form Version: 15-Sep-2020 21:51 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
CLINICAL CHEMISTRY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BOSTON MEDICAL CENTER
LABORATORY
CLIA 22D0867404
One Boston Medical Center Plac
e
Boston MA 02118

Initial Entry

3. Collection Date:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

329

Test:: C Reactive Prot
ein_PX329

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: .8

Not Done::

Lab Normal Ra
nge:

Low
.68

High
.86

Unit
g/L

5.a Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
329

Initial Entry

5.a Test:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
C Reactive Protein_PX329

Initial Entry

5.a Result:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
.8

Initial Entry

5.a LNMT

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

.68

High
.86

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Unit
g/L

5.b

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

30

Test:: Alanine Aminotr
ansferase_PX30

Result::

Not Done:: NOT DONE

Lab Normal R
ange:

Initial Entry

5.b Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
30

Initial Entry

5.b Test:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Alanine Aminotransferase_PX30

Initial Entry

5.b Not Done:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT DONE

Initial Entry

5.c

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defin
ed Identifier:

28

Test:: Aspartate Aminot
ransferase_PX28

Result::

Not Done:: NOT DONE

Lab Normal R
ange:

Initial Entry

5.c Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
28

Initial Entry

5.c Test:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Aspartate Aminotransferase_PX
28

Initial Entry

5.c Not Done:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT DONE

Initial Entry

5.d

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

35

Test:: Alkaline Phosph
atase_PX35

Result:: 104

Not Done::

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Lab Normal Ra
nge:

Low
25

High
100

Unit
U/L

5.d Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
35

Initial Entry

5.d Test:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Alkaline Phosphatase_PX35

Initial Entry

5.d Result:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
104

Initial Entry

5.d LNMT

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

25

High
100

Unit
U/L

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.e

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

21

Test:: Bilirubin_P
X21

Result:: .9

Not Done::

Lab Normal Range: Low
.3

High
1.2

Unit
mg/dL

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.e Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
21

Initial Entry

5.e Test:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Bilirubin_PX21

Initial Entry

5.e Result:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
.9

Initial Entry

5.e LNMT

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

.3

High
1.2

Unit
mg/dL

Initial Entry

5.f

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

47

Test:: Blood Urea Nitr
ogen_PX47

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 22

Not Done::

Lab Normal Ra
nge:

Low
7

High
25

Unit
g/L
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
47

Initial Entry

5.f Test:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Blood Urea Nitrogen_PX47

Initial Entry

5.f Result:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
22

Initial Entry

5.f LNMT

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

7

High
25

Unit
g/L

Initial Entry

5.g

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

48

Test:: Creatinine_P
X48

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 1.79

Not Done::

Lab Normal Range
:

Low
.7

High
1.3

Unit
mg/dL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 15-Sep-2020 21:51 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.g Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
48

Initial Entry

5.g Test:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Creatinine_PX48

Initial Entry

5.g Result:

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1.79

Initial Entry

5.g LNMT

Date Location User Value Reason

Feb-02-2021 10:34:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

.7

High
1.3

Unit
mg/dL

Initial Entry

09
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77
e1
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3f
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\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0142186



Page 335 of 435

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
Audit Trail

Form Version: 15-Sep-2020 21:55 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created

09
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e1
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3f
e8

\F
in

al
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Lab Panel:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
HEMATOLOGY

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BOSTON MEDICAL CENTER
LABORATORY
CLIA 22D0867404
One Boston Medical Center Plac
e
Boston MA 02118

Initial Entry

3. Collection Date:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
BLOOD

Initial Entry

5.a

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

1

Test:: Hemoglobin
_PX1

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 13.6

Not Done::

Lab Normal Range
:

Low
13.5

High
17.5

Unit
g/dL

5.a Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

5.a Test:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Hemoglobin_PX1

Initial Entry

5.a Result:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
13.6

Initial Entry

5.a LNMT

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

13.5

High
17.5

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Unit
g/dL

5.b

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

2

Test:: Hematocrit_
PX2

Result:: 43.4

Not Done::

Lab Normal Range
:

Low
40

High
51

Unit
%

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.b Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

5.b Test:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Hematocrit_PX2

Initial Entry

5.b Result:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
43.4

Initial Entry

5.b LNMT

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

40

High
51

Unit
%

Initial Entry

5.c

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

3

Test:: Erythrocytes
_PX3

Initial Entry
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e1

96
ae

3f
e8
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result::

Not Done:: NOT DONE

Lab Normal Range
:

5.c Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
3

Initial Entry

5.c Test:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Erythrocytes_PX3

Initial Entry

5.c Not Done:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT DONE

Initial Entry

5.d

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Ide
ntifier:

5

Test:: Platelets_P
X5

Result:: 238

Not Done::

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Lab Normal Range: Low
150

High
400

Unit
/uL

5.d Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
5

Initial Entry

5.d Test:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Platelets_PX5

Initial Entry

5.d Result:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
238

Initial Entry

5.d LNMT

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

150

High
400

Unit
/uL

Initial Entry
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\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0142193



Page 342 of 435

***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.e

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined Id
entifier:

7

Test:: Leukocytes
_PX7

Result::

Not Done:: NOT DON
E

Lab Normal Range
:

Initial Entry

5.e Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
7

Initial Entry

5.e Test:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Leukocytes_PX7

Initial Entry

5.e Not Done:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT DONE

Initial Entry

5.f

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

608

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Test:: Neutrophils_
PX608

Result:: 16.7

Not Done::

Lab Normal Rang
e:

Low
4

High
11

Unit
/uL
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.f Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
608

Initial Entry

5.f Test:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Neutrophils_PX608

Initial Entry

5.f Result:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
16.7

Initial Entry

5.f LNMT

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

4

High
11

Unit
/uL

Initial Entry

5.g

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

609

Test:: Eosinophils_
PX609

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 0

Not Done::

Lab Normal Rang
e:

Low
0

High
7

Unit
%
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.g Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
609

Initial Entry

5.g Test:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Eosinophils_PX609

Initial Entry

5.g Result:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
0

Initial Entry

5.g LNMT

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

0

High
7

Unit
%

Initial Entry

5.h

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

612

Test:: Monocytes_P
X612

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 9

Not Done::

Lab Normal Rang
e:

Low
4

High
13

Unit
%
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.h Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
612

Initial Entry

5.h Test:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Monocytes_PX612

Initial Entry

5.h Result:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
9

Initial Entry

5.h LNMT

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

4

High
13

Unit
%

Initial Entry

5.i

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined I
dentifier:

610

Test:: Basophils_P
X610

Initial Entry
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 0

Not Done::

Lab Normal Range
:

Low
0

High
1

Unit
%
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.i Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
610

Initial Entry

5.i Test:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Basophils_PX610

Initial Entry

5.i Result:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
0

Initial Entry

5.i LNMT

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

0

High
1

Unit
%

Initial Entry

5.j

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Sponsor-Defined
Identifier:

611

Test:: Lymphocytes_
PX611

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Result:: 10

Not Done::

Lab Normal Ran
ge:

Low
15

High
54

Unit
%
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: LOCAL LABORATORY DATA - REPEATING Hematology -
eCRF Audit Trail History

Form Version: 15-Sep-2020 21:55 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.j Sponsor ID:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
611

Initial Entry

5.j Test:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Lymphocytes_PX611

Initial Entry

5.j Result:

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
10

Initial Entry

5.j LNMT

Date Location User Value Reason

Feb-02-2021 10:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Low

15

High
54

Unit
%

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 15-Sep-2020 21:52 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-02-2021 10:40:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Feb-05-2021 02:24:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Adarsh
Prabhu
(pfe.prabha11)

Query 1: Closed Response satisfies
query

Feb-04-2021 11:48:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Changed data per
query

Feb-04-2021 02:48:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Balaji Prabu
R (pfe rb01)

Query 1: Opened Check all
assessments
performed on 20,
21, 22 and
23Jan2021. If
multiple values
were recorded on a
single day, at a
minimum the most
abnormal should be
recorded, i.e. the
lowest Diastolic &
Systolic BP and the
highest Heart Rate
& Respiratory Rate

Feb-02-2021 10:40:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-04-2021 11:45:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Systolic:: 17
9

Diastolic:: 72

Respiratory Rate in respir
ations/minute:

22

New Information
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Heart Rate in beats/minut
e:

10
5

Feb-02-2021 10:40:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Systolic:: 17
9

Diastolic:: 72

Respiratory Rate in respir
ations/minute:

22

Heart Rate in beats/minut
e:

10
0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:40:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Feb-03-2021 14:49:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Mina
Francisco
(pfe francm73)

Query 1: Closed Response satisfies
query

Feb-03-2021 11:30:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Not clinically
signficiant.

Feb-02-2021 12:56:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query 1: Reissued:Opened Please verify if this
is clinically
significant or not.

Feb-02-2021 10:41:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Original value is
correct

Feb-02-2021 10:40:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Systolic BP 179 is
outside of Normal
Range 90 - 140.09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 15-Sep-2020 21:52 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-02-2021 10:40:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
179

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Feb-02-2021 10:40:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
72

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Feb-02-2021 10:40:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
22

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Feb-04-2021 11:45:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
105

New Information

Feb-02-2021 10:40:34
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
100

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 14-Jan-2021 02:17 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Feb-04-2021 11:46:00
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Deleted New
Information

Feb-02-2021 10:41:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 14-Jan-2021 02:17 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Feb-04-2021 11:46:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Deleted New
Information

Feb-02-2021 10:43:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 14-Jan-2021 02:17 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-02-2021 10:44:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 14-Jan-2021 02:17 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Feb-04-2021 11:46:50
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Deleted New
Information

Feb-02-2021 10:44:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 14-Jan-2021 02:17 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Feb-04-2021 11:47:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Deleted New
Information

Feb-02-2021 10:46:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 14-Jan-2021 02:17 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-02-2021 10:46:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 14-Jan-2021 02:17 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Feb-04-2021 11:47:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Deleted New
Information

Feb-02-2021 10:47:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created

09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 14-Jan-2021 02:17 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Feb-04-2021 11:47:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Deleted New
Information

Feb-02-2021 10:49:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 14-Jan-2021 02:17 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-02-2021 10:49:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - Audit Trail

Form Version: 14-Jan-2021 02:17 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Feb-04-2021 11:48:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Deleted New
Information

Feb-02-2021 10:50:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:41:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-02-2021 10:41:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Systolic:: 11
3

Diastolic:: 58

Respiratory Rate in respir
ations/minute:

22

Heart Rate in beats/minut
e:

10
5

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:41:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Feb-02-2021 10:41:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
113

Initial Entry

2.a Diastolic:

Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Feb-03-2021 15:00:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Mina
Francisco
(pfe francm73)

Query 1: Closed Response satisfies
query

Feb-03-2021 11:30:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Not clinically
signficiant.

Feb-02-2021 12:56:39
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query 1: Reissued:Opened Please verify if this
is clinically
significant or not.

Feb-02-2021 10:42:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Original value is
correct

Feb-02-2021 10:41:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Diastolic BP 58 is
outside of Normal
Range 60 - 90.

Feb-02-2021 10:41:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
58

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Feb-02-2021 10:41:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
22

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Feb-02-2021 10:41:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
105

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:43:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-02-2021 10:43:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Systolic:: 17
9

Diastolic:: 72

Respiratory Rate in respir
ations/minute:

22

Heart Rate in beats/minut
e:

10
0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:43:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Feb-03-2021 15:03:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Mina
Francisco
(pfe francm73)

Query 1: Closed Response satisfies
query

Feb-03-2021 11:30:36
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Not clinically
signficiant.
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Feb-02-2021 12:57:04
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query 1: Reissued:Opened Please verify if this
is clinically
significant or not.

Feb-02-2021 10:43:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Original value is
correct

Feb-02-2021 10:43:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Systolic BP 179 is
outside of Normal
Range 90 - 140.

Feb-02-2021 10:43:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
179

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Feb-02-2021 10:43:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
72

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Feb-02-2021 10:43:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
22

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Feb-02-2021 10:43:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
100

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:44:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/21/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-04-2021 11:46:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Systolic:: 13
8

Diastolic:: 75

Respiratory Rate in respir
ations/minute:

23

Heart Rate in beats/minut
e:

10
8

New Information

Feb-02-2021 10:44:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Systolic:: 13
8

Diastolic:: 75

Respiratory Rate in respir
ations/minute:

23

Heart Rate in beats/minut
e:

92

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:44:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a Systolic:09
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e1
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Feb-02-2021 10:44:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
138

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Feb-02-2021 10:44:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
75

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Feb-02-2021 10:44:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
23

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Feb-04-2021 11:46:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
108

New Information

Feb-02-2021 10:44:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
92

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:44:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/21/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-02-2021 10:44:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Systolic:: 12
9

Diastolic:: 66

Respiratory Rate in respir
ations/minute:

20

Heart Rate in beats/minut
e:

10
8

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:44:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Feb-02-2021 10:44:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
129

Initial Entry

2.a Diastolic:

Date Location User Value Reason09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Feb-02-2021 10:44:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
66

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Feb-02-2021 10:44:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
20

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Feb-02-2021 10:44:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
108

Initial Entry

09
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77
e1
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:46:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/21/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-02-2021 10:46:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Systolic:: 13
7

Diastolic:: 67

Respiratory Rate in respir
ations/minute:

16

Heart Rate in beats/minut
e:

10
3

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:46:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Feb-02-2021 10:46:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
137

Initial Entry

2.a Diastolic:

Date Location User Value Reason09
01

77
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Feb-02-2021 10:46:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
67

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Feb-02-2021 10:46:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
16

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Feb-02-2021 10:46:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
103

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:47:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/22/2021

Transcription Error

Feb-02-2021 10:46:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/21/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-04-2021 11:47:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Systolic:: 15
8

Diastolic:: 78

Respiratory Rate in respir
ations/minute:

22

Heart Rate in beats/minut
e:

10
0

New Information

Feb-04-2021 11:47:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Systolic:: 15
8

Diastolic:: 78

Respiratory Rate in respir
ations/minute:

22

Heart Rate in beats/minut
e:

98

New Information

Feb-02-2021 10:46:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Systolic:: 15
8

Diastolic:: 78

Initial Entry
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77
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Respiratory Rate in respir
ations/minute:

18

Heart Rate in beats/minut
e:

98

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:46:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Feb-03-2021 15:06:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Mina
Francisco
(pfe francm73)

Query 1: Closed Response satisfies
query

Feb-03-2021 11:30:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Not clinically
signficiant.

Feb-02-2021 12:57:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query 1: Reissued:Opened Please verify if
clinically
significant or not.

Feb-02-2021 10:47:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Original value is
correct

Feb-02-2021 10:46:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Systolic BP 158 is
outside of Normal
Range 90 - 140.

Feb-02-2021 10:46:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
158

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Feb-02-2021 10:46:47 ACV0PFEINFP6000  Taylor Data Entry: Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

(UTC-05:00) Eastern
Time (US & Canada)

Stannard
(pfe.tstannard)

78

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Feb-04-2021 11:47:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
22

New Information

Feb-02-2021 10:46:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
18

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Feb-04-2021 11:47:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
100

New Information

Feb-02-2021 10:46:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
98

Initial Entry

09
01

77
e1

96
ae
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:47:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/22/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-02-2021 10:47:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Systolic:: 15
7

Diastolic:: 74

Respiratory Rate in respir
ations/minute:

22

Heart Rate in beats/minut
e:

10
0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:47:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Feb-03-2021 15:06:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Mina
Francisco
(pfe francm73)

Query 1: Closed Response satisfies
query

Feb-03-2021 11:31:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Not clinically
signficiant.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Feb-02-2021 12:58:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query 1: Reissued:Opened Please verify if this
is clinically
significant or not.

Feb-02-2021 10:48:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Original value is
correct

Feb-02-2021 10:47:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Systolic BP 157 is
outside of Normal
Range 90 - 140.

Feb-02-2021 10:47:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
157

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Feb-02-2021 10:47:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
74

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Feb-02-2021 10:47:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
22

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Feb-02-2021 10:47:52
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
100

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:49:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/22/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-02-2021 10:49:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Systolic:: 15
3

Diastolic:: 74

Respiratory Rate in respir
ations/minute:

18

Heart Rate in beats/minut
e:

96

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:49:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Feb-03-2021 15:06:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Mina
Francisco
(pfe francm73)

Query 1: Closed Response satisfies
query

Feb-03-2021 11:31:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Not clinically
signficiant.
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Feb-02-2021 12:59:35
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query 1: Reissued:Opened Please verify if this
is clinically
significant or not.

Feb-02-2021 10:49:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Original value is
correct

Feb-02-2021 10:49:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Systolic BP 153 is
outside of Normal
Range 90 - 140.

Feb-02-2021 10:49:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
153

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Feb-02-2021 10:49:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
74

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Feb-02-2021 10:49:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
18

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Feb-02-2021 10:49:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
96

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:49:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/23/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-04-2021 11:48:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Systolic:: 16
1

Diastolic:: 83

Respiratory Rate in respir
ations/minute:

20

Heart Rate in beats/minut
e:

98

New Information

Feb-02-2021 10:49:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Systolic:: 16
1

Diastolic:: 83

Respiratory Rate in respir
ations/minute:

20

Heart Rate in beats/minut
e:

93

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:49:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a Systolic:09
01

77
e1

96
ae

3f
e8
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Date Location User Value Reason

Feb-03-2021 15:07:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Mina
Francisco
(pfe francm73)

Query 1: Closed Response satisfies
query

Feb-03-2021 11:32:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Not clinically
signficiant.

Feb-02-2021 13:00:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query 1: Reissued:Opened Please verify if this
is clinically
significant or not.

Feb-02-2021 10:49:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Original value is
correct

Feb-02-2021 10:49:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Systolic BP 161 is
outside of Normal
Range 90 - 140.

Feb-02-2021 10:49:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
161

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Feb-02-2021 10:49:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
83

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Feb-02-2021 10:49:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
20

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Feb-04-2021 11:48:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
98

New Information

Feb-02-2021 10:49:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
93

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:50:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/23/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-02-2021 10:50:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Systolic:: 14
7

Diastolic:: 77

Respiratory Rate in respir
ations/minute:

18

Heart Rate in beats/minut
e:

98

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:50:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a Systolic:

Date Location User Value Reason

Feb-03-2021 15:07:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Mina
Francisco
(pfe francm73)

Query 1: Closed Response satisfies
query

Feb-03-2021 11:32:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Not clinically
signficiant.
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Feb-02-2021 13:00:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query 1: Reissued:Opened Please verify if this
is clinically
significant or not.

Feb-02-2021 10:50:37
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Original value is
correct

Feb-02-2021 10:50:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Systolic BP 147 is
outside of Normal
Range 90 - 140.

Feb-02-2021 10:50:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
147

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Feb-02-2021 10:50:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
77

Initial Entry

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Feb-02-2021 10:50:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
18

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Feb-02-2021 10:50:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
98

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Form Version: 15-Sep-2020 21:54 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Feb-04-2021 11:43:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Deleted New
Information

Feb-02-2021 10:54:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Date:

Date Location User Value Reason

Feb-05-2021 01:27:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Closed Response satisfies
query

Feb-04-2021 11:43:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information

Feb-04-2021 02:49:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Balaji Prabu R
(pfe rb01)

Query 1: Opened Per completion
guidelines, If
multiple values
were recorded on a
single day, at a
minimum the most
abnormal should be
recorded, i.e. the
lowest Oxygen
Saturation for the
day. Please review
all data entered and
remove as per
completion
guidelines.

Feb-02-2021 10:54:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-02-2021 10:54:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Oxygen Saturation: 96.0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail
History

Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Feb-02-2021 10:54:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Feb-02-2021 10:54:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
96.0

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Form Version: 14-Jan-2021 02:17 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Feb-04-2021 11:44:05
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Deleted New
Information

Feb-02-2021 10:56:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Form Version: 14-Jan-2021 02:17 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-02-2021 10:56:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created

09
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Form Version: 14-Jan-2021 02:17 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Feb-04-2021 11:44:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Deleted New
Information

Feb-02-2021 10:57:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created

09
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Form Version: 14-Jan-2021 02:17 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-02-2021 10:57:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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e1

96
ae

3f
e8

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0142247



Page 396 of 435
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Form Version: 14-Jan-2021 02:17 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Feb-04-2021 11:44:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Deleted New
Information

Feb-02-2021 10:58:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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***Confidential***

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Form Version: 14-Jan-2021 02:17 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

Date Location User Value Reason

Feb-04-2021 11:44:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Deleted New
Information

Feb-02-2021 10:58:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - Audit Trail

Form Version: 14-Jan-2021 02:17 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-02-2021 10:59:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail
History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:56:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-02-2021 10:56:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Oxygen Saturation: 93.0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:56:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Feb-02-2021 10:56:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
93.0

Initial Entry
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***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail
History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:56:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-02-2021 10:56:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Oxygen Saturation: 92.0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:56:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Feb-02-2021 10:56:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
92.0

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail
History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:57:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/21/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-02-2021 10:57:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Oxygen Saturation: 98.0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:57:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Feb-02-2021 10:57:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
98.0

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail
History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:57:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/21/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-02-2021 10:57:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Oxygen Saturation: 97.0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:57:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Feb-02-2021 10:57:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
97.0

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail
History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:58:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/21/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-02-2021 10:58:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Oxygen Saturation: 98.0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:58:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Feb-02-2021 10:58:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
98.0

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail
History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete, Deleted

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

*** THIS REPEATING FORM HAS BEEN DELETED ***

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:58:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/22/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-02-2021 10:58:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Oxygen Saturation: 97.0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:58:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Feb-02-2021 10:58:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
97.0

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail
History

Form Version: 14-Jan-2021 02:17 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date:

Date Location User Value Reason

Feb-02-2021 10:59:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/22/2021

Initial Entry

2.a

Date Location User Value Reason

Feb-02-2021 10:59:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Record Identifier:: 1

Oxygen Saturation: 97.0

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Feb-02-2021 10:59:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
1

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Feb-02-2021 10:59:01
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
97.0

Initial Entry

09
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\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0142257



Page 406 of 435

***Confidential***

 

Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: IMAGING - Audit Trail

Form Version: 06-Jul-2020 21:53 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-02-2021 11:12:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created

09
01

77
e1

96
ae

3f
e8
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: IMAGING - Audit Trail

Form Version: 06-Jul-2020 21:53 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-02-2021 11:12:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created

09
01

77
e1

96
ae

3f
e8
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al

 O
n:
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FDA-CBER-2021-5683-0142259
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: IMAGING - Audit Trail

Form Version: 06-Jul-2020 21:53 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-02-2021 11:12:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created

09
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77
e1

96
ae

3f
e8
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FDA-CBER-2021-5683-0142260
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: IMAGING - Audit Trail

Form Version: 06-Jul-2020 21:53 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Feb-02-2021 11:13:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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3f
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: IMAGING - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Feb-02-2021 11:12:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Feb-02-2021 11:12:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
CHEST

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Feb-02-2021 11:12:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
X-RAY

Initial Entry

4. Assessment:

Date Location User Value Reason

Feb-02-2021 11:12:09
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NORMAL

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: IMAGING - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Feb-02-2021 11:12:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Feb-02-2021 11:12:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
HEAD

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Feb-02-2021 11:12:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
CT SCAN

Initial Entry

4. Assessment:

Date Location User Value Reason

Feb-02-2021 11:12:25
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NORMAL

Initial Entry

09
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3f
e8
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: IMAGING - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Feb-02-2021 11:12:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/21/2021

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Feb-02-2021 11:12:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
CHEST

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Feb-02-2021 11:12:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
X-RAY

Initial Entry

4. Assessment:

Date Location User Value Reason

Feb-02-2021 11:12:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NORMAL

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_ILL 1 - Unscheduled Visit
on Jan/20/2021

Form: IMAGING - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Feb-02-2021 11:13:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Feb-02-2021 11:13:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
OTHER

If other, specify:

Abdomen

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Feb-02-2021 11:13:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
ULTRASOUND

Initial Entry

4. Assessment:

Date Location User Value Reason

Feb-02-2021 11:13:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NORMAL

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Mar/10/2021

Form: DATE OF VISIT - ILLNESS CONVALESCENT - eCRF Audit
Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-10-2021 14:30:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Mar/10/2021

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Mar-10-2021 14:30:44
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
COVID_A1

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Mar/10/2021

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Data Origin

Date Location User Value Reason

Mar-10-2021 17:08:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Mar-10-2021 17:08:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Mar-10-2021 17:08:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query

Mar-10-2021 17:08:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are
entered. Please
review and correct
as appropriate.

Mar-10-2021 17:08:47
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Date of Collection:

Mar/10/2021

Initial Entry

5.a

Date Location User Value Reason

Mar-10-2021 17:08:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BR70H6

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Mar/10/2021

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.a Sample ID

Date Location User Value Reason

Mar-10-2021 17:08:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BR70H6

Initial Entry

5.b

Date Location User Value Reason

Mar-10-2021 17:14:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSH1M5

Initial Entry

5.b Sample ID

Date Location User Value Reason

Mar-10-2021 17:14:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSH1M5

Initial Entry

5.c

Date Location User Value Reason

Mar-10-2021 17:14:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSH1M4

Initial Entry

5.c Sample ID

Date Location User Value Reason

Mar-10-2021 17:14:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSH1M4

Initial Entry

5.d

Date Location User Value Reason

Mar-10-2021 17:14:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Sample ID: BSH1M3

Initial Entry
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Header Text: c4591001

Visit: POT_COVID_CONVA 1 - Unscheduled
Visit on Mar/10/2021

Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

5.d Sample ID

Date Location User Value Reason

Mar-10-2021 17:14:45
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
BSH1M3

Initial Entry

09
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Jan-29-2021 13:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail

Form Version: 22-Apr-2020 21:02 Form Status:

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

Date Location User Value Reason

Mar-10-2021 17:33:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Taylor
Stannard
(pfe.tstannard)

Form Created
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Header Text: c4591001

Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Category:

Date Location User Value Reason

Jan-29-2021 13:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Jan-29-2021 13:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Feb-10-2021 12:02:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response satisfies
query

Feb-04-2021 10:59:27
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered Per PI "COPD
exacerbation" does
not meet SAE
criteria.

Feb-02-2021 12:50:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 2: Closed Response satisfies
query

Feb-02-2021 11:13:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 2: Answered Changed data per
query

Feb-01-2021 11:04:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Salim
Bouguermouh
(pfe.bougus)

Query 2: Opened Clin: Please
complete the
potential
COVID-19 Illness
Visit CRF form
with all the
information
available09
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Jan-30-2021 21:08:15
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened Clinical On review
of the SAE report
for pneumonia, an
event of 'COPD
exacerbation' has
been mentioned,
treated with
steroids, yet it does
not appear in the
CRF. Please review
and report as an
additional event
only if a SAE (as
starting after Visit
3).

Jan-29-2021 13:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Pneumonia

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Jan-29-2021 13:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Jan/20/2021 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-05-2021 20:03:59
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Closed Response satisfies
query

Mar-03-2021 10:12:40
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Lisa Tucker
(pfe.ltucker)

Query 1: Answered End date has been
entered on SAE
form and faxed to
Pfizer.

Feb-25-2021 23:33:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Reissued:Opened Clinical Thank you;
please submit the
End date to the
SAE report

Feb-24-2021 11:08:56
(UTC-05:00) Eastern

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Answered New Information09
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Time (US & Canada)

Feb-24-2021 11:08:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

End Date Time:

Jan/27/2021 UNK:UNK

New Information

Feb-10-2021 12:06:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 1: Opened Clinical Please
review for
Pneumonia stop
date; if available,
please update AE
CRF and SAE
report

Jan-29-2021 13:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Jan-29-2021 13:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
3

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Feb-23-2021 13:26:31
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 3: Closed Query closed; will
follow for requested
COVID test
information.

Feb-11-2021 11:23:03
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 3: Answered Confirmed that it
should be replaced
to NEG and
'comprehensive
respiratory panel
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polymerase chain
reaction (PCR) was
negative (Biofire Dx
RP2/PCR Assay),
all on 20Jan2021

Feb-10-2021 12:05:43
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 3: Opened Clinical Please
confirm the COVID
test (UNK
date/UNK result) in
SAE Laboratory
section should be
replaced by NEG
and 'comprehensive
respiratory panel
polymerase chain
reaction (PCR) was
negative (Biofire Dx
RP2/PCR Assay),
all on 20Jan2021'

Feb-10-2021 12:05:13
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Closed rewording

Feb-10-2021 12:04:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Reissued:Opened Clinical Please
confirm the COVID
test (UNK
date/UNK result) in
SAE Laboratory
section should be
replaced by
'comprehensive
respiratory panel
polymerase chain
reaction (PCR) was
negative (Biofire Dx
RP2/PCR Assay),
all on 20Jan2021'

Feb-04-2021 11:36:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 2: Answered Added to SAE.
Faxed on 4feb2021

Feb-01-2021 09:07:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Deleted Close Auto Query
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Jan-30-2021 20:47:38
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Kathryn
Sewell
(pfe.sewelk02)

Query 2: Opened Clinical COVID test
status (yes/no)
during Hosp was not
reported in the SAE.
Please submit a
follow-up SAE form
[#2021082462] to
document if COVID
testing was
performed (YES/NO
or info not
available) and if yes,
the date and results.

Jan-29-2021 13:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Candidate For AE Pneumonia:
Response to "Is the
adverse event
serious?" is 'Yes' but
"Serious Adverse
Event Number" is
blank.

Jan-29-2021 13:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Is this serious event associate
d with congenital anomaly or
birth defect?

NO

Did this serious event result i
n death?

NO

Did this serious event require
or prolong hospitalization?

YES

Did this serious event result i
n persistent or significant disa
bility/incapacity?

NO

Is this serious event life threat

Initial Entry
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ening?

NO

Other medically important ser
ious event

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Jan-29-2021 13:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Jan-29-2021 13:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT RELATED

If Not Related to study treatme
nt(s), this event is due to:

OTHER

If Other, specify:

Un-related to vaccine

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Jan-29-2021 13:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Jan-29-2021 13:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
YES

Initial Entry
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12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Jan-29-2021 13:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Mar-04-2021
02:36:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 2: Closed Response satisfies query

Mar-03-2021
11:22:42 (UTC-05:00)
Eastern Time (US &
Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 2: Answered Safety updated faxed on
01Mar2021

Feb-26-2021 00:09:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Ricell Ann
Piojo
(pfe.quitor)

Query 2: Opened SAE
RECON:AER#2021082462
,outcome was updated to
RECOVERED/RESOLVED
on AE CRF while reported
as Recovering/Resolving in
Safety database. Please
confirm correct outcome. If
safety update is required,
please submit a follow-up
form.

Feb-24-2021 11:09:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Feb-24-2021 11:09:17
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RECOVERED/RESOLVE
D

New Information

Feb-24-2021 11:08:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened For AE Pneumonia:
Response to "What was the
outcome of this adverse
event?" is
'Recovering/Resolving' but
AE End Date/Time is
present.
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Jan-29-2021 13:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RECOVERING/RESOLV
ING

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Jan-29-2021 13:00:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Feb-01-2021 09:07:55
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Pamela Benne
prod
(pfe.bennep07)

Data Entry:
2021082462

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Mar-10-2021 17:33:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Mar-10-2021 17:33:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Mar-10-2021 17:33:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Peripheral edema

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Mar-10-2021 17:33:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Feb/3/2021 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-10-2021 17:33:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

End Date Time:

Mar/5/2021 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason
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Mar-10-2021 17:33:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
2

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may
require medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Mar-10-2021 17:33:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Mar-10-2021 17:33:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Mar-10-2021 17:33:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NOT RELATED

If Not Related to study treatme
nt(s), this event is due to:

OTHER

If Other, specify:

Exisiting neuropathy

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Mar-10-2021 17:33:51
(UTC-05:00) Eastern

ACV0PFEINFP6000  Taylor
Stannard

Data Entry:
NOT APPLICABLE

Initial Entry09
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Time (US & Canada) (pfe.tstannard)

11. Was a Concomitant Medication given?

Date Location User Value Reason

Mar-10-2021 17:33:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Mar-10-2021 17:33:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Mar-10-2021 17:33:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
RECOVERED/RESOLVED

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Mar-10-2021 17:33:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
NO

Initial Entry
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Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Dec-01-2020
10:06:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Closed Close Auto Query

Dec-01-2020
10:06:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Nov/24/2020

Transcription Error

Dec-01-2020
10:05:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto query
(autoquery)

Query 1: Opened Response to "Date of
Completion/Discontinuation
/Death" 24/Dec/2020 is a
future date relative to when
it was entered on 01/Dec
/2020. Please correct.

Dec-01-2020
10:05:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
Dec/24/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Dec-01-2020 10:05:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Dec-01-2020 10:05:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Subject Status

Date Location User Value Reason

Dec-01-2020 10:05:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Oct-02-2020 15:02:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Oct-02-2020 14:49:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Dec-24-2020 05:32:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Vikas Joshi
(pfe.joshiv22)

Query 2: Closed Response satisfies
query

Dec-23-2020 12:58:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 2: Answered Entered in error

Dec-22-2020 06:27:42
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Swapna
Varikuti
(pfe.variks)

Query 2: Reissued:Opened RQ1: Response
states 'PI spoke with
patient, no symptom
to report'. Please
confirm if Illness
ediary entry of
4DEC2020 was
deemed erroneous
and subject had no
symptoms on that
day.

Dec-21-2020 13:20:10
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 2: Answered PI spoke with
patient, no symptom
to report.

Dec-17-2020 02:36:15
(UTC-05:00) Eastern

ACV0PFEINFP6000  Swapna
Varikuti

Query 1: Closed Response satisfies
query
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Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Time (US & Canada) (pfe.variks)

Dec-16-2020 11:40:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered subject was
contacted and the
entry was erreneous.

Dec-15-2020 10:50:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Sharat Nair
(pfe.nairs51)

Query 2: Opened Illness ediary: As
per Illness ediary
records, subject
reported "Yes" for
the question "Have
you experienced any
of the following?”
for the COVID-19
symptoms or
diagnosis on
04DEC2020. But
corresponding
COVID Illness visit
not reported. Please
clarify.

Dec-11-2020 00:03:48
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Nancy
Vedamuthu
(pfe.vedamn)

Query 1: Reissued:Opened RQ1: Response
states 'no COVID
symptom to report'.
Please confirm if
Illness ediary entry
of 28NOV2020 was
deemed erroneous.

Dec-10-2020 10:57:19
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Taylor
Stannard
(pfe.tstannard)

Query 1: Answered PI called and spoke
with participant, no
COVID symptom to
report

Dec-07-2020 06:00:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Sharat Nair
(pfe.nairs51)

Query 1: Opened Illness ediary: As
per Illness ediary
records, subject
reported "Yes" for
the question "Have
you experienced any
of the following?”
for the COVID-19
symptoms or
diagnosis on
28NOV2020. But
corresponding
COVID Illness visit

09
01

77
e1

96
ae

3f
e8

\F
in

al
\F

in
al

 O
n:

 0
1-

A
pr

-2
02

1 
05

:2
5 

(G
M

T
)

FDA-CBER-2021-5683-0142285



Page 434 of 435

***Confidential***

Header Text: c4591001

Visit: Subject Status - Unscheduled Form: SUBJECT STATUS - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

not reported. Please
clarify.

Dec-01-2020 10:06:12
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Nov/24/2020

Transcription Error

Dec-01-2020 10:05:51
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Dec/24/2020

Initial Entry

Oct-02-2020 15:02:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/2/2020

Initial Entry

Oct-02-2020 14:49:23
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  auto calc
(autocalc)

Data Entry:
Oct/2/2020

Initial Entry
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Header Text: c4591001

Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified

Site No: 1015 Site Name: (1015) Boston Medical Center

Subject No: 10151238 Subject Initials: ---

Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 04:21

Back to Form

1. Casebook Signature

Date Location User Value Reason

Nov-11-2020 13:45:06
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000  Elizabeth
Barnett
(pfe.ebarnett)

Data Entry:
Click Here to Enable

Initial Entry
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Header Text: c4591001
Visit: COHORT_SELECTION Form: COHORT SELECTION
Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5, STAGE 3
option is equivalent to PHASE 2/3.

1. Select appropriate response -
Protocol version

24 JUL 2020

2. Select appropriate response - What
cohort does the subject belong to?

STAGE 3 COHORTS
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED
Date Written Consent Obtained
Sep/10/2020
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Header Text: c4591001
Visit: COHORT_SELECTION Form: DEMOGRAPHY
Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Demography

1. Subject ID [10811194]

2. Birth Date: /1968

3. Sex: FEMALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): WHITE

6. Racial Designation:
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Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/10/2020

2. Erroneous Visit

09
01

77
e1

96
ae

3f
03

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:0

6 
(G

M
T)

FDA-CBER-2021-5683-0006269



Page 5 of 355

***Confidential***

 

Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA
Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Form Comments

Inclusion Criteria Not Met

1. Description of Inclusion Criterion
Not Met

Not Done

Exclusion Criteria Met

2. Description of Exclusion Criterion
Met

Not Done
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Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Disposition - Screening

1. Date of Completion/Discontinuation
/Death

Sep/10/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Chronic obstructive pulmonary disease]

Start Date: UNK/UNK/2015

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Hypertension]

Start Date: UNK/UNK/2015

Ongoing: YES

1.c Line/MH Number: [3]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Hypothyroidism]

Start Date: UNK/UNK/1995

Ongoing: YES

1.d Line/MH Number: [4]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Osteoarthritis of the knees]

Start Date: UNK/UNK/2018

Ongoing: YES

1.e Line/MH Number: [5]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Attention deficit disorder]

Start Date: UNK/UNK/2017

Ongoing: YES09
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Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

1 f Line/MH Number: [6]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Postmenopausal]

Start Date: UNK/UNK/2018

Ongoing: YES

1.g Line/MH Number: [7]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Allergy to oral NSAIDs]

Start Date: UNK/UNK/2007

Ongoing: YES

1.h Line/MH Number: [8]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Allergy to Sulfa drugs]

Start Date: UNK/UNK/2002

Ongoing: YES
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Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Vital Signs

1. Date: Sep/10/2020

2. Weight: [210.8]

3. Unit: LB

4. Height: [66.0]

5. Unit: in

6. Body Mass Index: [34.0]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [97.1]

Unit: F

Temperature Location: ORAL CAVITY
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Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Sep/10/2020

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result:

Not Done: NOT DONE
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Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Disposition

1. Randomization Date : Sep/10/2020

2. Randomization Number: [86545]

3. Randomization Group: [ ]
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Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES
Date of Collection:
Sep/10/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP1HP2]

5.b Sample ID [BP1HP3]

5.c Sample ID [BP1HP4]

5.d Sample ID [BRTXMH]

5.e Sample ID [BRTXMJ]
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES
Date of Collection:
Sep/10/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP97R3]
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eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/10/2020 12:44

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES
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eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

NO - REACTOGENICITY E-DIARY NOT COLLECTED FOR THIS SUBJECT
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/29/2020

2. Erroneous Visit
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Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Vital Signs

1. Date: Sep/29/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [98.4]

Unit: F

Temperature Location: ORAL CAVITY
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Header Text: c4591001
Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Lab Urinalysis

1. Lab Panel: URINALYSIS

2. Lab Sub-Panel: PREGNANCY

3. Collection Date: Sep/29/2020

4. Laboratory Name and Address
(Derived)

[STUDY SITE]

5. Specimen Type: URINE

Lab Result

6.a Sponsor ID: [113]

Test: Choriogonadotropin Beta_PX113

Result:

Not Done: NOT DONE

09
01

77
e1

96
ae

3f
03

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:0

6 
(G

M
T)

FDA-CBER-2021-5683-0006283



Page 19 of 355

***Confidential***

 

Header Text: c4591001
Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES
Date of Collection:
Sep/29/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP97WB]
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Header Text: c4591001
Visit: V2_VAX2_L Form: VACCINATION
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Sep/29/2020 13:39

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES

09
01

77
e1

96
ae

3f
03

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:0

6 
(G

M
T)

FDA-CBER-2021-5683-0006285



Page 21 of 355

***Confidential***

 

Header Text: c4591001
Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/27/2020

2. Erroneous Visit
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Header Text: c4591001
Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES
Date of Collection:
Oct/27/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BS64MF]

5.b Sample ID [BS64MG]

5.c Sample ID [BRDCPV]

5.d Sample ID [BRDCPW]
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Header Text: c4591001
Visit: V4_MONTH6_L Form: DATE OF VISIT
Form Version: 22-Apr-2020 21:02 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001
Visit: V4_MONTH6_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Version: 22-Apr-2020 21:03 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001
Visit: V5_MONTH12_L Form: DATE OF VISIT
Form Version: 22-Apr-2020 21:02 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001
Visit: V5_MONTH12_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Version: 22-Apr-2020 21:03 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001
Visit: V6_MONTH24_L Form: DATE OF VISIT
Form Version: 22-Apr-2020 21:02 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001
Visit: V6_MONTH24_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Version: 22-Apr-2020 21:03 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: DATE OF VISIT - ILLNESS ONSET

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Date of Visit

1. Date of Visit Oct/12/2020

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: Oct/12/2020

2. Date of First Symptom Started: Oct/9/2020

3. Symptoms Ongoing? YES

Symptoms

4.a Symptoms: FEVER

Was symptom present? NO

4.b Symptoms: NEW OR INCREASED COUGH

Was symptom present? YES

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH

Was symptom present? NO

4.d Symptoms: CHILLS

Was symptom present? NO

4.e Symptoms: NEW OR INCREASED MUSCLE PAIN

Was symptom present? NO

4 f Symptoms: NEW LOSS OF TASTE OR SMELL

Was symptom present? NO

4.g Symptoms: NEW OR INCREASED SORE THROAT

Was symptom present? YES

4.h Symptoms: DIARRHEA

Was symptom present? NO

4.i Symptoms: VOMITING

Was symptom present? NO

Symptoms - Other

5.a Symptoms - Other Text: [Fatigue]
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Header Text: c4591001
Visit: POT_COVID_ILL 1 Form: MICROBIOLOGY SPECIMEN
Form Version: 06-Jul-2020 21:54
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

# Date of Collecti
on

Specimen Ty
pe

Specimen Collection Locat
ion

Assay Code and Descript
ion

Device Typ
e Form Instance

 1. Not Done Not Done Not Done Not Done Not Done Repeating
Pages
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

1. Actual Date of Collection: Not Done

//

Comments

2. Specimen Type: Not Done Comments

3. Specimen Collection Location: Not Done Comments

4. Assay Code and Description: Not Done Comments

5. Device Type: Not Done Comments

6. Trade Name: Not Done Comments

7. Test Result: Not Done Comments

8. Comments/Findings/Details: Not Done

[ ]

Comments

9. Trade Name Other, Specify: Not Done

[ ]

Comments
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB_SELF

3. Sample Collected? YES
Date of Collection:
Oct/12/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [CV34836]
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE Comments

2. Sample Type NASAL_SWAB Comments

3. Sample Collected? NO Comments

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[Self Swab collected] Comments

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: HEALTH CARE UTILIZATION

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Health Care Utilization

1.a Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or Contacts: NO

1.b Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts: NO

1.c Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or Contacts: NO

1.d Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or Contacts: NO

1.e Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts: NO

1 f Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or Contacts: NO

Health Care Utilization Other

2. Other Type of Practitioner Specify: [ ]

Health Care Utilization

3. Has the subject been hospitalized due
to potential COVID-19 illness?

NO
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Header Text: c4591001
Visit: POT_COVID_ILL 1 Form: RESPIRATORY TREATMENT
Form Version: 06-Jul-2020 21:53
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

# Treatment Identif
ier

Con Non-Drug Treatments Pre-spe
cified Treatment Treatment Start Date Form Instance

 1. Not Applicable Not Applicable Not Applicabl
e 

Not Applicabl
e 

Not Applicabl
e 

Repeating
Pages
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form
Form Comments
eCRF Audit Trail History

Respiratory Treatment

1. What is the treatment Identifier? Not Applicable

[ ]

Comments

2. Concomitant Non-drug Treatment
Pre-specified:

Not Applicable Comments

3. Treatment: Not Applicable Comments

4. Treatment: Not Applicable

[ ]

Comments

5. Start Date: Not Applicable

//

Comments

6. Ongoing? Not Applicable Comments
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: ILLNESS DETAILS

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: POTENTIAL COVID-19 ILLNESS

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

NO

3. Toxicity Grade: 2
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Header Text: c4591001
Visit: POT_COVID_ILL 1 Form: ILLNESS DETAILS - SEVERE
Form Version: 17-Jul-2020 21:55
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

# Category of Clinical Event: Subcategory of Clinical Event Diagnosis Obtained Toxicity Grade Form Instance

 1. Not Applicable Not Applicable Not Applicable Not Applicable Repeating Pages
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: ILLNESS DETAILS - SEVERE

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form
Form Comments
eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: Not Applicable Comments

2. Subcategory of Clinical Event: Not Applicable Comments

3. Was a diagnosis obtained? Not Applicable Comments

4. Toxicity Grade: Not Applicable Comments
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Header Text: c4591001
Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY
Form Version: 21-Aug-2020 02:49
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

# Category for L
ab Test

Vendor Na
me

Collection
Date:

Specimen
Type Lab Result Form Instanc

e

 1. Not Applicable Not Applic
able 

Not Applica
ble 

Not Applic
able 

Sponsor-Defined I
dentifier Test: Result:

Not Applicable Not Applic
able 

Not Applic
able 

Not Applicable Not Applic
able 

Not Applic
able 

Not Applicable Not Applic
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Back to Form
Form Comments
eCRF Audit Trail History

Lab Chemistry Details

1. Lab Panel: Not Applicable Comments

2. Laboratory Name and Address Not Applicable

[ ]

Comments

3. Collection Date: Not Applicable

//

Comments

4. Specimen Type: Not Applicable Comments

Lab Result

5.a Sponsor ID: Not Applicable

[ ]

Comments

Test: C Reactive Protein_PX329

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
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High
[ ]
Unit

Comments
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5.b Sponsor ID: Not Applicable

[ ]

Comments

Test: Alanine Aminotransferase_PX30

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments

5.c Sponsor ID: Not Applicable

[ ]

Comments

Test: Aspartate Aminotransferase_PX28

Result: Not Applicable

[ ]
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LNMT Not Applicable
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Comments
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5.d Sponsor ID: Not Applicable

[ ]

Comments

Test: Alkaline Phosphatase_PX35

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments

5.e Sponsor ID: Not Applicable

[ ]
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Result: Not Applicable

[ ]
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5 f Sponsor ID: Not Applicable

[ ]
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Test: Blood Urea Nitrogen_PX47

Result: Not Applicable

[ ]
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Low
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# Category for
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Vendor Name (D
ERIVED)

Collection
Date:

Specimen
Type Lab Result Form Instanc

e

 1. Not Applicable
 

Not Applicable Not Applic
able 

Not Appli
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Sponsor-Defined
Identifier Test: Result:
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Not Appli
cable 
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Back to Form
Form Comments
eCRF Audit Trail History

Laboratory Data Hematology

1. Lab Panel: Not Applicable Comments

2. Laboratory Name and Address Not Applicable

[ ]

Comments

3. Collection Date: Not Applicable

//

Comments

4. Specimen Type: Not Applicable Comments

Lab Result

5.a Sponsor ID: Not Applicable

[ ]

Comments

Test: Hemoglobin_PX1

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments
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5.b Sponsor ID: Not Applicable

[ ]

Comments

Test: Hematocrit_PX2

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments

5.c Sponsor ID: Not Applicable

[ ]

Comments

Test: Erythrocytes_PX3
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5.d Sponsor ID: Not Applicable

[ ]

Comments

Test: Platelets_PX5

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
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[ ]
Unit

Comments

5.e Sponsor ID: Not Applicable
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Comments
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5 f Sponsor ID: Not Applicable

[ ]

Comments

Test: Neutrophils_PX608

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable
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[ ]
Unit

Comments
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Test: Eosinophils_PX609
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5.h Sponsor ID: Not Applicable

[ ]

Comments

Test: Monocytes_PX612

Result: Not Applicable

[ ]

Comments

Not Done: Not Applicable Comments

LNMT Not Applicable
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[ ]
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[ ]
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Comments
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Comments
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LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments

09
01

77
e1

96
ae

3f
03

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:0

6 
(G

M
T)

FDA-CBER-2021-5683-0006316



Page 52 of 355

***Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

5.j Sponsor ID: Not Applicable

[ ]

Comments

Test: Lymphocytes_PX611

Result: Not Applicable
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Not Done: Not Applicable Comments

LNMT Not Applicable

Low
[ ]
High
[ ]
Unit

Comments

09
01

77
e1

96
ae

3f
03

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:0

6 
(G

M
T)

FDA-CBER-2021-5683-0006317



Page 53 of 355

***Confidential***

 

Header Text: c4591001
Visit: POT_COVID_ILL 1 Form: VITAL SIGNS - COVID
Form Version: 21-Aug-2020 02:50
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

# Date: Vital Signs Details Form Instance

 1. Not Applicable Record Identifier: Systolic: Diastolic:

Not Applicable Not Applicable Not Applicable 
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Back to Form
Form Comments
eCRF Audit Trail History

Vital Signs

1. Date: Not Applicable

//

Comments

Vital Signs Details

2.a Record Identifier: Not Applicable

1

Systolic: Not Applicable

[ ]

Comments

Diastolic: Not Applicable

[ ]

Comments

Respiratory Rate in
respirations/minute:

Not Applicable
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Comments

Heart Rate in beats/minute: Not Applicable

[ ]

Comments
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Back to Form
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Vital Signs

1. Date: Not Applicable

//

Comments

Vital Signs Details

2.a Record Identifier: Not Applicable

1

SPO2 Pulse Oximetry % Not Applicable
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Comments
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# Date Time of Assessment Arterial Blood Gases PaO2 FiO2 (Fraction of Inhaled Oxygen) Form Instance
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Back to Form
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Oxygenation Parameters

1. Date Time of Assessment: Not Applicable

//

Comments

2. Arterial Blood Gases PaO2 (mmHg): Not Applicable
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Comments

3. FiO2 (Fraction of Inhaled Oxygen): Not Applicable
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Comments
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# Sponsor-Defined Id
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Category for Medi
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Concomitant Medications Pr
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Name of Medic
ation Start Date Form Instanc

e
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Back to Form
Form Comments
eCRF Audit Trail History

Concomitant Medications

1. What is the medication identifier? Not Applicable

[ ]

Comments

2. Category: Not Applicable Comments

3. Concomitant Medications
Pre-specified:

Not Applicable Comments

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

Not Applicable

[ ]

Comments

5. Start Date: Not Applicable

//

Comments

6. Ongoing? Not Applicable Comments
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# Date of Assessment Location of Assessment Imaging Method Overall Assessment Form Instance
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Back to Form
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Imaging

1. Date of Assessment: Not Applicable

//
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2. Location of Assessment: Not Applicable Comments

3. Type of Imaging Exam: Not Applicable Comments

4. Assessment: Not Applicable Comments

09
01

77
e1

96
ae

3f
03

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:0

6 
(G

M
T)

FDA-CBER-2021-5683-0006327



Page 63 of 355

***Confidential***

 

Header Text: c4591001
Visit: POT_COVID_CONVA - New Unscheduled
Visit

Form: DATE OF VISIT - ILLNESS CONVALESCENT

Form Version: 22-Apr-2020 21:04 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001
Visit: Unplanned - New Unscheduled Visit Form: DATE OF VISIT
Form Version: 22-Apr-2020 21:02 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001
Visit: Unplanned - New Unscheduled Visit Form: UNPLANNED VISIT
Form Version: 22-Apr-2020 21:04 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Unplanned Assessments

1. Assessments
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Header Text: c4591001
Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Disposition - Treatment

1. Date of Completion/Discontinuation
/Death :

Oct/27/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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Header Text: c4591001
Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP
Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Disposition - Follow-Up

1. Date of Completion/Discontinuation
/Death :

Nov/4/2020

2. Phase of Disposition: FOLLOW-UP

3. Status: DEATH

4. Specify Status: [ ]
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Header Text: c4591001
Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: DATE OF VISIT - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:

09
01

77
e1

96
ae

3f
03

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:0

6 
(G

M
T)

FDA-CBER-2021-5683-0006334



Page 70 of 355

***Confidential***

 

Header Text: c4591001
Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001
Visit: Logs Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

# Category AE Identifi
er Adverse Event Start Date Is the Adverse Event Still On

going Form Instance

 1. ADVERSE EVE
NT 

1 Myocardial Infarct
ion 

Nov/4/2020 UNK:U
NK 

NO
End Date Time:

Nov/4/2020 UNK:UNK
 

Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Myocardial Infarction]

4. Start Date Time: Nov/4/2020 UNK:UNK

5. Is the adverse event still ongoing? NO
End Date Time:
Nov/4/2020 UNK:UNK

6. Toxicity Grade: 4

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

YES
Is this serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
YES

Did this serious event require or prolong hospitalization?
NO

Did this serious event result in persistent or significant disability/incapacity?
NO

Is this serious event life threatening?
YES

Other medically important serious event
NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED
If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[Hypertensive cardiovascular disease]09
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Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

NO

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

FATAL

14. Did the adverse event cause the
subject to be discontinued from the
study?

YES

15. Serious Adverse Event Number: For
Pfizer Use Only

[2020447660]
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Header Text: c4591001
Visit: Logs Form: MEDICATION ERROR
Form Version: 17-Jul-2020 21:54
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

# Categor
y

Medication Err
or

Start Da
te

Is the medication error Still On
going

Study Medication Errors Ac
tion Form Instance

 1.      Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled Form: MEDICATION ERROR
Form Version: 17-Jul-2020 21:54 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment given?

8. Did the Medication Error cause the
subject to be discontinued from the
study?

9. Was this medication error associated
with any adverse events?

10. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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Header Text: c4591001
Visit: Logs Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS
Form Version: 22-Apr-2020 21:03
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

# Sponsor-Defined Ide
ntifier

Category for Medi
cation

Concomitant Medications Pre
-specified

Name of Medic
ation

Start D
ate

Form Instanc
e

 1.      Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS
Form Version: 22-Apr-2020 21:03 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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Header Text: c4591001
Visit: Logs Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Version: 22-Apr-2020 21:03
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

# Sponsor-Defined Id
entifier

Category for Med
ication

Concomitant Medications Pr
e-specified

Name of Medic
ation

Dose Descri
ption

Form Instanc
e

 1.      Repeating
Pages
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Header Text: c4591001
Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - PROHIBITED
Form Version: 22-Apr-2020 21:03 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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Header Text: c4591001
Visit: Logs Form: RADIATION TREATMENT
Form Version: 22-Apr-2020 21:02
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

# Category Treatment Identifier Con Non-Drug Treatments Pre-specified Treatment Start Date Form Instance

 1.      Repeating Pages
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Header Text: c4591001
Visit: Logs - Unscheduled Form: RADIATION TREATMENT
Form Version: 22-Apr-2020 21:02 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Header Text: c4591001
Visit: Logs Form: TRANSFUSIONS
Form Version: 22-Apr-2020 21:03
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

# Transfusion Type Date of Transfusion Form Instance

 1.   Repeating Pages
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Header Text: c4591001
Visit: Logs - Unscheduled Form: TRANSFUSIONS
Form Version: 22-Apr-2020 21:03 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled Form: DATE OF VISIT
Form Version: 22-Apr-2020 21:02 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled Form: VITAL SIGNS - TEMP
Form Version: 20-Feb-2021 02:16 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled Form: LAB URINALYSIS - PREGNANCY TEST
Form Version: 20-Feb-2021 02:14 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Lab Urinalysis

1. Lab Panel:

2. Lab Sub-Panel:

3. Collection Date: //

4. Laboratory Name and Address
(Derived)

[ ]

5. Specimen Type:

Lab Result

6. Sponsor ID: [ ]

Test:

Result:

Not Done:
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Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled Form: VACCINATION
Form Version: 10-Dec-2020 02:26 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?
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Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 1
Form Version: 10-Oct-2020 15:57 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001
Visit: Unplanned Vaccination - Unscheduled Form: CONTACT OUTCOME - MONTH 6
Form Version: 10-Oct-2020 16:01 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Header Text: c4591001
Visit: V201_SURVEIL_CONSENT - Unscheduled Form: DATE OF VISIT
Form Version: 22-Apr-2020 21:02 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001
Visit: V201_SURVEIL_CONSENT - Unscheduled Form: INFORMED CONSENT - ASYMPTOMATIC SURVEILLANCE
Form Version: 14-Jan-2021 02:29 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Informed Consent - Asymptomatic Surveillance

1. Consent Was:
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Header Text: c4591001
Visit: V201_SURVEIL_CONSENT - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY
Form Version: 22-Apr-2020 21:03 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001
Visit: V201_SURVEIL_CONSENT - Unscheduled Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB
Form Version: 22-Apr-2020 21:03 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Header Text: c4591001
Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT

Form Version: 22-Apr-2020 21:02 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Header Text: c4591001
Visit: Potential ReVax Initial Contact -
Unscheduled

Form: FURTHER VACCINATION CONFIRMATION

Form Version: 10-Dec-2020 02:25 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?
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Header Text: c4591001
Visit: Disposition - Unscheduled Form: TREATMENT UNBLINDED
Form Version: 22-Apr-2020 21:03 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Treatment Unblinded

1. Date Treatment Unblinded : //

2. Primary Reason for Unblinding:
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Header Text: c4591001
Visit: Disposition - Unscheduled Form: WITHDRAWAL OF CONSENT
Form Version: 22-Apr-2020 21:03 Form Status: Not Started
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Withdrawal Of Consent

1. Withdrawal of Consent Date : //
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Header Text: c4591001
Visit: Disposition - Unscheduled Form: DEATH DETAILS CODED
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Death Details

1. Date of Collection / Notification of
Death:

Nov/11/2020

Cause of Death

2.a Cause of Death Status: PRIMARY CAUSE OF DEATH

Cause of Death: [Myocardial Infarction]
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Header Text: c4591001
Visit: Subject Status - Unscheduled Form: SUBJECT STATUS
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Subject Status

1. Subject Status DISCONTINUED

2. Subject Status Date Nov/4/2020

09
01

77
e1

96
ae

3f
03

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:0

6 
(G

M
T)

FDA-CBER-2021-5683-0006364



Page 100 of 355

***Confidential***

 

Header Text: c4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Header Text: c4591001
Visit: Investigator Signature - Unscheduled Form: CASEBOOK SIGNATURE FORM
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

James Fry Approved Jan-23-2021 12:19:24 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, JamesFry, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - Comments
Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

Form Sep-10-2020 12:57:11 (UTC-05:00) Eastern Time
(US & Canada)

Tawnyn Ebner
(pfe.tebner)

All inclusions and exclusions met

Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

Form Oct-13-2020 11:38:02 (UTC-05:00) Eastern Time
(US & Canada)

Lora Morris
(pfe.lmorris)

Not Done

Form Oct-12-2020 12:59:26 (UTC-05:00) Eastern Time
(US & Canada)

James Fry
(pfe.jfry)

Not Applicable

09
01

77
e1

96
ae

3f
03

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:0

6 
(G

M
T)

FDA-CBER-2021-5683-0006368



Page 104 of 355

***Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

1 Oct-13-2020 11:38:02 (UTC-05:00) Eastern Time
(US & Canada)

Lora Morris
(pfe.lmorris)

Not Done

1 Oct-12-2020 12:59:26 (UTC-05:00) Eastern Time
(US & Canada)

James Fry
(pfe.jfry)

Not Applicable
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

2 Oct-13-2020 11:38:02 (UTC-05:00) Eastern Time
(US & Canada)

Lora Morris
(pfe.lmorris)

Not Done

2 Oct-12-2020 12:59:26 (UTC-05:00) Eastern Time
(US & Canada)

James Fry
(pfe.jfry)

Not Applicable
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

3 Oct-13-2020 11:38:02 (UTC-05:00) Eastern Time
(US & Canada)

Lora Morris
(pfe.lmorris)

Not Done

3 Oct-12-2020 12:59:26 (UTC-05:00) Eastern Time
(US & Canada)

James Fry
(pfe.jfry)

Not Applicable

09
01

77
e1

96
ae

3f
03

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:0

6 
(G

M
T)

FDA-CBER-2021-5683-0006371



Page 107 of 355

***Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

4 Oct-13-2020 11:38:02 (UTC-05:00) Eastern Time
(US & Canada)

Lora Morris
(pfe.lmorris)

Not Done

4 Oct-12-2020 12:59:26 (UTC-05:00) Eastern Time
(US & Canada)

James Fry
(pfe.jfry)

Not Applicable
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5 Oct-13-2020 11:38:02 (UTC-05:00) Eastern Time
(US & Canada)

Lora Morris
(pfe.lmorris)

Not Done

5 Oct-12-2020 12:59:26 (UTC-05:00) Eastern Time
(US & Canada)

James Fry
(pfe.jfry)

Not Applicable

09
01

77
e1

96
ae

3f
03

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:0

6 
(G

M
T)

FDA-CBER-2021-5683-0006373



Page 109 of 355

***Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

6 Oct-13-2020 11:38:02 (UTC-05:00) Eastern Time
(US & Canada)

Lora Morris
(pfe.lmorris)

Not Done

6 Oct-12-2020 12:59:26 (UTC-05:00) Eastern Time
(US & Canada)

James Fry
(pfe.jfry)

Not Applicable
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

7 Oct-13-2020 11:38:02 (UTC-05:00) Eastern Time
(US & Canada)

Lora Morris
(pfe.lmorris)

Not Done

7 Oct-12-2020 12:59:26 (UTC-05:00) Eastern Time
(US & Canada)

James Fry
(pfe.jfry)

Not Applicable
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

8 Oct-13-2020 11:38:02 (UTC-05:00) Eastern Time
(US & Canada)

Lora Morris
(pfe.lmorris)

Not Done

8 Oct-12-2020 12:59:26 (UTC-05:00) Eastern Time
(US & Canada)

James Fry
(pfe.jfry)

Not Applicable
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: MICROBIOLOGY SPECIMEN - Comments

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

9 Oct-13-2020 11:38:02 (UTC-05:00) Eastern Time
(US & Canada)

Lora Morris
(pfe.lmorris)

Not Done

9 Oct-12-2020 12:59:26 (UTC-05:00) Eastern Time
(US & Canada)

James Fry
(pfe.jfry)

Not Applicable
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - Comments

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

Form Nov-07-2020 19:26:57 (UTC-05:00) Eastern Time
(US & Canada)

Lora Morris
(pfe.lmorris)

Telehealth Visit

Form Oct-15-2020 13:09:30 (UTC-05:00) Eastern Time
(US & Canada)

Lora Morris
(pfe.lmorris)

Telehealth Visit

Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - Comments
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

1 Nov-07-2020 19:26:57 (UTC-05:00) Eastern Time
(US & Canada)

Lora Morris
(pfe.lmorris)

Telehealth Visit

1 Oct-15-2020 13:09:30 (UTC-05:00) Eastern Time
(US & Canada)

Lora Morris
(pfe.lmorris)

Telehealth Visit

Not Done

09
01

77
e1

96
ae

3f
03

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:0

6 
(G

M
T)

FDA-CBER-2021-5683-0006379



Page 115 of 355

***Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - Comments
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

2 Nov-07-2020 19:26:57 (UTC-05:00) Eastern Time
(US & Canada)

Lora Morris
(pfe.lmorris)

Telehealth Visit

2 Oct-15-2020 13:09:30 (UTC-05:00) Eastern Time
(US & Canada)

Lora Morris
(pfe.lmorris)

Telehealth Visit

Not Done
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Header Text: c4591001
Visit: POT_COVID_ILL 1 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - Comments
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

3 Nov-07-2020 19:26:57 (UTC-05:00) Eastern Time
(US & Canada)

Lora Morris
(pfe.lmorris)

Telehealth Visit

3 Oct-15-2020 13:09:30 (UTC-05:00) Eastern Time
(US & Canada)

Lora Morris
(pfe.lmorris)

Telehealth Visit

Not Done

09
01

77
e1

96
ae

3f
03

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:0

6 
(G

M
T)

FDA-CBER-2021-5683-0006381
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Header Text: c4591001
Visit: POT_COVID_ILL 1 Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - Comments
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

4 Nov-07-2020 19:26:57 (UTC-05:00) Eastern Time
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2 Oct-12-2020 13:03:41 (UTC-05:00) Eastern Time
(US & Canada)

James Fry
(pfe.jfry)

Not Applicable
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

3 Oct-12-2020 13:03:41 (UTC-05:00) Eastern Time
(US & Canada)

James Fry
(pfe.jfry)

Not Applicable
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Oct/12/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

4 Oct-12-2020 13:03:41 (UTC-05:00) Eastern Time
(US & Canada)

James Fry
(pfe.jfry)

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

5 Oct-12-2020 13:03:41 (UTC-05:00) Eastern Time
(US & Canada)

James Fry
(pfe.jfry)

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - Comments

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

6 Oct-12-2020 13:03:41 (UTC-05:00) Eastern Time
(US & Canada)

James Fry
(pfe.jfry)

Not Applicable
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Form: IMAGING - Comments

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

Form Oct-12-2020 13:04:10 (UTC-05:00) Eastern Time
(US & Canada)

James Fry
(pfe.jfry)

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
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Form: IMAGING - Comments
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Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

1 Oct-12-2020 13:04:10 (UTC-05:00) Eastern Time
(US & Canada)

James Fry
(pfe.jfry)

Not Applicable
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Form: IMAGING - Comments

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

2 Oct-12-2020 13:04:10 (UTC-05:00) Eastern Time
(US & Canada)

James Fry
(pfe.jfry)

Not Applicable

09
01

77
e1

96
ae

3f
03

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:0

6 
(G

M
T)

FDA-CBER-2021-5683-0006495



Page 231 of 355

***Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: IMAGING - Comments

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

3 Oct-12-2020 13:04:10 (UTC-05:00) Eastern Time
(US & Canada)

James Fry
(pfe.jfry)

Not Applicable
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: IMAGING - Comments

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Item Date User Comment

4 Oct-12-2020 13:04:10 (UTC-05:00) Eastern Time
(US & Canada)

James Fry
(pfe.jfry)

Not Applicable
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

James Fry Approved Jan-23-2021 12:19:24 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, JamesFry, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Lora Morris N/A Nov-24-2020 08:25:32 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael Butcher Approved Nov-17-2020 14:15:02 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelButcher, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Lora Morris N/A Nov-11-2020 15:19:14 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael Butcher Approved Nov-10-2020 13:00:20 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed
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Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Signed, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Affidavit:
By my dated signature below, I, MichaelButcher, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Lora Morris N/A Nov-07-2020 19:26:57 (UTC-05:00) Eastern
Time (US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael Butcher Approved Nov-03-2020 15:14:02 (UTC-05:00) Eastern
Time (US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelButcher, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Lora Morris N/A Oct-27-2020 12:47:23 (UTC-05:00) Eastern Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Michael Butcher Approved Oct-16-2020 11:22:44 (UTC-05:00) Eastern Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MichaelButcher, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Visit: COHORT_SELECTION Form: COHORT SELECTION - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:29 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Sep-10-2020 12:56:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Tawnyn
Ebner
(pfe.tebner)

Data Entry:
24 JUL 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Sep-10-2020 12:56:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Tawnyn
Ebner
(pfe.tebner)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Header Text: c4591001
Visit: COHORT_SELECTION Form: MAIN INFORMED CONSENT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Consent Was:

Date Location User Value Reason

Sep-10-2020 12:56:18
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Tawnyn
Ebner
(pfe.tebner)

Data Entry:
OBTAINED

Date Written Consent Obtained

Sep/10/2020

Initial Entry
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Header Text: c4591001
Visit: COHORT_SELECTION Form: DEMOGRAPHY - eCRF Audit Trail History
Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Subject ID

Date Location User Value Reason

Sep-10-2020 12:55:55
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
10811194

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Sep-10-2020 12:55:52
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
/1968

Enrollment Entry

3. Sex:

Date Location User Value Reason

Sep-10-2020 12:56:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Tawnyn
Ebner
(pfe.tebner)

Data Entry:
FEMALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Sep-10-2020 12:56:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Tawnyn
Ebner
(pfe.tebner)

Data Entry:
NOT HISPANIC OR LATINO(A) O
R OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Sep-10-2020 12:56:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Tawnyn
Ebner
(pfe.tebner)

Data Entry:
WHITE

Initial Entry
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Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: DATE OF VISIT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-10-2020 12:57:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Tawnyn
Ebner
(pfe.tebner)

Data Entry:
Sep/10/2020

Initial Entry
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Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: DISPOSITION - SCREENING - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Sep-10-2020 12:57:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Tawnyn
Ebner
(pfe.tebner)

Data Entry:
Sep/10/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Sep-10-2020 12:57:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Sep-10-2020 12:57:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Tawnyn
Ebner
(pfe.tebner)

Data Entry:
COMPLETED

Initial Entry
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Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1.a

Date Location User Value Reason

Sep-10-2020 16:41:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Line/MH Nu
mber:

1

Medical Hist
ory Term:

Chronic obstructive
pulmonary disease

Start Date: UNK/UNK/2015
Ongoing: YES

Changed Information

Sep-10-2020 14:58:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Line/MH Nu
mber:

1

Medical Hist
ory Term:

Chronic obstructive
pulmonary disease

Start Date: Jan/1/2015
Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Sep-10-2020 14:58:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-10-2020 14:58:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Chronic obstructive pulmonary disea
se

Initial Entry

1.a Start Date:

Date Location User Value Reason

Sep-10-2020 16:41:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
UNK/UNK/2015

Changed Information

Sep-10-2020 14:58:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Jan/1/2015

Initial Entry
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Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

1.a Ongoing:

Date Location User Value Reason

Sep-10-2020 14:58:47
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
YES

Initial Entry

1.b

Date Location User Value Reason

Sep-10-2020 16:41:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Line/MH Number: 2
Medical History Te
rm:

Hypertension

Start Date: UNK/UNK/2
015

Ongoing: YES

Changed Information

Sep-10-2020 14:59:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Line/MH Number: 2
Medical History Ter
m:

Hypertensio
n

Start Date: Jan/1/2015
Ongoing: YES

Initial Entry
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Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
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1.b Line/MH Number:

Date Location User Value Reason

Sep-10-2020 14:59:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-10-2020 14:59:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Hypertension

Initial Entry

1.b Start Date:

Date Location User Value Reason

Sep-10-2020 16:41:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
UNK/UNK/2015

Changed Information

Sep-10-2020 14:59:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Jan/1/2015

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Sep-10-2020 14:59:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
YES

Initial Entry

1.c

Date Location User Value Reason

Sep-10-2020 16:42:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Line/MH Number: 3
Medical History Te
rm:

Hypothyroidis
m

Start Date: UNK/UNK/19
95

Ongoing: YES

Changed Information

Sep-10-2020 15:00:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Line/MH Number: 3

Initial Entry
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Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Medical History Te
rm:

Hypothyroidi
sm

Start Date: Jan/1/1995
Ongoing: YES

1.c Line/MH Number:

Date Location User Value Reason

Sep-10-2020 15:00:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-10-2020 15:00:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Hypothyroidism

Initial Entry

1.c Start Date:

Date Location User Value Reason

Sep-10-2020 16:42:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
UNK/UNK/1995

Changed Information

Sep-10-2020 15:00:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Jan/1/1995

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Sep-10-2020 15:00:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
YES

Initial Entry

1.d

Date Location User Value Reason

Sep-10-2020 16:42:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Line/MH Numb
er:

4

Medical Histor
y Term:

Osteoarthritis of t
he knees

Changed Information
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Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Start Date: UNK/UNK/2018
Ongoing: YES

Sep-10-2020 15:01:33
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

4

Medical Histor
y Term:

Osteoarthritis of t
he knees

Start Date: Jan/1/2018
Ongoing: YES

Initial Entry

1.d Line/MH Number:

Date Location User Value Reason

Sep-10-2020 15:01:33
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-10-2020 15:01:33
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Osteoarthritis of the knees

Initial Entry

1.d Start Date:

Date Location User Value Reason

Sep-10-2020 16:42:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
UNK/UNK/2018

Changed Information

Sep-10-2020 15:01:33
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Jan/1/2018

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Sep-10-2020 15:01:33
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
YES

Initial Entry

1.e

Date Location User Value Reason
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Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Sep-10-2020 16:42:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Line/MH Numb
er:

5

Medical History
Term:

Attention deficit
disorder

Start Date: UNK/UNK/2017
Ongoing: YES

Changed Information

Sep-10-2020 15:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

5

Medical History
Term:

Attention deficit
disorder

Start Date: Jan/1/2017
Ongoing: YES

Initial Entry

09
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Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

1.e Line/MH Number:

Date Location User Value Reason

Sep-10-2020 15:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
5

Initial Entry

1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-10-2020 15:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Attention deficit disorder

Initial Entry

1.e Start Date:

Date Location User Value Reason

Sep-10-2020 16:42:27
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
UNK/UNK/2017

Changed Information

Sep-10-2020 15:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Jan/1/2017

Initial Entry

1.e Ongoing:

Date Location User Value Reason

Sep-10-2020 15:02:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
YES

Initial Entry

1.f

Date Location User Value Reason

Sep-10-2020 16:42:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Line/MH Number: 6
Medical History Te
rm:

Postmenopaus
al

Start Date: UNK/UNK/20
18

Ongoing: YES

Changed Information

Sep-10-2020 15:02:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Line/MH Number: 6

Initial Entry
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***Confidential***

Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Medical History Te
rm:

Postmenopau
sal

Start Date: Jan/1/2018
Ongoing: YES

1.f Line/MH Number:

Date Location User Value Reason

Sep-10-2020 15:02:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
6

Initial Entry

1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-10-2020 15:02:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Postmenopausal

Initial Entry

1.f Start Date:

Date Location User Value Reason

Sep-10-2020 16:42:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
UNK/UNK/2018

Changed Information

Sep-10-2020 15:02:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Jan/1/2018

Initial Entry

1.f Ongoing:

Date Location User Value Reason

Sep-10-2020 15:02:53
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
YES

Initial Entry

1.g

Date Location User Value Reason

Sep-11-2020 10:25:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

7

Medical History
Term:

Allergy to oral N
SAIDs

Initial Entry
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***Confidential***

Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Start Date: UNK/UNK/2007
Ongoing: YES

1.g Line/MH Number:

Date Location User Value Reason

Sep-11-2020 10:25:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
7

Initial Entry

1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-11-2020 10:25:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Allergy to oral NSAIDs

Initial Entry

1.g Start Date:

Date Location User Value Reason

Sep-11-2020 10:25:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
UNK/UNK/2007

Initial Entry

1.g Ongoing:

Date Location User Value Reason

Sep-11-2020 10:25:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
YES

Initial Entry

1.h

Date Location User Value Reason

Sep-11-2020 10:26:04
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

8

Medical History T
erm:

Allergy to Sulfa
drugs

Start Date: UNK/UNK/2002
Ongoing: YES

Initial Entry
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***Confidential***

Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

1.h Line/MH Number:

Date Location User Value Reason

Sep-11-2020 10:26:04
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
8

Initial Entry

1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Sep-11-2020 10:26:04
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Allergy to Sulfa drugs

Initial Entry
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Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1.h Start Date:

Date Location User Value Reason

Sep-11-2020 10:26:04
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
UNK/UNK/2002

Initial Entry

1.h Ongoing:

Date Location User Value Reason

Sep-11-2020 10:26:04
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
YES

Initial Entry

09
01
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e1
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Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date:

Date Location User Value Reason

Sep-10-2020 14:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Sep/10/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Sep-10-2020 14:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
210.8

Initial Entry

3. Unit:

Date Location User Value Reason

Sep-10-2020 14:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
LB

Initial Entry

4. Height:

Date Location User Value Reason

Sep-10-2020 14:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
66.0

Initial Entry

5. Unit:

Date Location User Value Reason

Sep-10-2020 14:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
in

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Sep-10-2020 14:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
34.0

Initial Entry

7.a
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Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Date Location User Value Reason

Sep-11-2020 09:28:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Record Identifier:: 1
Temperature: 97.1
Temperature Unit: F
Temperature Locati
on::

ORAL CAVI
TY

Transcription Error

Sep-10-2020 14:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Record Identifier:: 1
Temperature: 97.1
Temperature Unit: F
Temperature Locatio
n::

FOREHEA
D

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Sep-10-2020 14:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Sep-10-2020 14:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
97.1

Initial Entry

7.a Unit:

Date Location User Value Reason

Sep-10-2020 14:47:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
F

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Sep-11-2020 09:28:43
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
ORAL CAVITY

Transcription Error

Sep-10-2020 14:47:59
(UTC-05:00) Eastern Time

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
FOREHEAD

Initial Entry09
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Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: VITAL SIGNS - BASELINE - eCRF Audit Trail History
Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

(US & Canada)
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Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail

History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Lab Panel:

Date Location User Value Reason

Sep-10-2020 14:47:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Sep-10-2020 14:47:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Sep-10-2020 14:47:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Sep/10/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Sep-10-2020 14:47:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Sep-10-2020 14:47:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Sep-10-2020 14:14:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

113
Initial Entry
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Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail

History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Test:: Choriogonadotropi
n Beta_PX113

Result::
Not Done:: NOT DONE

6.a Sponsor ID:

Date Location User Value Reason

Sep-10-2020 14:14:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Sep-10-2020 14:14:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Choriogonadotropin Beta_PX113

Initial Entry

6.a Not Done:

Date Location User Value Reason

Sep-10-2020 14:14:25
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
NOT DONE

Initial Entry
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Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: RANDOMIZATION - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Randomization Date :

Date Location User Value Reason

Sep-10-2020 14:14:11
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Sep/10/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Sep-10-2020 14:14:11
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
86545

Initial Entry
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Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-10-2020 13:00:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-10-2020 13:00:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-10-2020 13:02:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-10-2020 13:00:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Sep-10-2020 13:00:36
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Tawnyn
Ebner
(pfe.tebner)

Data Entry:
YES

Date of Collection:

Sep/10/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-10-2020 13:02:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Tawnyn
Ebner
(pfe.tebner)

Data Entry:
Sample ID: BP1HP2

Initial Entry

5.a Sample ID

Date Location User Value Reason
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Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Sep-10-2020 13:02:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Tawnyn
Ebner
(pfe.tebner)

Data Entry:
BP1HP2

Initial Entry

5.b

Date Location User Value Reason

Sep-10-2020 13:02:52
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Tawnyn
Ebner
(pfe.tebner)

Data Entry:
Sample ID: BP1HP3

Initial Entry

5.b Sample ID

Date Location User Value Reason

Sep-10-2020 13:02:52
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Tawnyn
Ebner
(pfe.tebner)

Data Entry:
BP1HP3

Initial Entry

5.c

Date Location User Value Reason

Sep-10-2020 13:03:01
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Tawnyn
Ebner
(pfe.tebner)

Data Entry:
Sample ID: BP1HP4

Initial Entry

5.c Sample ID

Date Location User Value Reason

Sep-10-2020 13:03:01
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Tawnyn
Ebner
(pfe.tebner)

Data Entry:
BP1HP4

Initial Entry

5.d

Date Location User Value Reason

Sep-10-2020 13:03:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Tawnyn
Ebner
(pfe.tebner)

Data Entry:
Sample ID: BRTXMH

Initial Entry
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Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

5.d Sample ID

Date Location User Value Reason

Sep-10-2020 13:03:13
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Tawnyn
Ebner
(pfe.tebner)

Data Entry:
BRTXMH

Initial Entry

5.e

Date Location User Value Reason

Sep-10-2020 13:03:20
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Tawnyn
Ebner
(pfe.tebner)

Data Entry:
Sample ID: BRTXMJ

Initial Entry

5.e Sample ID

Date Location User Value Reason

Sep-10-2020 13:03:20
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Tawnyn
Ebner
(pfe.tebner)

Data Entry:
BRTXMJ

Initial Entry
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Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-10-2020 12:59:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-10-2020 12:59:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-10-2020 13:00:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-10-2020 12:59:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Sep-10-2020 12:59:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Tawnyn
Ebner
(pfe.tebner)

Data Entry:
YES

Date of Collection:

Sep/10/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-10-2020 13:00:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Tawnyn
Ebner
(pfe.tebner)

Data Entry:
Sample ID: BP97R3

Initial Entry

5.a Sample ID

Date Location User Value Reason
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Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Sep-10-2020 13:00:07
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Tawnyn
Ebner
(pfe.tebner)

Data Entry:
BP97R3

Initial Entry

09
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Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-10-2020 14:13:48
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-10-2020 14:13:48
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-10-2020 14:13:48
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Sep-10-2020 14:13:48
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Sep/10/2020 12:44

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-10-2020 14:13:48
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-10-2020 14:13:48
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
LEFT

Initial Entry

7. Route:
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Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: VACCINATION - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Date Location User Value Reason

Sep-10-2020 14:13:48
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-10-2020 14:13:48
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED OBS
ERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product administration?

Date Location User Value Reason

Sep-10-2020 14:13:48
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
YES

Initial Entry
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Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: REACTOGENICITY DIARY - eCRF Audit Trail History
Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Sep-10-2020 14:12:33
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
NO - REACTOGENICITY E-DIAR
Y NOT COLLECTED FOR THIS S
UBJECT

Initial Entry
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Header Text: c4591001
Visit: V2_VAX2_L Form: DATE OF VISIT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-29-2020 13:47:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Tawnyn
Ebner
(pfe.tebner)

Data Entry:
Sep/29/2020

Initial Entry
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Header Text: c4591001
Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History
Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date:

Date Location User Value Reason

Sep-29-2020 14:24:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Sep/29/2020

Initial Entry

2.a

Date Location User Value Reason

Sep-29-2020 14:24:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Record Identifier:: 1
Temperature: 98.4
Temperature Unit: F
Temperature Locati
on::

ORAL CAVI
TY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Sep-29-2020 14:24:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Sep-29-2020 14:24:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
98.4

Initial Entry

2.a Unit:

Date Location User Value Reason

Sep-29-2020 14:24:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
F

Initial Entry

2.a Temperature Location:

Date Location User Value Reason09
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Header Text: c4591001
Visit: V2_VAX2_L Form: VITAL SIGNS - TEMP - eCRF Audit Trail History
Form Version: 15-Sep-2020 21:54 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Sep-29-2020 14:24:59
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
ORAL CAVITY

Initial Entry

09
01

77
e1

96
ae

3f
03

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:0

6 
(G

M
T)

FDA-CBER-2021-5683-0006532



Page 268 of 355

***Confidential***

 

Header Text: c4591001
Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail

History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Lab Panel:

Date Location User Value Reason

Sep-29-2020 14:24:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
URINALYSIS

Initial Entry

2. Lab Sub-Panel:

Date Location User Value Reason

Sep-29-2020 14:24:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
PREGNANCY

Initial Entry

3. Collection Date:

Date Location User Value Reason

Sep-29-2020 14:24:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Sep/29/2020

Initial Entry

4. Laboratory Name and Address (Derived)

Date Location User Value Reason

Sep-29-2020 14:24:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
STUDY SITE

Initial Entry

5. Specimen Type:

Date Location User Value Reason

Sep-29-2020 14:24:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
URINE

Initial Entry

6.a

Date Location User Value Reason

Sep-29-2020 14:24:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Sponsor-Define
d Identifier:

113
Initial Entry
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Header Text: c4591001
Visit: V2_VAX2_L Form: LAB URINALYSIS - PREGNANCY TEST - eCRF Audit Trail

History
Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Test:: Choriogonadotropi
n Beta_PX113

Result::
Not Done:: NOT DONE

6.a Sponsor ID:

Date Location User Value Reason

Sep-29-2020 14:24:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
113

Initial Entry

6.a Test:

Date Location User Value Reason

Sep-29-2020 14:24:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Choriogonadotropin Beta_PX113

Initial Entry

6.a Not Done:

Date Location User Value Reason

Sep-29-2020 14:24:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
NOT DONE

Initial Entry
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Header Text: c4591001
Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Data Origin

Date Location User Value Reason

Sep-29-2020 13:47:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Sep-29-2020 13:47:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Sep-29-2020 13:48:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Deleted Close Auto Query

Sep-29-2020 13:47:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Sep-29-2020 13:47:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Tawnyn
Ebner
(pfe.tebner)

Data Entry:
YES

Date of Collection:

Sep/29/2020

Initial Entry

5.a

Date Location User Value Reason

Sep-29-2020 13:48:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Tawnyn
Ebner
(pfe.tebner)

Data Entry:
Sample ID: BP97WB

Initial Entry

5.a Sample ID

Date Location User Value Reason
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Sep-29-2020 13:48:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Tawnyn
Ebner
(pfe.tebner)

Data Entry:
BP97WB

Initial Entry
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Header Text: c4591001
Visit: V2_VAX2_L Form: VACCINATION - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:04 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Sep-29-2020 14:24:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Sep-29-2020 14:24:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Sep-29-2020 14:24:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Sep-29-2020 14:24:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Sep/29/2020 13:39

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Sep-29-2020 14:24:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Sep-29-2020 14:24:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
LEFT

Initial Entry

7. Route:
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Date Location User Value Reason

Sep-29-2020 14:24:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Sep-29-2020 14:24:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED OBS
ERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product administration?

Date Location User Value Reason

Sep-29-2020 14:24:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
YES

Initial Entry
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Header Text: c4591001
Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Visit

Date Location User Value Reason

Oct-27-2020 12:47:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Oct/27/2020

Initial Entry
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Header Text: c4591001
Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-27-2020 12:47:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-27-2020 12:47:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-27-2020 12:47:52
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-27-2020 12:47:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Oct-27-2020 12:47:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
YES

Date of Collection:

Oct/27/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-27-2020 12:47:52
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Sample ID: BS64MF

Initial Entry

5.a Sample ID

Date Location User Value Reason
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Oct-27-2020 12:47:52
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
BS64MF

Initial Entry

5.b

Date Location User Value Reason

Oct-27-2020 12:48:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Sample ID: BS64MG

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-27-2020 12:48:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
BS64MG

Initial Entry

5.c

Date Location User Value Reason

Oct-27-2020 12:48:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Sample ID: BRDCPV

Initial Entry

5.c Sample ID

Date Location User Value Reason

Oct-27-2020 12:48:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
BRDCPV

Initial Entry

5.d

Date Location User Value Reason

Oct-27-2020 12:48:17
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Sample ID: BRDCPW

Initial Entry
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Header Text: c4591001
Visit: V3_MONTH1_POSTVAX2_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
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5.d Sample ID

Date Location User Value Reason

Oct-27-2020 12:48:17
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
BRDCPW

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Visit

Date Location User Value Reason

Mar-09-2021 04:59:33
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Caoimhe
Fagan
(pfe faganc02)

Query 3: Closed Response satisfies
query

Mar-02-2021 08:00:21
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Query 3: Answered subject passed away,
no convalescent visit
able to be completed

Mar-01-2021 10:28:56
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Caoimhe
Fagan
(pfe faganc02)

Query 3: Opened Convalescent visit is
expected 28-35 days
after illness visit, but
no convalescent visit
is entered. Please
conduct a
convalescent visit
and complete data
entry or respond with
reason visit is not
expected. If
scheduled, please
provide date expected

Oct-12-2020 14:32:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-12-2020 12:58:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 2: Deleted Close Auto Query

Oct-12-2020 12:39:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 2: Candidate Date of Visit is
completed but Date
of Assessment in the
Signs and Symptoms
form is missing.
Please review and
update as
appropriate.

Oct-12-2020 12:39:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Candidate Date of Visit is
completed but Date
of Collection in both
Nasal Swab Self and
Nasal Swab are
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Oct/12/2020
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missing. Please
review and update as
appropriate.

Oct-12-2020 12:39:24
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Oct/12/2020

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Oct-12-2020 12:39:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
COVID_A

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Oct-12-2020 12:58:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Oct/12/2020

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Oct-12-2020 12:58:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Oct/9/2020

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

Feb-26-2021 04:55:18
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Ananta Gogoi
(pfe.gogoia)

Query 1: Closed Response satisfies
query

Feb-24-2021 07:39:11
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Amol
Deshmukh
(pfe.deshma24)

Query 1: Reissued:Candidate To be highlighted to
Triad to confirm on
this.

Feb-23-2021 11:56:22
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Query 1: Answered subject is deceased.
symptoms were
ongoing at time of
death

Feb-15-2021 06:15:26
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Ashwini Devi
Subhash
(pfe.subhaa)

Query 1: Opened Please confirm the
symptoms are still
ongoing for this
COVID Illness. If all
symptoms for this
illness are resolved;
please update the
Last Symptoms
Resolved Date else
clarify.

Oct-12-2020 12:58:49
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
YES

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

4.a

Date Location User Value Reason

Oct-12-2020 12:58:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Symptoms: FEVER
Symptom Present: NO

Initial Entry

4.a Symptoms:

Date Location User Value Reason

Oct-12-2020 12:58:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
FEVER

Initial Entry

4.a Was symptom present?

Date Location User Value Reason

Oct-12-2020 12:58:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
NO

Initial Entry

4.b

Date Location User Value Reason

Oct-12-2020 12:58:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Symptoms: NEW OR INCREASE

D COUGH
Symptom Pr
esent:

YES

Initial Entry

4.b Symptoms:

Date Location User Value Reason

Oct-12-2020 12:58:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
NEW OR INCREASED COUGH

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Oct-12-2020 12:58:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
YES

Initial Entry
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

4.c

Date Location User Value Reason

Oct-12-2020 12:58:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Symptom
s:

NEW OR INCREASED S
HORTNESS OF BREAT
H

Symptom
Present:

NO

Initial Entry

4.c Symptoms:

Date Location User Value Reason

Oct-12-2020 12:58:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
NEW OR INCREASED SHORTNES
S OF BREATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Oct-12-2020 12:58:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
NO

Initial Entry

4.d

Date Location User Value Reason

Oct-12-2020 12:58:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Symptoms: CHILLS
Symptom Present: NO

Initial Entry

4.d Symptoms:

Date Location User Value Reason

Oct-12-2020 12:58:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Oct-12-2020 12:58:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
NO

Initial Entry09
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4.e

Date Location User Value Reason

Oct-12-2020 12:58:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Symptoms: NEW OR INCREASED

MUSCLE PAIN
Symptom
Present:

NO

Initial Entry

4.e Symptoms:

Date Location User Value Reason

Oct-12-2020 12:58:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
NEW OR INCREASED MUSCLE P
AIN

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Oct-12-2020 12:58:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
NO

Initial Entry

4.f

Date Location User Value Reason

Oct-12-2020 12:58:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Symptoms: NEW LOSS OF TAST

E OR SMELL
Symptom P
resent:

NO

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

4.f Symptoms:

Date Location User Value Reason

Oct-12-2020 12:58:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
NEW LOSS OF TASTE OR SMELL

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Oct-12-2020 12:58:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
NO

Initial Entry

4.g

Date Location User Value Reason

Oct-12-2020 12:58:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Symptoms: NEW OR INCREASED

SORE THROAT
Symptom
Present:

YES

Initial Entry

4.g Symptoms:

Date Location User Value Reason

Oct-12-2020 12:58:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
NEW OR INCREASED SORE THR
OAT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Oct-12-2020 12:58:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
YES

Initial Entry

4.h

Date Location User Value Reason

Oct-12-2020 12:58:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Symptoms: DIARRHEA
Symptom Present: NO

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

4.h Symptoms:

Date Location User Value Reason

Oct-12-2020 12:58:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Oct-12-2020 12:58:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
NO

Initial Entry

4.i

Date Location User Value Reason

Oct-12-2020 12:58:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Symptoms: VOMITING
Symptom Present: NO

Initial Entry

4.i Symptoms:

Date Location User Value Reason

Oct-12-2020 12:58:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Oct-12-2020 12:58:49
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
NO

Initial Entry

5.a

Date Location User Value Reason

Oct-12-2020 12:59:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Symptoms - Other: Fatigue

Initial Entry

5.a Symptoms - Other Text:09
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Oct-2020 16:02 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Date Location User Value Reason

Oct-12-2020 12:59:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Fatigue

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Oct-13-2020 12:55:52
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Stephen
Paolini
(pfe.paolis01)

Query 1: Closed Response satisfies
query

Oct-13-2020 11:39:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Query 1: Answered Changed data per
query

Oct-13-2020 11:38:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Not Done

Initial Entry

Oct-13-2020 11:17:37
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Stephen
Paolini
(pfe.paolis01)

Query 1: Opened CLIQUERY: Per
CCG's 'Not Done'
needs to be applied to
the CRF if local test
was not completed.
Please update.

Oct-12-2020 12:59:26
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Oct-13-2020 11:38:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Not Done

Initial Entry

Oct-12-2020 12:59:26
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Oct-13-2020 11:38:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Not Done

Initial Entry

Oct-12-2020 12:59:26 ACV0PFEINFP6000 James Fry Data Entry: Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

(UTC-05:00) Eastern Time
(US & Canada)

(pfe.jfry) Not Applicable

4. Assay Code and Description:

Date Location User Value Reason

Oct-13-2020 11:38:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Not Done

Initial Entry

Oct-12-2020 12:59:26
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5. Device Type:

Date Location User Value Reason

Oct-13-2020 11:38:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Not Done

Initial Entry

Oct-12-2020 12:59:26
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

6. Trade Name:

Date Location User Value Reason

Oct-13-2020 11:38:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Not Done

Initial Entry

Oct-12-2020 12:59:26
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

7. Test Result:

Date Location User Value Reason

Oct-13-2020 11:38:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Not Done

Initial Entry

Oct-12-2020 12:59:26
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

8. Comments/Findings/Details:

Date Location User Value Reason

Oct-13-2020 11:38:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Not Done

Initial Entry

Oct-12-2020 12:59:26
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

9. Trade Name Other, Specify:

Date Location User Value Reason

Oct-13-2020 11:38:02
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Not Done

Initial Entry

Oct-12-2020 12:59:26
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Data Origin

Date Location User Value Reason

Oct-12-2020 14:32:46
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-12-2020 14:32:46
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-12-2020 14:33:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-12-2020 14:32:46
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Candidate 'Sample Collected?' is
Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Oct-12-2020 14:32:46
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Tawnyn
Ebner
(pfe.tebner)

Data Entry:
YES

Date of Collection:

Oct/12/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-12-2020 14:33:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Tawnyn
Ebner
(pfe.tebner)

Data Entry:
Sample ID: CV34836

Initial Entry

5.a Sample ID

Date Location User Value Reason
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Oct-12-2020 14:33:24
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Tawnyn
Ebner
(pfe.tebner)

Data Entry:
CV34836

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Data Origin

Date Location User Value Reason

Nov-07-2020 19:27:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

Nov-07-2020 19:26:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry: Initial Entry

Oct-15-2020 13:09:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Not Done

Initial Entry

Oct-15-2020 13:08:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry: Changed Information

Oct-15-2020 07:57:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
SITE

Telehealth Visit

2. Sample Type

Date Location User Value Reason

Nov-07-2020 19:27:15
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

Nov-07-2020 19:26:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry: Initial Entry

Oct-15-2020 13:09:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Not Done

Initial Entry

Oct-15-2020 13:08:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry: Changed Information

Oct-15-2020 07:57:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Telehealth Visit
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

3. Sample Collected?

Date Location User Value Reason

Nov-08-2020
03:30:34
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy DMW QUERY
(pfe.DMW_QUERY)

Query 3:
Closed

Auto closed by
Validation Check:
VC_BEETRK001_07

Nov-07-2020
19:27:32
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 4:
Closed

Close Auto Query

Nov-07-2020
19:27:15
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 4:
Opened

'Sample Collected?' is
marked as No and 'If
no sample was
collected or sample
was not collected
according to protocol,
please provide reason'
is missing. Please
review and update as
appropriate.

Nov-07-2020
19:27:15
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 3:
Answere
d

Initial Entry

Nov-07-2020
19:27:15
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Ent
ry:
NO

Initial Entry

Nov-07-2020
19:26:57
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Ent
ry:

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Nov-07-2020
15:44:48
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Gladys Noi
(pfe.noig)

Query 3:
Reissued:
Opened

DM: Page unlocked.
Please update

Nov-07-2020
14:09:06
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Query 3:
Answere
d

page is
locked,munable to
change data

Nov-07-2020
02:25:51
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Teena Patra
(pfe.patrat02)

Query 3:
Opened

DM: If only self-swab
type is taken, nasal
swab form that is not
used should have
“Sample Collected” as
NO and the reason
documented.' Kindly
review and update.

Nov-06-2020
06:37:41
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy DMW QUERY
(pfe.DMW_QUERY)

Query 3:
Candidat
e

DMW5244306;Sample
Collected is not
expected to be Not
Done. Please review
and update
appropriately or clarify

Oct-15-2020
13:09:30
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Ent
ry:
Not Done

Initial Entry

Oct-15-2020
13:08:41
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Ent
ry:

Changed Information

Oct-15-2020
08:55:20
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Stephen Paolini
(pfe.paolis01)

Query 1:
Closed

Response satisfies
query
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Oct-15-2020
07:58:12
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 2:
Closed

Close Auto Query

Oct-15-2020
07:57:23
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 2:
Opened

'Sample Collected?' is
marked as No and 'If
no sample was
collected or sample
was not collected
according to protocol,
please provide reason'
is missing. Please
review and update as
appropriate.

Oct-15-2020
07:57:23
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1:
Answere
d

Telehealth Visit

Oct-15-2020
07:57:23
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Ent
ry:
NO

Telehealth Visit

Oct-15-2020
04:15:47
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Swetha
Thangellapally
(pfe.thangs22)

Query 1:
Opened

CLIQUERY: Per CCG,
this is a required CRF
and should be
completed with NO if
sample not taken.
Please review and
update as appropriate.

Oct-13-2020
15:28:40
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Stephen Paolini
(pfe.paolis01)

Query 1:
Candidat
e

CLIQUERY: Per CCG,
this is a required CRF
and should be
completed with NO if
sample not taken.
Please review and
update as appropriate.

4. If no sample was collected or sample was not collected according to protocol, please provide reason:
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Date Location User Value Reason

Nov-07-2020 19:27:32
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Self Swab collected

Initial Entry

Nov-07-2020 19:26:57
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry: Initial Entry

Oct-15-2020 13:09:30
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Not Done

Initial Entry

Oct-15-2020 13:09:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry: Changed Information

Oct-15-2020 07:58:12
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Telehealth Visit

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1.a

Date Location User Value Reason

Oct-12-2020 12:59:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Type of Practitioner: SPECIAL

IST
Occurrence of Visits or
Contacts:

NO

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

Oct-12-2020 12:59:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
SPECIALIST

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-12-2020 12:59:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
NO

Initial Entry

1.b

Date Location User Value Reason

Oct-12-2020 12:59:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Type of Practitioner
:

EMERGENC
Y ROOM

Occurrence of Visits
or Contacts:

NO

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Oct-12-2020 12:59:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
EMERGENCY ROOM

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-12-2020 12:59:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
NO

Initial Entry

1.c

Date Location User Value Reason

Oct-12-2020 12:59:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Type of Practitio
ner:

PRIMARY CAR
E PHYSICIAN

Occurrence of Vis
its or Contacts:

NO

Initial Entry

1.c Physician or Healthcare Professional:

Date Location User Value Reason

Oct-12-2020 12:59:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
PRIMARY CARE PHYSICIAN

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-12-2020 12:59:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
NO

Initial Entry

1.d

Date Location User Value Reason

Oct-12-2020 12:59:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Type of Practitioner: URGENT

CARE

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Occurrence of Visits o
r Contacts:

NO

1.d Physician or Healthcare Professional:

Date Location User Value Reason

Oct-12-2020 12:59:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
URGENT CARE

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-12-2020 12:59:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
NO

Initial Entry

1.e

Date Location User Value Reason

Oct-12-2020 12:59:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Type of Practitio
ner:

TELEPHONE C
ONSULTATION

Occurrence of Vi
sits or Contacts:

NO

Initial Entry

1.e Physician or Healthcare Professional:

Date Location User Value Reason

Oct-12-2020 12:59:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
TELEPHONE CONSULTATION

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-12-2020 12:59:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
NO

Initial Entry

1.f

Date Location User Value Reason09
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Oct-2020 15:59 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Oct-12-2020 12:59:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Type of Practitioner: OTHE

R
Occurrence of Visits or Con
tacts:

NO

Initial Entry

1.f Physician or Healthcare Professional:

Date Location User Value Reason

Oct-12-2020 12:59:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
OTHER

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Oct-12-2020 12:59:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
NO

Initial Entry

3. Has the subject been hospitalized due to potential COVID-19 illness?

Date Location User Value Reason

Oct-12-2020 12:59:56
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
NO

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: RESPIRATORY TREATMENT - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. What is the treatment Identifier?

Date Location User Value Reason

Oct-12-2020 13:00:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

2. Concomitant Non-drug Treatment Pre-specified:

Date Location User Value Reason

Oct-12-2020 13:00:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

3. Treatment:

Date Location User Value Reason

Oct-12-2020 13:00:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

4. Treatment:

Date Location User Value Reason

Oct-12-2020 13:00:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5. Start Date:

Date Location User Value Reason

Oct-12-2020 13:00:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

6. Ongoing?

Date Location User Value Reason

Oct-12-2020 13:00:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: ILLNESS DETAILS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Oct-12-2020 13:00:44
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
POTENTIAL COVID-19 ILLNESS

Initial Entry

2. Was a diagnosis obtained for Potential COVID-19 Illness?

Date Location User Value Reason

Oct-12-2020 13:00:44
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
NO

Initial Entry

3. Toxicity Grade:

Date Location User Value Reason

Oct-12-2020 13:00:44
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
2

Initial Entry

09
01

77
e1

96
ae

3f
03

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:0

6 
(G

M
T)

FDA-CBER-2021-5683-0006567



Page 303 of 355

***Confidential***

 

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: ILLNESS DETAILS - SEVERE - eCRF Audit Trail History

Form Version: 17-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Oct-12-2020 13:01:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

2. Subcategory of Clinical Event:

Date Location User Value Reason

Oct-12-2020 13:01:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

3. Was a diagnosis obtained?

Date Location User Value Reason

Oct-12-2020 13:01:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

4. Toxicity Grade:

Date Location User Value Reason

Oct-12-2020 13:01:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Lab Panel:

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.a

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Applica
ble

Test:: Not Applica
ble

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Lab Normal Range: Not Applica
ble

5.a Sponsor ID:

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.a Test:

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.a Result:

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.a Not Done:

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.a LNMT

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.b

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Applica
ble

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Test:: Not Applica
ble

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble

5.b Sponsor ID:

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.b Test:

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.b Result:

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.b Not Done:

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.b LNMT

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001
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eCRF Audit Trail History
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5.c

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Applica
ble

Test:: Not Applica
ble

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

5.c Sponsor ID:

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.c Test:

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.c Result:

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.c Not Done:

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.c LNMT

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.d

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Applica
ble

Test:: Not Applica
ble

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble

5.d Sponsor ID:

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.d Test:

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.d Result:

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.d Not Done:

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.d LNMT

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Applica
ble

Test:: Not Applica
ble

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

5.e Sponsor ID:

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.e Test:

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.e Result:

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.e Not Done:

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.e LNMT

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.f

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Applica
ble

Test:: Not Applica
ble

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble

5.f Sponsor ID:

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.f Test:

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.f Result:

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.f Not Done:

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.f LNMT

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Applica
ble

Test:: Not Applica
ble

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY -
eCRF Audit Trail History

Form Version: 21-Aug-2020 02:49 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

5.g Sponsor ID:

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.g Test:

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.g Result:

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.g Not Done:

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.g LNMT

Date Location User Value Reason

Oct-12-2020 13:01:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Lab Panel:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

2. Laboratory Name and Address

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

3. Collection Date:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

4. Specimen Type:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.a

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Applica
ble

Test:: Not Applica
ble

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Lab Normal Range: Not Applica
ble

5.a Sponsor ID:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.a Test:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.a Result:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.a Not Done:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.a LNMT

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.b

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Applica
ble

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Test:: Not Applica
ble

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble

5.b Sponsor ID:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.b Test:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.b Result:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.b Not Done:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.b LNMT

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

5.c

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Applica
ble

Test:: Not Applica
ble

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

5.c Sponsor ID:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.c Test:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.c Result:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.c Not Done:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.c LNMT

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.d

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Applica
ble

Test:: Not Applica
ble

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble

5.d Sponsor ID:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.d Test:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.d Result:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.d Not Done:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.d LNMT

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry
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Page 321 of 355

***Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Applica
ble

Test:: Not Applica
ble

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble

Initial Entry
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Page 322 of 355

***Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

5.e Sponsor ID:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.e Test:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.e Result:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.e Not Done:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.e LNMT

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.f

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Applica
ble

Test:: Not Applica
ble

Initial Entry
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Page 323 of 355

***Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble

5.f Sponsor ID:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.f Test:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.f Result:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.f Not Done:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.f LNMT

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Applica
ble

Test:: Not Applica
ble

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble

Initial Entry

09
01

77
e1

96
ae

3f
03

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:0

6 
(G

M
T)

FDA-CBER-2021-5683-0006589
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***Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

5.g Sponsor ID:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.g Test:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.g Result:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.g Not Done:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.g LNMT

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.h

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Applica
ble

Test:: Not Applica
ble

Initial Entry
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***Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble

5.h Sponsor ID:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.h Test:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.h Result:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.h Not Done:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.h LNMT

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Applica
ble

Test:: Not Applica
ble

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble

Initial Entry
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***Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

5.i Sponsor ID:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.i Test:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.i Result:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.i Not Done:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.i LNMT

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.j

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Sponsor-Defined Ident
ifier:

Not Applica
ble

Initial Entry
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***Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology - eCRF
Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Test:: Not Applica
ble

Result:: Not Applica
ble

Not Done:: Not Applica
ble

Lab Normal Range: Not Applica
ble

5.j Sponsor ID:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.j Test:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.j Result:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.j Not Done:

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5.j LNMT

Date Location User Value Reason

Oct-12-2020 13:02:08
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date:

Date Location User Value Reason

Oct-12-2020 13:02:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

2.a

Date Location User Value Reason

Oct-12-2020 13:02:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Record Identifier:: Not Appl

icable
Systolic:: Not Appl

icable
Diastolic:: Not Appl

icable
Respiratory Rate in respi
rations/minute:

Not Appl
icable

Heart Rate in beats/min
ute:

Not Appl
icable

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Oct-12-2020 13:02:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

2.a Systolic:

Date Location User Value Reason

Oct-12-2020 13:02:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

2.a Diastolic:

Date Location User Value Reason

Oct-12-2020 13:02:38
(UTC-05:00) Eastern Time

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry09
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***Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: VITAL SIGNS - COVID - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:50 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

(US & Canada)

2.a Respiratory Rate in respirations/minute:

Date Location User Value Reason

Oct-12-2020 13:02:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

2.a Heart Rate in beats/minute:

Date Location User Value Reason

Oct-12-2020 13:02:38
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: VITAL SIGNS - PULSE OX ROOM AIR - eCRF Audit Trail History

Form Version: 21-Aug-2020 02:51 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date:

Date Location User Value Reason

Oct-12-2020 13:03:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

2.a

Date Location User Value Reason

Oct-12-2020 13:03:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Record Identifier:: Not Applicable
Oxygen Saturation: Not Applicable

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Oct-12-2020 13:03:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

2.a SPO2 Pulse Oximetry %

Date Location User Value Reason

Oct-12-2020 13:03:00
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: OXYGENATION PARAMETERS - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:52 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date Time of Assessment:

Date Location User Value Reason

Oct-12-2020 13:03:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

2. Arterial Blood Gases PaO2 (mmHg):

Date Location User Value Reason

Oct-12-2020 13:03:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

3. FiO2 (Fraction of Inhaled Oxygen):

Date Location User Value Reason

Oct-12-2020 13:03:21
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry
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***Confidential***

 

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF
Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. What is the medication identifier?

Date Location User Value Reason

Oct-12-2020 13:03:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

2. Category:

Date Location User Value Reason

Oct-12-2020 13:03:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

3. Concomitant Medications Pre-specified:

Date Location User Value Reason

Oct-12-2020 13:03:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

4. Medication:

Provide the complete generic drug name (including salt form, where applicable). Where generic name is unknown, enter the
full trade or proprietary name. Include clarifying information in the Medication text (e.g., Ingredient(s), route, use,
formulation).

Date Location User Value Reason

Oct-12-2020 13:03:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

5. Start Date:

Date Location User Value Reason

Oct-12-2020 13:03:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

6. Ongoing?

Date Location User Value Reason
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: CONCOMITANT MEDICATIONS - VASOPRESSORS - eCRF
Audit Trail History

Form Version: 06-Jul-2020 21:55 Form Status: Data Complete, Frozen, Verified
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Oct-12-2020 13:03:41
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Oct/12/2020

Form: IMAGING - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Oct-12-2020 13:04:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

2. Location of Assessment:

Date Location User Value Reason

Oct-12-2020 13:04:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

3. Type of Imaging Exam:

Date Location User Value Reason

Oct-12-2020 13:04:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

4. Assessment:

Date Location User Value Reason

Oct-12-2020 13:04:10
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 James Fry
(pfe.jfry)

Data Entry:
Not Applicable

Initial Entry

09
01

77
e1

96
ae

3f
03

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:0

6 
(G

M
T)

FDA-CBER-2021-5683-0006601



Page 337 of 355

***Confidential***

 

Header Text: c4591001
Visit: End of Treatment - Unscheduled Form: DISPOSITION - TREATMENT - eCRF Audit Trail History
Form Version: 15-Sep-2020 21:55 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-27-2020 12:48:50
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Oct/27/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-27-2020 12:48:50
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Oct-27-2020 12:48:50
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
COMPLETED

Initial Entry

09
01

77
e1

96
ae

3f
03

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:0

6 
(G

M
T)

FDA-CBER-2021-5683-0006602



Page 338 of 355

***Confidential***

 

Header Text: c4591001
Visit: Follow-Up - Unscheduled Form: DISPOSITION - FOLLOW-UP - eCRF Audit Trail History
Form Version: 15-Sep-2020 21:53 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Nov-30-2020 08:57:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Nov/4/2020

Changed from
presumed date of
death to the date on
death certificate

Nov-12-2020 07:46:54
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Nov/1/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Nov-12-2020 07:46:54
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

3. Status:

Date Location User Value Reason

Nov-12-2020 07:46:54
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
DEATH

Initial Entry
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Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

Date Location User Value Reason

Nov-11-2020 15:19:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Form Created
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Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Back to Form

1. Category:

Date Location User Value Reason

Nov-11-2020 15:19:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Nov-11-2020 15:19:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Mar-08-2021
16:43:18
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Kathryn Sewell
(pfe.sewelk02)

Query
3: Clo
sed

Response satisfies query

Feb-23-2021
11:55:43
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Query
3: Ans
wered

SAE follow-up report has
been updated and faxed

Feb-11-2021
01:37:19
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Sathenapalli Suguna
Srujan (pfe.srujas)

Query
3: Ope
ned

Clinical - Subject has
several Past med Hx
conditions ongoing at time
of death; please submit
Concomitant Medications
to the SAE medication
section

Feb-10-2021
20:44:22
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Kathryn Sewell
(pfe.sewelk02)

Query
3: Can
didate

Clinical - Subject has
several Past med Hx
conditions ongoing at time
of death; please submit
Concomitant Medications
to the SAE medication
section
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Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
Site No: 1081 Site Name: (1081) Sterling Research Group - Mt. Auburn
Subject No: 10811194 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 10:11

Nov-24-2020
15:39:38
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy DMW QUERY
(pfe.DMW_QUERY)

Query
1: Clo
sed

Auto closed by Validation
Check: VC_AE001_05

Nov-24-2020
08:25:32
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query
1: Ans
wered

New Information

Nov-24-2020
08:25:32
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data
Entry
:
Myoca
rdial I
nfarcti
on

New Information

Nov-24-2020
07:56:06
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Minal Pathak
(pfe.patham13)

Query
1: Rei
ssued:
Opene
d

Thank you for response.
Please consider to enter
data when available and
route this query to DM
only once data is entered.

Nov-23-2020
07:42:19
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Query
1: Ans
wered

No report has been
received as of 23Nov2020

Nov-23-2020
05:08:15
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Ananta Gogoi
(pfe.gogoia)

Query
1: Rei
ssued:
Opene
d

DM: Please confirm if
death certificate has been
received now, If yes, then
update information as per
previous query.

Nov-16-2020
11:52:05
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Pamela Benne prod
(pfe.bennep07)

Query
1: Rei
ssued:
Candi
date

Waiting on Death
Certificate to update
details. Not sure when they
will receive

Nov-16-2020 ACV0PFEINFP6000 Ricell Ann Piojo Query Per PSSR confirmation
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10:22:05
(UTC-05:00)
Eastern Time
(US &
Canada)

(pfe.quitor) 2: Clo
sed

during the call, DOB was
reported as 1968.
Issue resolved

Nov-16-2020
08:04:11
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Ricell Ann Piojo
(pfe.quitor)

Query
2: Rei
ssued:
Candi
date

Pending PSSR
confirmation/SDB update

Nov-16-2020
07:58:29
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Query
2: Ans
wered

DOB was on SAE, but
needed corrected (year of
birth), which was
completed 12Nov2020

Nov-16-2020
07:57:07
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Query
1: Ans
wered

Death Cert has not been
received and we do not
know a time frame when it
will be, they are waiting on
toxicology results. Data
will be updated
immediately upon receipt
of the death cert

Nov-16-2020
04:49:24
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Ricell Ann Piojo
(pfe.quitor)

Query
2: Ope
ned

SAE
RECON:AER#2020447660
,the date of birth was
missing in Safety database
but was recorded as

1968 in AE CRF.
Please confirm if date of
birth was reported. If safety
update is required, please
submit a follow-up form.

Nov-15-2020
09:00:16
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Josee Robillard
(pfe.robilj01)

Query
1: Rei
ssued:
Opene
d

Please confirm if death
certificate was received. If
not, please provide an
estimate date as to when
data is expected.

Nov-12-2020
10:21:30
(UTC-05:00)
Eastern Time

ACV0PFEINFP6000 Behnaz
Yousefzadeh-
Khiabani
(pfe.youseb01)

Query
1: Rei
ssued:
Candi

Data will be updated soon.
Please review in a few
days.09
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(US &
Canada)

date

Nov-12-2020
07:35:58
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Query
1: Ans
wered

This information is not
currently available. Upon
receipt of the death
certificate, this data will be
updated.

Nov-11-2020
18:35:26
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy DMW QUERY
(pfe.DMW_QUERY)

Query
1: Ope
ned

DMW5359579;This
'Adverse Event' contains
the term DEATH. If
known, please provide the
cause of death as the AE
term with an outcome of
FATAL or clarify.

Nov-11-2020
15:19:14
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data
Entry
:
Death

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Nov-30-2020
15:24:25
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy DMW QUERY
(pfe.DMW_QUERY)

Query
1: Clo
sed

Auto closed by Validation
Check: VC_AE001_09_AN

Nov-30-2020
08:59:34
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Query
1: Ans
wered

Disposition date has been
corrected to 04Nov2020

Nov-29-2020
23:26:08
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Gajanan Deshmukh
(pfe.deshmg08)

Query
1: Rei
ssued:
Opene
d

DM : The form is unfrozen
now. Start Date' is after
‘Date of
Completion/Discontinuation
/Death’ on the Disposition -
Follow-up eCRF. Please
clarify or correct.09
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Nov-25-2020
08:23:01
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Query
1: Ans
wered

Could you please unlock the
Disposition FUP page so
that the date can be
corrected.

Nov-24-2020
15:40:34
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW6233817;Start Date'
is after ‘Date of
Completion/Discontinuation
/Death’ on the Disposition -
Follow-up eCRF. Please
clarify or correct.

Nov-24-2020
09:17:02
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data
Entry
:
Nov/4
/2020
UNK:
UNK

changed date to reflex
actual date subject found
deceased

Nov-11-2020
15:19:14
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data
Entry
:
Nov/1
/2020
UNK:
UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Nov-30-2020
15:29:41
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy DMW QUERY
(pfe.DMW_QUERY)

Query
1: Clo
sed

Auto closed by Validation
Check: VC_AE001_10_AN

Nov-30-2020
09:00:02
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Query
1: Ans
wered

Date has been corrected

Nov-26-2020
02:03:17
(UTC-05:00)

ACV0PFEINFP6000 Vikas Joshi
(pfe.joshiv22)

Query
1: Rei
ssued:

DM: 'Disposition - Follow
up' is unfrozen. Please
consider to update and
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Eastern Time
(US &
Canada)

Opene
d

confirm. Thanks

Nov-25-2020
08:23:55
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Query
1: Ans
wered

Please unlock the
disposition page. The date
entered was the presumed
date of death however the
death certificate has
04Nov2020 so we changed
all dates to match with
death certificate

Nov-24-2020
15:40:34
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy DMW QUERY
(pfe.DMW_QUERY)

Query
1: Op
ened

DMW6234253;‘End Date'
is after ‘Date of
Completion/Discontinuation
/Death’ on the Disposition -
Follow-up eCRF. Please
clarify or correct.

Nov-24-2020
08:26:12
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data
Entry
:
NO

End
Date
Tim
e:

No
v/4
/20
20
U
N
K:
U
N
K

changed date to reflect the
date subject was found
deceased

Nov-12-2020
07:35:19
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data
Entry
:
NO

End
Date
Tim
e:

No

Transcription Error
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v/1
/20
20
U
N
K:
U
N
K

Nov-11-2020
15:19:14
(UTC-05:00)
Eastern Time
(US &
Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data
Entry
:
YES

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Nov-11-2020 15:19:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
4

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Nov-12-2020 13:18:09
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Gladys Noi
(pfe.noig)

Query 1: Closed Response satisfies
query

Nov-12-2020 08:17:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Query 1: Answered We have not received
the SAE number

Nov-12-2020 08:10:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Ananta
Gogoi
(pfe.gogoia)

Query 1: Opened For AE Death:
Response to "Is the
adverse event
serious?" is 'Yes' but
"Serious Adverse
Event Number" is
blank.09
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Nov-11-2020 15:19:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Candidate For AE Death:
Response to "Is the
adverse event
serious?" is 'Yes' but
"Serious Adverse
Event Number" is
blank.

Nov-11-2020 15:19:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
YES

Is this serious event associated with
congenital anomaly or birth defect?

NO

Did this serious event result in deat
h?

YES

Did this serious event require or pr
olong hospitalization?

NO

Did this serious event result in pers
istent or significant disability/incap
acity?

NO

Is this serious event life threatening
?

YES

Other medically important serious
event

NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Nov-11-2020 15:19:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
NO

Initial Entry
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9. Is this event related to study treatment:

Date Location User Value Reason

Nov-24-2020 09:17:31
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
NOT RELATED

If Not Related to study treatment(s)
, this event is due to:

OTHER

If Other, specify:

Hypertensive cardiovascular d
isease

Changed Information

Nov-24-2020 08:27:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
NOT RELATED

If Not Related to study treatment(s)
, this event is due to:

OTHER

If Other, specify:

Hypertension

New Information

Nov-11-2020 15:19:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
NOT RELATED

If Not Related to study treatment(s)
, this event is due to:

OTHER

If Other, specify:

Unknown cause of death at thi
s time

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Nov-11-2020 15:19:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason09
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Nov-11-2020 15:19:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
NO

Initial Entry
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Back to Form

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Nov-11-2020 15:19:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Nov-12-2020 07:35:19
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Closed Close Auto Query

Nov-11-2020 15:19:54
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 2: Closed Close Auto Query

Nov-11-2020 15:19:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 2: Opened Response to "What
was the outcome of
this adverse event?"
is 'Fatal' but Date of
Collection /
Notification of Death
on the Death Details
form is not
completed. Please
review and update as
appropriate.

Nov-11-2020 15:19:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Opened For AE Death:
Response to "What
was the outcome of
this adverse event?"
is 'Fatal' but "Is the
adverse event still
ongoing?" is marked
'Yes'.

Nov-11-2020 15:19:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
FATAL

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?
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Nov-12-2020 10:22:22
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Hayley
Wyper
(pfe.wyperh)

Query 1: Closed Response satisfies
query

Nov-12-2020 07:47:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Query 1: Answered This has been
completed

Nov-12-2020 07:41:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Hayley
Wyper
(pfe.wyperh)

Query 1: Opened CLINQUERY: Please
complete the FUP tab
to indicate end of
study due to death

Nov-11-2020 15:19:14
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
YES

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Nov-12-2020 13:17:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Gladys
Noi
(pfe noig)

Data Entry:
2020447660

Initial Entry
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Back to Form

1. Date of Collection / Notification of Death:

Date Location User Value Reason

Dec-02-2020 00:27:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Astrud van der
Merwe
(pfe.vandea62)

Query 2: Closed Response satisfies query

Dec-01-2020 12:46:32
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Query 2: Answered No other updates needed,
date we were notified was
11Nov2020

Dec-01-2020 02:08:46
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Usha Ogirala
(pfe.ogirau)

Query 2: Reissued:Opened DM: This form has been
unlocked and available for
update. Please review and
amend the data as
appropriate else clarify.

Nov-30-2020 09:02:14
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Query 2: Answered Please unlock this page so
that we can update the death
details.

Nov-30-2020 08:57:58
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 2: Opened Date of Collection /
Notification of Death is
greater than the Date of
Completion/Discontinuation
/Death on the Disposition
form 04/Nov/2020. Please
review and update as
appropriate

Nov-13-2020 09:32:30
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Erik Sundgaard
(pfe.sundgaardea)

Query 1: Closed Response satisfies query

Nov-12-2020 07:51:29
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Query 1: Answered The date that we were
notified of death was
11Nov202 however the
suspected date of death was
01Nov2020. The 2 dates are
not the same, data entered is
correct

Nov-12-2020 07:46:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Opened Date of Collection /
Notification of Death is
greater than the Date of
Completion/Discontinuation
/Death on the Disposition
form 01/Nov/2020. Please
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review and update as
appropriate

Nov-11-2020 15:19:54
(UTC-05:00) Eastern
Time (US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Nov/11/2020

Initial Entry

2.a

Date Location User Value Reason

Nov-30-2020 15:38:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Cause of Deat
h Status:

PRIMARY CAUSE
OF DEATH

Cause of Deat
h:

Myocardial Infarcti
on

New Information

Nov-11-2020 15:20:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Cause
of Deat
h Statu
s:

PRIMARY CAUSE OF D
EATH

Cause
of Deat
h:

Cause is currently unknow
n. Detail will be updated o
nce the death certificate ha
s been received

Initial Entry

2.a Cause of Death Status:

Date Location User Value Reason

Nov-11-2020 15:20:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
PRIMARY CAUSE OF DEATH

Initial Entry

2.a Cause of Death:

Date Location User Value Reason

Nov-30-2020 15:38:34
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Myocardial Infarction

New Information

Nov-11-2020 15:20:23
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Lora Morris
(pfe.lmorris)

Data Entry:
Cause is currently unknown. Detail
will be updated once the death certifi
cate has been received

Initial Entry
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Back to Form

1. Subject Status

Date Location User Value Reason

Nov-12-2020 07:46:54
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
DISCONTINUED

Initial Entry

Oct-27-2020 12:48:50
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Sep-10-2020 14:14:11
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Sep-10-2020 12:57:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Nov-30-2020 08:57:58
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Nov/4/2020

Changed from
presumed date of
death to the date on
death certificate

Nov-12-2020 07:46:54
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Nov/1/2020

Initial Entry

Oct-27-2020 12:48:50
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Oct/27/2020

Initial Entry

Sep-10-2020 14:14:11
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Sep/10/2020

Initial Entry

Sep-10-2020 12:57:42
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Sep/10/2020

Initial Entry
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Back to Form

1. Casebook Signature

Date Location User Value Reason

Oct-16-2020 10:56:05
(UTC-05:00) Eastern Time
(US & Canada)

ACV0PFEINFP6000 Marcel
Lanton
(pfe mlanton)

Data Entry:
Click Here to Enable

Initial Entry
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eCRF Audit Trail History

Cohort Selection

DO NOT USE THE OPTIONS STAGE 1 NONSENTINEL and STAGE 2 from this CRF. As per protocol amendment 5, STAGE
3 option is equivalent to PHASE 2/3.

1. Select appropriate response -
Protocol version

30 JUN 2020

2. Select appropriate response - What
cohort does the subject belong to?

STAGE 3 COHORTS
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eCRF Audit Trail History

Informed Consent

1. Consent Was: OBTAINED
Date Written Consent Obtained
Jul/31/2020
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eCRF Audit Trail History

Demography

1. Subject ID [11281009]

2. Birth Date: /1954

3. Sex: MALE

4. Ethnicity: NOT HISPANIC OR LATINO(A) OR OF SPANISH ORIGIN

5. Race: (Check X all that apply): WHITE

6. Racial Designation:
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Jul/31/2020

2. Erroneous Visit
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Study eligibility requires subjects to meet all inclusion criteria (YES) and Not meet exclusion criteria (NO).

Inclusion Criteria

1.a Inclusion Number: 1

Criterion Description: Male or female participants between the ages of 18 and 55 years, inclusive, 65 and 85
years, inclusive, or 18 and 85 years, inclusive, at randomization (dependent upon
study stage)

Criterion met? YES

Criterion ID: (For Pfizer use only) IN01A00

1.b Inclusion Number: 2

Criterion Description: Participants who are willing and able to comply with all scheduled visits, vaccination
plan, laboratory tests, lifestyle considerations, and other study procedures

Criterion met? YES

Criterion ID: (For Pfizer use only) IN02A00

1.c Inclusion Number: 3

Criterion Description: Healthy participants who are determined by medical history, physical examination,
and clinical judgment of the investigator to be eligible for inclusion in the study

Criterion met? YES

Criterion ID: (For Pfizer use only) IN03A00

1.d Inclusion Number: 4

Criterion Description: Capable of giving personal signed informed consent, which includes compliance with
the requirements and restrictions listed in the ICD and in this protocol

Criterion met? YES

Criterion ID: (For Pfizer use only) IN04A00

Exclusion Criteria

2.a Exclusion Number: 1

Criterion Description: Other medical or psychiatric condition incl. recent (within past year) or active
suicidal ideation/behavior/lab abnormality that may increase the risk of study
participation

Criterion met? NO

Criterion ID: (For Pfizer use only) EX01A0009
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2.b Exclusion Number: 2

Criterion Description: Known infection with human immunodeficiency virus (HIV), hepatitis C virus
(HCV), or hepatitis B virus (HBV)

Criterion met? NO

Criterion ID: (For Pfizer use only) EX02A00

2.c Exclusion Number: 3

Criterion Description: History of severe adverse reaction associated with a vaccine and/or severe allergic
reaction (eg, anaphylaxis) to any component of the study intervention(s)

Criterion met? NO

Criterion ID: (For Pfizer use only) EX03A00

2.d Exclusion Number: 4

Criterion Description: Receipt of medications intended to prevent COVID-19

Criterion met? NO

Criterion ID: (For Pfizer use only) EX04A00

2.e Exclusion Number: 8

Criterion Description: Immunocompromised individuals with known or suspected immunodeficiency, as
determined by history and/or laboratory/physical examination

Criterion met? NO

Criterion ID: (For Pfizer use only) EX08A00

2 f Exclusion Number: 10

Criterion Description: Bleeding diathesis or condition associated with prolonged bleeding that would, in the
opinion of the investigator, contraindicate intramuscular injection

Criterion met? NO

Criterion ID: (For Pfizer use only) EX10A00

2.g Exclusion Number: 11

Criterion Description: Women who are pregnant or breastfeeding

Criterion met? NO

Criterion ID: (For Pfizer use only) EX11A00
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2.h Exclusion Number: 12

Criterion Description: Previous vaccination with any coronavirus vaccine

Criterion met? NO

Criterion ID: (For Pfizer use only) EX12A00

2.i Exclusion Number: 13

Criterion Description: Subjects who receive immunosuppressive therapy, such as cytotoxic agents or
systemic corticosteroids

Criterion met? NO

Criterion ID: (For Pfizer use only) EX13A01

2.j Exclusion Number: 15

Criterion Description: Receipt of blood/plasma products or immunoglobulin, from 60 days before study
intervention administration or planned receipt throughout the study

Criterion met? NO

Criterion ID: (For Pfizer use only) EX14A01

2.k Exclusion Number: 16

Criterion Description: Participation in other studies involving study intervention within 28 days prior to
study entry and/or during study participation

Criterion met? NO

Criterion ID: (For Pfizer use only) EX15A01

2.l Exclusion Number: 17

Criterion Description: Previous participation in other studies involving study intervention containing lipid
nanoparticles

Criterion met? NO

Criterion ID: (For Pfizer use only) EX16A01

2 m Exclusion Number: 22

Criterion Description: Investigator site staff or Pfizer employees directly involved in the conduct of the
study, site staff otherwise supervised by the investigator, and their respective family
members

Criterion met? NO

Criterion ID: (For Pfizer use only) EX21A01
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eCRF Audit Trail History

Disposition - Screening

1. Date of Completion/Discontinuation
/Death

Jul/31/2020

2. Phase of Disposition: SCREENING

3. Status: COMPLETED

4. Specify Status: [ ]
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eCRF Audit Trail History

Medical History Details

1.a Line/MH Number: [1]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[High Blood Pressure]

Start Date: UNK/UNK/1995

Ongoing: YES

1.b Line/MH Number: [2]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[MYOCARDIAL INFARCTION]

Start Date: Jan/1/2017

Ongoing: NO
End Date:
Jan/1/2017

1.c Line/MH Number: [3]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[High Cholesterol]

Start Date: UNK/UNK/2001

Ongoing: YES

1.d Line/MH Number: [4]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Anxiety]

Start Date: UNK/UNK/2000

Ongoing: YES
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1.e Line/MH Number: [5]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Bilateral Hip Pain]

Start Date: Nov/17/2014

Ongoing: YES

1 f Line/MH Number: [6]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[diabetes mellitus type 2]

Start Date: UNK/UNK/1996

Ongoing: YES

1.g Line/MH Number: [7]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Fluid Retention]

Start Date: UNK/UNK/1995

Ongoing: YES

1.h Line/MH Number: [8]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Angina intermittent]

Start Date: UNK/UNK/2017

Ongoing: YES

1.i Line/MH Number: [9]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Restless Leg Syndrome]

Start Date: UNK/UNK/2000

Ongoing: YES
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1.j Line/MH Number: [10]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[intermittent Non-productive Cough]

Start Date: UNK/UNK/2016

Ongoing: YES

1.k Line/MH Number: [11]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Vitamin D Deficiency]

Start Date: May/UNK/2020

Ongoing: YES

1.l Line/MH Number: [12]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Bilateral Hip Replacement]

Start Date: Nov/17/2014

Ongoing: NO
End Date:
Nov/17/2014

1 m Line/MH Number: [13]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Tobacco Dependency]

Start Date: UNK/UNK/1970

Ongoing: YES

1.n Line/MH Number: [14]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Vasectomy]

Start Date: UNK/UNK/1985

Ongoing: NO
End Date:
UNK/UNK/1985
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1.o Line/MH Number: [15]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Coronary Arterial Stent placement]

Start Date: Jan/17/2017

Ongoing: NO
End Date:
Jan/17/2017

1.p Line/MH Number: [16]

Disease/Syndrome/Surgery
/Non-Drug Allergies/Drug
Allergies:

[Drug Allergy Diphendydramine]

Start Date: UNK/UNK/2005

Ongoing: YES
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eCRF Audit Trail History

Vital Signs

1. Date: Jul/31/2020

2. Weight: [128.59]

3. Unit: kg

4. Height: [190.5]

5. Unit: cm

6. Body Mass Index: [35.4]

Vital Signs Details

7.a Record Identifier: 1

Temperature: [36.3]

Unit: C

Temperature Location: ORAL CAVITY
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eCRF Audit Trail History

Disposition

1. Randomization Date : Jul/31/2020

2. Randomization Number: [221076]

3. Randomization Group: [ ]
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES
Date of Collection:
Jul/31/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BK8CMW]

5.b Sample ID [BK8CMX]

5.c Sample ID [BN4YCJ]

5.d Sample ID [BN4YCK]

5.e Sample ID [BN4YCL]
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES
Date of Collection:
Jul/31/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BN4YDJ]
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eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Jul/31/2020 16:22

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES
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eCRF Audit Trail History

Reactogenicity Diary

1. Select appropriate response -
Reactogenicity diary collection

YES - REACTOGENICITY E-DIARY COLLECTED FOR THIS SUBJECT
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Aug/19/2020

2. Erroneous Visit
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eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat fever/pain
given on the last day the Subject
Diary was completed?

NO

2.a Symptom: FEVER

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.d Symptom: CHILLS

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.e Symptom: VOMITING

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2 f Symptom: DIARRHEA

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO
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2.h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

3. Injection Site Location: DELTOID MUSCLE

4. Injection Site Body Side: LEFT

5.a Injection Site Reaction: REDNESS

Were injection site reactions
present on the last day the Subject
Diary was completed?

NO

5.b Injection Site Reaction: SWELLING

Were injection site reactions
present on the last day the Subject
Diary was completed?

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site reactions
present on the last day the Subject
Diary was completed?

NO
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eCRF Audit Trail History

Vital Signs

1. Date: Aug/19/2020

Vital Signs Details

2.a Record Identifier: 1

Temperature: [97.7]

Unit: F

Temperature Location: ORAL CAVITY
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type NASAL_SWAB

3. Sample Collected? YES
Date of Collection:
Aug/19/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BP9W9R]
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eCRF Audit Trail History

Vaccination

1. Was there a temporary delay of
vaccination?

NO

2. Treatment Name [BLINDED THERAPY]

3. Formulation: INJECTION

4. Dose Date Time: Aug/19/2020 15:02

5. Anatomical Location: DELTOID MUSCLE

6. Body Side: LEFT

7. Route: INTRAMUSCULAR

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed THE PROTOCOL SPECIFIED OBSERVATION PERIOD

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?

YES
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eCRF Audit Trail History

Date of Visit

1. Date of Visit Sep/16/2020

2. Erroneous Visit
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eCRF Audit Trail History

Vaccination Symptoms Diary - Symptom Resolved Dates

1. Were medications to treat fever/pain
given on the last day the Subject
Diary was completed?

NO

2.a Symptom: FEVER

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.b Symptom: FATIGUE

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.c Symptom: HEADACHE

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.d Symptom: CHILLS

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.e Symptom: VOMITING

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2 f Symptom: DIARRHEA

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

2.g Symptom: NEW OR WORSENED MUSCLE PAIN

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO
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Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

2.h Symptom: NEW OR WORSENED JOINT PAIN

Were fever or systemic symptoms
present on the last day the Subject
Diary was completed?

NO

3. Injection Site Location: DELTOID MUSCLE

4. Injection Site Body Side: LEFT

5.a Injection Site Reaction: REDNESS

Were injection site reactions
present on the last day the Subject
Diary was completed?

NO

5.b Injection Site Reaction: SWELLING

Were injection site reactions
present on the last day the Subject
Diary was completed?

NO

5.c Injection Site Reaction: PAIN AT INJECTION SITE

Were injection site reactions
present on the last day the Subject
Diary was completed?

NO
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eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin SITE

2. Sample Type SERUM

3. Sample Collected? YES
Date of Collection:
Sep/16/2020

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5.a Sample ID [BHXNF7]

5.b Sample ID [BPR3LJ]

5.c Sample ID [BPR3ST]
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Form Comments
eCRF Audit Trail History

Date of Visit

1. Date of Visit Not Done

//

Comments

2. Erroneous Visit Not Done Comments
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin Not Applicable Comments

2. Sample Type Not Applicable Comments

3. Sample Collected? Not Applicable Comments

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

Not Applicable

[ ]

Comments

Aliquot

Please enter barcode for each aliquot.

5. Sample ID Not Applicable

[ ]
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Form Comments
eCRF Audit Trail History

Date of Visit

1. Date of Visit Not Done

//

Comments

2. Erroneous Visit Not Done Comments
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Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin Not Applicable Comments

2. Sample Type Not Applicable Comments

3. Sample Collected? Not Applicable Comments

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

Not Applicable

[ ]

Comments

Aliquot

Please enter barcode for each aliquot.

5. Sample ID Not Applicable

[ ]
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Form Comments
eCRF Audit Trail History

Date of Visit

1. Date of Visit Not Done

//

Comments

2. Erroneous Visit Not Done Comments
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin Not Applicable Comments

2. Sample Type Not Applicable Comments

3. Sample Collected? Not Applicable Comments

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

Not Applicable

[ ]

Comments

Aliquot

Please enter barcode for each aliquot.

5. Sample ID Not Applicable

[ ]
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Form: DATE OF VISIT - ILLNESS ONSET
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Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

eCRF Audit Trail History

Date of Visit

1. Date of Visit Nov/28/2020

2. Erroneous Visit ERRONEOUS VISIT

COVID-19 Illness Visit

3. COVID-19 Illness Visit: COVID_A
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Form Comments
eCRF Audit Trail History

Signs and Symptoms

1. Date of Assessment: Not Applicable

//

Comments

2. Date of First Symptom Started: Not Applicable

//

Comments

3. Symptoms Ongoing? Not Applicable Comments

Symptoms

4.a Symptoms: FEVER

Was symptom present? Not Applicable Comments

4.b Symptoms: NEW OR INCREASED COUGH

Was symptom present? Not Applicable Comments

4.c Symptoms: NEW OR INCREASED SHORTNESS OF BREATH

Was symptom present? Not Applicable Comments

4.d Symptoms: CHILLS

Was symptom present? Not Applicable Comments

4.e Symptoms: NEW OR INCREASED MUSCLE PAIN

Was symptom present? Not Applicable Comments

4 f Symptoms: NEW LOSS OF TASTE OR SMELL

Was symptom present? Not Applicable Comments

4.g Symptoms: NEW OR INCREASED SORE THROAT

Was symptom present? Not Applicable Comments09
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Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19
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Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

4.h Symptoms: DIARRHEA

Was symptom present? Not Applicable Comments

4.i Symptoms: VOMITING

Was symptom present? Not Applicable Comments

Symptoms - Other

5. Symptoms - Other Text: Not Applicable

[ ]
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# Date of Collecti
on

Specimen Ty
pe

Specimen Collection Loca
tion

Assay Code and Descrip
tion Device Type Form Instance

 1. Not Applicable Not Applicabl
e 

Not Applicable Not Applicable Not Applicab
le 

Repeating
Pages
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Nov/28/2020

Form: MICROBIOLOGY SPECIMEN

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form
Form Comments
eCRF Audit Trail History

Microbiology Specimen

1. Actual Date of Collection: Not Applicable

//

Comments

2. Specimen Type: Not Applicable Comments

3. Specimen Collection Location: Not Applicable Comments

4. Assay Code and Description: Not Applicable Comments

5. Device Type: Not Applicable Comments

6. Trade Name: Not Applicable Comments

7. Test Result: Not Applicable Comments

8. Comments/Findings/Details: Not Applicable

[ ]

Comments

9. Trade Name Other, Specify: Not Applicable

[ ]

Comments
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Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin Not Applicable Comments

2. Sample Type Not Applicable Comments

3. Sample Collected? Not Applicable Comments

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

Not Applicable

[ ]

Comments

Aliquot

Please enter barcode for each aliquot.

5. Sample ID Not Applicable

[ ]
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin Not Applicable Comments

2. Sample Type Not Applicable Comments

3. Sample Collected? Not Applicable Comments

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

Not Applicable

[ ]

Comments

Aliquot

Please enter barcode for each aliquot.

5. Sample ID Not Applicable

[ ]
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/28/2020

Form: HEALTH CARE UTILIZATION

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Not Verified, Frozen
Site No: 1128 Site Name: (1128) Ventavia Research Group
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Form Comments
eCRF Audit Trail History

Health Care Utilization

1.a Physician or Healthcare
Professional:

SPECIALIST

Occurrence of Visits or Contacts: Not Applicable Comments

1.b Physician or Healthcare
Professional:

EMERGENCY ROOM

Occurrence of Visits or Contacts: Not Applicable Comments

1.c Physician or Healthcare
Professional:

PRIMARY CARE PHYSICIAN

Occurrence of Visits or Contacts: Not Applicable Comments

1.d Physician or Healthcare
Professional:

URGENT CARE

Occurrence of Visits or Contacts: Not Applicable Comments

1.e Physician or Healthcare
Professional:

TELEPHONE CONSULTATION

Occurrence of Visits or Contacts: Not Applicable Comments

1 f Physician or Healthcare
Professional:

OTHER

Occurrence of Visits or Contacts: Not Applicable Comments

Health Care Utilization Other

2. Other Type of Practitioner Specify: Not Applicable

[ ]

Comments

Health Care Utilization

3. Has the subject been hospitalized due
to potential COVID-19 illness?

Not Applicable Comments09
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# Treatment Identifier Con Non-Drug Treatments Pre-specified Treatment Treatment Start Date Form Instance

 1.      Repeating Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
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Form: RESPIRATORY TREATMENT

Form Version: 06-Jul-2020 21:53 Form Status: Not Started
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Respiratory Treatment

1. What is the treatment Identifier? [ ]

2. Concomitant Non-drug Treatment
Pre-specified:

3. Treatment:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Form Comments
eCRF Audit Trail History

Illness Details

1. Category of Clinical Event: Not Applicable Comments

2. Was a diagnosis obtained for
Potential COVID-19 Illness?

Not Applicable Comments

3. Toxicity Grade: Not Applicable Comments
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# Category of Clinical Event: Subcategory of Clinical Event Diagnosis Obtained Toxicity Grade Form Instance

 1.     Repeating Pages
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Form Version: 17-Jul-2020 21:55 Form Status: Not Started
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Illness Details

1. Category of Clinical Event:

2. Subcategory of Clinical Event:

3. Was a diagnosis obtained?

4. Toxicity Grade:
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# Category for Lab
Test

Vendor Na
me

Collection Da
te:

Specimen T
ype Lab Result Form Instance

 1.     Sponsor-Defined Iden
tifier

Test
:

Resul
t:

Repeating
Pages
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/28/2020

Form: LOCAL LABORATORY DATA - REPEATING CHEMISTRY

Form Version: 30-Jul-2020 21:27 Form Status: Not Started
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Lab Chemistry Details

1. Lab Panel:

2. Laboratory Name and Address [ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

Not Done:

LNMT Low
[ ]
High
[ ]
Unit

09
01

77
e1

96
ae

40
10

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:2

9 
(G

M
T)

FDA-CBER-2021-5683-0010324



Page 50 of 364

***Confidential***

 

Header Text: c4591001
Visit: POT_COVID_ILL 1 Form: LOCAL LABORATORY DATA - REPEATING Hematology
Form Version: 30-Jul-2020 21:28
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

# Category for La
b Test

Vendor Name (DE
RIVED)

Collection
Date:

Specimen
Type Lab Result Form Instanc

e

 1.     Sponsor-Defined Id
entifier

Tes
t:

Resul
t:

Repeating
Pages
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/28/2020

Form: LOCAL LABORATORY DATA - REPEATING Hematology

Form Version: 30-Jul-2020 21:28 Form Status: Not Started
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Laboratory Data Hematology

1. Lab Panel:

2. Laboratory Name and Address [ ]

3. Collection Date: //

4. Specimen Type:

Lab Result

5. Sponsor ID: [ ]

Test:

Result: [ ]

Not Done:

LNMT Low
[ ]
High
[ ]
Unit
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# Date: Vital Signs Details Form Instance

 1.  Record Identifier: Systolic: Diastolic: Repeating Pages
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Form: VITAL SIGNS - COVID

Form Version: 30-Jul-2020 21:27 Form Status: Not Started
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Systolic: [ ]

Diastolic: [ ]

Respiratory Rate in
respirations/minute:

[ ]

Heart Rate in beats/minute: [ ]
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# Date: Vital Signs Details Form Instance

 1.  Record Identifier: Oxygen Saturation Repeating Pages
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Form Version: 30-Jul-2020 21:28 Form Status: Not Started
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Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

SPO2 Pulse Oximetry % [ ]
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# Date Time of Assessment Arterial Blood Gases PaO2 FiO2 (Fraction of Inhaled Oxygen) Form Instance

 1.    Repeating Pages
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Oxygenation Parameters

1. Date Time of Assessment: //

2. Arterial Blood Gases PaO2 (mmHg): [ ]

3. FiO2 (Fraction of Inhaled Oxygen): [ ]
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# Sponsor-Defined Ide
ntifier

Category for Medi
cation

Concomitant Medications Pre
-specified

Name of Medic
ation

Start D
ate

Form Instanc
e

 1.      Repeating
Pages
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Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[ ]

5. Start Date: //

6. Ongoing?
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# Date of Assessment Location of Assessment Imaging Method Overall Assessment Form Instance

 1.     Repeating Pages
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Back to Form

Imaging

1. Date of Assessment: //

2. Location of Assessment:

3. Type of Imaging Exam:

4. Assessment:
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Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Illness Visit

3. COVID-19 Illness Visit:
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Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Unplanned Assessments

1. Assessments
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eCRF Audit Trail History

Disposition - Treatment

1. Date of Completion/Discontinuation
/Death :

Sep/16/2020

2. Phase of Disposition: VACCINATION

3. Status: COMPLETED

4. Specify Status: [ ]
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eCRF Audit Trail History

Disposition - Follow-Up

1. Date of Completion/Discontinuation
/Death :

Nov/28/2020

2. Phase of Disposition: FOLLOW-UP

3. Status: DEATH

4. Specify Status: [ ]
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Form Version: 10-Oct-2020 15:57 Form Status: Not Started
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
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Date of Visit

1. Date of Visit //

2. Erroneous Visit

COVID-19 Repeat Swab

3. COVID-19 Repeat Swab:
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Visit: POT_COVID_REPEAT_SWAB - New
Unscheduled Visit

Form: ELECTRONIC SAMPLE TRACKING - REPEAT SWAB

Form Version: 10-Oct-2020 15:57 Form Status: Not Started
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Electronic Sample Tracking

1. Data Origin

2. Sample Type

3. Sample Collected?

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

[ ]

Aliquot

Please enter barcode for each aliquot.

5. Sample ID [ ]
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# Category AE Identif
ier Adverse Event Start Date Is the Adverse Event Still On

going Form Instance

 1. ADVERSE EVE
NT 

1 Myocardial Infarct
ion 

Oct/27/2020 UNK:U
NK 

NO
End Date Time:

Oct/28/2020 UNK:UNK
 

Repeating
Pages

 2. ADVERSE EVE
NT 

2 Pneumonia Oct/28/2020 UNK:U
NK 

NO
End Date Time:

Nov/28/2020 06:00
 

Repeating
Pages
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [1]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Myocardial Infarction]

4. Start Date Time: Oct/27/2020 UNK:UNK

5. Is the adverse event still ongoing? NO
End Date Time:
Oct/28/2020 UNK:UNK

6. Toxicity Grade: 4

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

YES
Is this serious event associated with congenital anomaly or birth
defect?
NO

Did this serious event result in death?
NO

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant
disability/incapacity?
NO

Is this serious event life threatening?
YES

Other medically important serious event
NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

9. Is this event related to study
treatment:

NOT RELATED
If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[failed cardiac stent]

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

Unknown Comments

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

RECOVERED/RESOLVED

14. Did the adverse event cause the
subject to be discontinued from the
study?

NO

15. Serious Adverse Event Number: For
Pfizer Use Only

[2020482043]
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Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
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Back to Form
eCRF Audit Trail History
Form Audit Trail

Adverse Event Report

1. Category: ADVERSE EVENT

2. AE ID: [2]

3. Adverse Event:
(If possible specify diagnosis, not
individual symptoms)

[Pneumonia]

4. Start Date Time: Oct/28/2020 UNK:UNK

5. Is the adverse event still ongoing? NO
End Date Time:
Nov/28/2020 06:00

6. Toxicity Grade: 4

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER
IMMEDIATELY.

Fatal; Life-threatening; Inpatient
hospitalization or prolongation of
existing hospitalization; Persistent or
significant disability/incapacity;
Congenital anomaly/birth defect;
Important medical event (i.e. may
jeopardize subject and may require
medical/surgical intervention to
prevent above outcomes).

YES
Is this serious event associated with congenital anomaly or birth defect?
NO

Did this serious event result in death?
YES

Did this serious event require or prolong hospitalization?
YES

Did this serious event result in persistent or significant disability/incapacity?
NO

Is this serious event life threatening?
YES

Other medically important serious event
NO

8. Is this adverse event the result of a
study Medication Error?
If Yes, record the type of medication
error on the Medication Error Log.

NO

9. Is this event related to study
treatment:

NOT RELATED
If Not Related to study treatment(s), this event is due to:
OTHER

If Other, specify:
[infection]

09
01

77
e1

96
ae

40
10

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:2

9 
(G

M
T)

FDA-CBER-2021-5683-0010348



Page 74 of 364

***Confidential***

Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

10. Latest Action Taken with Study
Treatment:

NOT APPLICABLE

11. Was a Concomitant Medication
given?

YES

12. Was a Non-Drug Treatment given? NO

13. What was the outcome of this
adverse event?:

FATAL

14. Did the adverse event cause the
subject to be discontinued from the
study?

YES

15. Serious Adverse Event Number: For
Pfizer Use Only

[2020482043]
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# Categor
y

Medication Err
or

Start Da
te

Is the medication error Still On
going

Study Medication Errors Ac
tion Form Instance

 1.      Repeating
Pages
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Back to Form

Medication Error

1. Category:

2. Medication Error (Type of
Medication Error):

[ ]

3. Start Date: //

4. Is the medication error still ongoing?

5. Latest Action Taken with Study
Treatment:

6. Was a Concomitant Medication
given?

7. Was a Non-Drug Treatment given?

8. Did the Medication Error cause the
subject to be discontinued from the
study?

9. Was this medication error associated
with any adverse events?

10. Serious Adverse Event Number: For
Pfizer Use Only

[ ]
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VACCINATIONS
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# Sponsor-Defined Ide
ntifier

Category for Medi
cation

Concomitant Medications Pre
-specified

Name of Medic
ation

Start D
ate

Form Instanc
e

 1.      Repeating
Pages
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Visit: Logs - Unscheduled Form: CONCOMITANT MEDICATIONS - NON STUDY

VACCINATIONS
Form Version: 22-Apr-2020 21:03 Form Status: Not Started
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[ ]

5. Date: //
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Site No: 1128 Site Name: (1128) Ventavia Research Group
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# Sponsor-Defined Id
entifier

Category for Med
ication

Concomitant Medications Pr
e-specified

Name of Medi
cation

Dose Descri
ption

Form Instanc
e

 1.      Repeating
Pages
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Back to Form

Concomitant Medications

1. What is the medication identifier? [ ]

2. Category:

3. Concomitant Medications
Pre-specified:

4. Medication:

Provide the complete generic drug
name (including salt form, where
applicable). Where generic name is
unknown, enter the full trade or
proprietary name. Include clarifying
information in the Medication text
(e.g., Ingredient(s), route, use,
formulation).

[ ]

5. Dose: [ ]

6. Dose Unit:

7. Dose Frequency:

8. Route:

9. Start Date: //

10. Ongoing?
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# Category Treatment Identifier Con Non-Drug Treatments Pre-specified Treatment Start Date Form Instance

 1.      Repeating Pages
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Back to Form

Radiation Treatment

1. Category:

2. What is the treatment Identifier? [ ]

3. Concomitant Non-drug Treatment
Pre-specified:

4. Treatment: [ ]

5. Start Date: //

6. Ongoing?
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# Transfusion Type Date of Transfusion Form Instance

 1.   Repeating Pages
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Back to Form

1. Transfusion Type:

2. Date of Transfusion: //
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Date of Visit

1. Date of Visit //

2. Erroneous Visit
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Vital Signs

1. Date: //

Vital Signs Details

2. Record Identifier:

Temperature: [ ]

Unit:

Temperature Location:
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Vaccination

1. Was there a temporary delay of
vaccination?

2. Treatment Name [ ]

3. Formulation:

4. Dose Date Time: //

5. Anatomical Location:

6. Body Side:

7. Route:

8. Actual Dose: [ ]

9. Unit:

10. Timeframe Subject Was Observed

11. Was the subject observed for at least
the protocol specified observation
period after investigational product
administration?
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Contact Outcome

1. Contact Type:

2. Was contact made?

3. Comments: [ ]
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Form Comments
eCRF Audit Trail History

Date of Visit

1. Date of Visit Not Done

//

Comments

2. Erroneous Visit Not Done Comments
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Form Comments
eCRF Audit Trail History

Informed Consent - Asymptomatic Surveillance

1. Consent Was: Not Done Comments
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Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin Not Applicable Comments

2. Sample Type Not Applicable Comments

3. Sample Collected? Not Applicable Comments

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

Not Applicable

[ ]

Comments

Aliquot

Please enter barcode for each aliquot.

5. Sample ID Not Applicable

[ ]
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Form Comments
eCRF Audit Trail History

Electronic Sample Tracking

1. Data Origin Not Applicable Comments

2. Sample Type Not Applicable Comments

3. Sample Collected? Not Applicable Comments

4. If no sample was collected or sample
was not collected according to
protocol, please provide reason:

Not Applicable

[ ]

Comments

Aliquot

Please enter barcode for each aliquot.

5. Sample ID Not Applicable

[ ]
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Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Form Comments
eCRF Audit Trail History

Date of Visit

1. Date of Visit Not Applicable

//

Comments

2. Erroneous Visit Not Applicable Comments
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Form Comments
eCRF Audit Trail History

Further Vaccination Confirmation

1. Select appropriate response - Is
participant willing to return for
Vaccination 3?

Not Applicable Comments
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Form Comments
eCRF Audit Trail History

Treatment Unblinded

1. Date Treatment Unblinded : Not Applicable

//

Comments

2. Primary Reason for Unblinding: Not Applicable Comments
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Form Comments
eCRF Audit Trail History

Withdrawal Of Consent

1. Withdrawal of Consent Date : Not Applicable

//

Comments
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eCRF Audit Trail History

Death Details

1. Date of Collection / Notification of
Death:

Dec/4/2020

Cause of Death

2.a Cause of Death Status: PRIMARY CAUSE OF DEATH

Cause of Death: [Pneumonia]
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eCRF Audit Trail History

Subject Status

1. Subject Status DISCONTINUED

2. Subject Status Date Nov/28/2020
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eCRF Audit Trail History

Casebook Signature Form

1. Casebook Signature Click Here to Enable
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Audit Trail

This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Mark Koch Approved Mar-08-2021 16:46:39 (UTC-06:00) Central Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MarkKoch, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Back to Form

Item Date User Comment

Form Dec-09-2020 17:07:51 (UTC-06:00) Central Time
(US & Canada)

Thea Sonnier
(pfe.tsonnier)

Not Done
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Back to Form

Item Date User Comment

1 Dec-09-2020 17:07:51 (UTC-06:00) Central Time
(US & Canada)

Thea Sonnier
(pfe.tsonnier)

Not Done
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Back to Form

Item Date User Comment

2 Dec-09-2020 17:07:51 (UTC-06:00) Central Time
(US & Canada)

Thea Sonnier
(pfe.tsonnier)

Not Done
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Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
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Back to Form

Item Date User Comment

Form Jan-15-2021 16:46:54 (UTC-06:00) Central Time
(US & Canada)

Thea Sonnier
(pfe.tsonnier)

Not Applicable
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Item Date User Comment

1 Jan-15-2021 16:46:54 (UTC-06:00) Central Time
(US & Canada)

Thea Sonnier
(pfe.tsonnier)

Not Applicable
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Item Date User Comment

2 Jan-15-2021 16:46:54 (UTC-06:00) Central Time
(US & Canada)

Thea Sonnier
(pfe.tsonnier)

Not Applicable
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Back to Form

Item Date User Comment

Form Jan-22-2021 16:02:33 (UTC-06:00) Central Time
(US & Canada)

Thea Sonnier
(pfe.tsonnier)

Not Applicable
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Item Date User Comment

1 Jan-22-2021 16:02:33 (UTC-06:00) Central Time
(US & Canada)

Thea Sonnier
(pfe.tsonnier)

Not Applicable
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Back to Form

Item Date User Comment

Form Jan-22-2021 16:01:27 (UTC-06:00) Central Time
(US & Canada)

Thea Sonnier
(pfe.tsonnier)

Not Applicable
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Item Date User Comment

1 Jan-22-2021 16:01:27 (UTC-06:00) Central Time
(US & Canada)

Thea Sonnier
(pfe.tsonnier)

Not Applicable
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Item Date User Comment

2 Jan-22-2021 16:01:27 (UTC-06:00) Central Time
(US & Canada)

Thea Sonnier
(pfe.tsonnier)

Not Applicable
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Item Date User Comment

Form Jan-22-2021 16:02:16 (UTC-06:00) Central Time
(US & Canada)

Thea Sonnier
(pfe.tsonnier)

Not Applicable
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Thea Sonnier
(pfe.tsonnier)

Not Applicable
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This form requires signing by a member of each of the following signature groups:
CRF_Sign

Name Signature
Meaning

Date Type Action

Mark Koch Approved Mar-08-2021 16:46:39 (UTC-06:00) Central Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MarkKoch, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Jen Vasilio N/A Feb-27-2021 12:19:14 (UTC-06:00) Central Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Mark Koch Approved Feb-24-2021 13:47:12 (UTC-06:00) Central Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MarkKoch, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Thea Sonnier N/A Feb-23-2021 11:55:57 (UTC-06:00) Central Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Mark Koch Approved Jan-31-2021 11:35:04 (UTC-06:00) Central Time
(US & Canada)

BOOK Signed
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Affidavit:
By my dated signature below, I, MarkKoch, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Thea Sonnier N/A Jan-22-2021 16:00:21 (UTC-06:00) Central Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Mark Koch Approved Jan-21-2021 11:46:42 (UTC-06:00) Central Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MarkKoch, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Jen Vasilio N/A Jan-13-2021 10:07:19 (UTC-06:00) Central Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Mark Koch Approved Dec-28-2020 10:51:22 (UTC-06:00) Central Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MarkKoch, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Jen Vasilio N/A Dec-13-2020 05:40:45 (UTC-06:00) Central Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Mark Koch Approved Dec-11-2020 10:10:49 (UTC-06:00) Central Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MarkKoch, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Jen Vasilio N/A Dec-04-2020 15:25:08 (UTC-06:00) Central Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Mark Koch Approved Oct-12-2020 10:49:35 (UTC-06:00) Central Time
(US & Canada)

BOOK Signed

Affidavit:
By my dated signature below, I, MarkKoch, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.

Burt Ray N/A Sep-28-2020 13:49:39 (UTC-06:00) Central Time
(US & Canada)

Edit - All
signatures
invalidated

Affidavit:
N/A

Mark Koch Approved Sep-17-2020 17:57:19 (UTC-06:00) Central Time
(US & Canada)

BOOK Signed
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Affidavit:
By my dated signature below, I, MarkKoch, verify that all case report form pages accurately display the results of the
examinations, tests, evaluations and treatments performed on this subject.

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is to certify that I intend that this electronic
signature is to be the legally binding equivalent of my handwritten signature.

To this I do attest by supplying my user name and password and clicking the button marked Submit below.
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Back to Form

1. Select appropriate response - Protocol version

Date Location User Value Reason

Jul-31-2020 18:17:03
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
30 JUN 2020

Initial Entry

2. Select appropriate response - What cohort does the subject belong to?

Date Location User Value Reason

Jul-31-2020 18:17:03
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
STAGE 3 COHORTS

Initial Entry
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Back to Form

1. Consent Was:

Date Location User Value Reason

Jul-31-2020 18:17:19
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
OBTAINED

Date Written Consent Obtained

Jul/31/2020

Initial Entry
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Back to Form

1. Subject ID

Date Location User Value Reason

Jul-31-2020 18:16:37
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
11281009

Item copied from
previous form

2. Birth Date:

Date Location User Value Reason

Jul-31-2020 18:16:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
/1954

Enrollment Entry

3. Sex:

Date Location User Value Reason

Jul-31-2020 18:17:30
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
MALE

Initial Entry

4. Ethnicity:

Date Location User Value Reason

Jul-31-2020 18:17:30
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
NOT HISPANIC OR LATINO(A) O
R OF SPANISH ORIGIN

Initial Entry

5. Race: (Check X all that apply):

Date Location User Value Reason

Jul-31-2020 18:17:30
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
WHITE

Initial Entry
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Back to Form

1. Date of Visit

Date Location User Value Reason

Jul-31-2020 18:17:45
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Jul/31/2020

Initial Entry

09
01

77
e1

96
ae

40
10

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:2

9 
(G

M
T)

FDA-CBER-2021-5683-0010480



Page 206 of 364

***Confidential***

 

Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: INCLUSION/EXCLUSION CRITERIA - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:27 Form Status: Data Complete, Locked, Frozen, Verified
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Back to Form

1.a

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Inclusi
on Nu
mber:

1

Criter
ion De
scripti
on:

Male or female participants
between the ages of 18 and
55 years, inclusive, 65 and
85 years, inclusive, or 18 an
d 85 years, inclusive, at ran
domization (dependent upo
n study stage)

Criter
ion me
t?:

YES

Criter
ion ID
: (For
Pfizer
use on
ly):

IN01A00

Initial Entry

1.a Inclusion Number:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
1

Initial Entry

1.a Criterion Description:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Male or female participants between
the ages of 18 and 55 years, inclusiv
e, 65 and 85 years, inclusive, or 18 a
nd 85 years, inclusive, at randomizat
ion (dependent upon study stage)

Initial Entry

1.a Criterion met?

Date Location User Value Reason
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Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
YES

Initial Entry

1.a Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
IN01A00

Initial Entry

1.b

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Inclusi
on Nu
mber:

2

Criteri
on Des
criptio
n:

Participants who are willin
g and able to comply with a
ll scheduled visits, vaccinat
ion plan, laboratory tests, li
festyle considerations, and
other study procedures

Criteri
on met
?:

YES

Criteri
on ID:
(For Pf
izer us
e only)
:

IN02A00

Initial Entry

09
01

77
e1

96
ae

40
10

\F
in

al
\F
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al
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1.b Inclusion Number:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
2

Initial Entry

1.b Criterion Description:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Participants who are willing and able
to comply with all scheduled visits, v
accination plan, laboratory tests, lifes
tyle considerations, and other study p
rocedures

Initial Entry

1.b Criterion met?

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
YES

Initial Entry

1.b Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
IN02A00

Initial Entry

1.c

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Inclusi
on Nu
mber:

3

Criteri
on Des
criptio
n:

Healthy participants who ar
e determined by medical hi
story, physical examination
, and clinical judgment of t
he investigator to be eligibl
e for inclusion in the study

Initial Entry

09
01

77
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Criteri
on met
?:

YES

Criteri
on ID:
(For Pf
izer us
e only)
:

IN03A00

1.c Inclusion Number:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
3

Initial Entry

1.c Criterion Description:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Healthy participants who are determi
ned by medical history, physical exa
mination, and clinical judgment of th
e investigator to be eligible for inclus
ion in the study

Initial Entry

1.c Criterion met?

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
YES

Initial Entry

1.c Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
IN03A00

Initial Entry

1.d

Date Location User Value Reason

Jul-31-2020 18:18:07 ACV0PFEINFP6000 Jerred Data Entry: Initial Entry09
01

77
e1

96
ae

40
10
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\F
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(UTC-06:00) Central Time
(US & Canada)

Downs
(pfe.jdowns)

Inclusi
on Nu
mber:

4

Criteri
on Des
criptio
n:

Capable of giving personal
signed informed consent, w
hich includes compliance
with the requirements and r
estrictions listed in the ICD
and in this protocol

Criteri
on met
?:

YES

Criteri
on ID:
(For Pf
izer us
e only):

IN04A00

09
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1.d Inclusion Number:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
4

Initial Entry

1.d Criterion Description:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Capable of giving personal signed in
formed consent, which includes com
pliance with the requirements and re
strictions listed in the ICD and in thi
s protocol

Initial Entry

1.d Criterion met?

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
YES

Initial Entry

1.d Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
IN04A00

Initial Entry

2.a

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Exclus
ion Nu
mber:

1

Criteri
on Des
criptio
n:

Other medical or psychiatri
c condition incl. recent (wit
hin past year) or active suic
idal ideation/behavior/lab a
bnormality that may increas
e the risk of study participat
ion

Initial Entry

09
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Criteri
on met
?:

NO

Criteri
on ID:
(For P
fizer u
se only
):

EX01A00

2.a Exclusion Number:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
1

Initial Entry

2.a Criterion Description:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Other medical or psychiatric conditio
n incl. recent (within past year) or ac
tive suicidal ideation/behavior/lab ab
normality that may increase the risk
of study participation

Initial Entry

2.a Criterion met?

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
NO

Initial Entry

2.a Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
EX01A00

Initial Entry

2.b

Date Location User Value Reason

Jul-31-2020 18:18:07 ACV0PFEINFP6000 Jerred Data Entry: Initial Entry09
01

77
e1

96
ae

40
10

\F
in

al
\F
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al
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(UTC-06:00) Central Time
(US & Canada)

Downs
(pfe.jdowns)

Exclusio
n Numb
er:

2

Criterio
n Descri
ption:

Known infection with hu
man immunodeficiency v
irus (HIV), hepatitis C vir
us (HCV), or hepatitis B
virus (HBV)

Criterio
n met?:

NO

Criterio
n ID: (F
or Pfizer
use only)
:

EX02A00

2.b Exclusion Number:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
2

Initial Entry

2.b Criterion Description:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Known infection with human immun
odeficiency virus (HIV), hepatitis C
virus (HCV), or hepatitis B virus (H
BV)

Initial Entry

2.b Criterion met?

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
NO

Initial Entry

2.b Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
EX02A00

Initial Entry

09
01

77
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96
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40
10
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2.c

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Exclusi
on Nu
mber:

3

Criteri
on Des
criptio
n:

History of severe adverse r
eaction associated with a v
accine and/or severe allergi
c reaction (eg, anaphylaxis)
to any component of the st
udy intervention(s)

Criteri
on met
?:

NO

Criteri
on ID:
(For Pf
izer us
e only):

EX03A00

Initial Entry

09
01

77
e1

96
ae

40
10
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2.c Exclusion Number:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
3

Initial Entry

2.c Criterion Description:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
History of severe adverse reaction as
sociated with a vaccine and/or severe
allergic reaction (eg, anaphylaxis) to
any component of the study intervent
ion(s)

Initial Entry

2.c Criterion met?

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
NO

Initial Entry

2.c Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
EX03A00

Initial Entry

2.d

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Exclusion Nu
mber:

4

Criterion Des
cription:

Receipt of medicatio
ns intended to preve
nt COVID-19

Criterion met
?:

NO

Criterion ID:
(For Pfizer us
e only):

EX04A00

Initial Entry

09
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2.d Exclusion Number:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
4

Initial Entry

2.d Criterion Description:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Receipt of medications intended to p
revent COVID-19

Initial Entry

2.d Criterion met?

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
NO

Initial Entry

2.d Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
EX04A00

Initial Entry

2.e

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Exclusi
on Nu
mber:

8

Criteri
on Desc
ription:

Immunocompromised indi
viduals with known or sus
pected immunodeficiency,
as determined by history a
nd/or laboratory/physical e
xamination

Criteri
on met
?:

NO

Initial Entry

09
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Criteri
on ID: (
For Pfi
zer use
only):

EX08A00

2.e Exclusion Number:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
8

Initial Entry

2.e Criterion Description:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Immunocompromised individuals wi
th known or suspected immunodefici
ency, as determined by history and/o
r laboratory/physical examination

Initial Entry

2.e Criterion met?

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
NO

Initial Entry

2.e Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
EX08A00

Initial Entry

2.f

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Exclusi
on Nu
mber:

10
Initial Entry

09
01
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Criteri
on Des
criptio
n:

Bleeding diathesis or condi
tion associated with prolon
ged bleeding that would, in
the opinion of the investiga
tor, contraindicate intramus
cular injection

Criteri
on met
?:

NO

Criteri
on ID:
(For Pf
izer use
only):

EX10A00

2.f Exclusion Number:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
10

Initial Entry

2.f Criterion Description:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Bleeding diathesis or condition assoc
iated with prolonged bleeding that w
ould, in the opinion of the investigat
or, contraindicate intramuscular injec
tion

Initial Entry

2.f Criterion met?

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
NO

Initial Entry

2.f Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
EX10A00

Initial Entry

09
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2.g

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Exclusion Num
ber:

11

Criterion Descr
iption:

Women who are p
regnant or breastfe
eding

Criterion met?: NO
Criterion ID: (
For Pfizer use o
nly):

EX11A00

Initial Entry

2.g Exclusion Number:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
11

Initial Entry

2.g Criterion Description:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Women who are pregnant or breastfe
eding

Initial Entry

2.g Criterion met?

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
NO

Initial Entry

2.g Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
EX11A00

Initial Entry

2.h

Date Location User Value Reason
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ae
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Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Exclusion Nu
mber:

12

Criterion Des
cription:

Previous vaccinatio
n with any coronavi
rus vaccine

Criterion met
?:

NO

Criterion ID:
(For Pfizer us
e only):

EX12A00

Initial Entry

2.h Exclusion Number:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
12

Initial Entry

2.h Criterion Description:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Previous vaccination with any coron
avirus vaccine

Initial Entry

2.h Criterion met?

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
NO

Initial Entry

2.h Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
EX12A00

Initial Entry

2.i

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time

ACV0PFEINFP6000 Jerred
Downs

Data Entry:
Exclusio 13

Initial Entry09
01
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e1
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ae

40
10
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al
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(US & Canada) (pfe.jdowns) n Numbe
r:
Criterion
Descripti
on:

Subjects who receive im
munosuppressive therapy
, such as cytotoxic agent
s or systemic corticoster
oids

Criterion
met?:

NO

Criterion
ID: (For
Pfizer us
e only):

EX13A01

2.i Exclusion Number:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
13

Initial Entry

2.i Criterion Description:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Subjects who receive immunosuppre
ssive therapy, such as cytotoxic agen
ts or systemic corticosteroids

Initial Entry

2.i Criterion met?

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
NO

Initial Entry

2.i Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
EX13A01

Initial Entry

2.j

Date Location User Value Reason
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Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Exclusi
on Nu
mber:

15

Criteri
on Desc
ription:

Receipt of blood/plasma pr
oducts or immunoglobulin,
from 60 days before study i
ntervention administration
or planned receipt through
out the study

Criteri
on met
?:

NO

Criteri
on ID:
(For Pf
izer use
only):

EX14A01

Initial Entry

09
01
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2.j Exclusion Number:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
15

Initial Entry

2.j Criterion Description:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Receipt of blood/plasma products or
immunoglobulin, from 60 days befor
e study intervention administration o
r planned receipt throughout the stud
y

Initial Entry

2.j Criterion met?

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
NO

Initial Entry

2.j Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
EX14A01

Initial Entry

09
01

77
e1

96
ae

40
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Back to Form

2.k

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Exclusio
n Numb
er:

16

Criterio
n Descri
ption:

Participation in other stud
ies involving study interv
ention within 28 days prio
r to study entry and/or dur
ing study participation

Criterio
n met?:

NO

Criterio
n ID: (F
or Pfize
r use on
ly):

EX15A01

Initial Entry

09
01

77
e1

96
ae

40
10
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2.k Exclusion Number:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
16

Initial Entry

2.k Criterion Description:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Participation in other studies involvi
ng study intervention within 28 days
prior to study entry and/or during stu
dy participation

Initial Entry

2.k Criterion met?

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
NO

Initial Entry

2.k Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
EX15A01

Initial Entry

2.l

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Exclusion
Number:

17

Criterion
Descripti
on:

Previous participation in
other studies involving s
tudy intervention contai
ning lipid nanoparticles

Criterion
met?:

NO

Initial Entry

09
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Criterion
ID: (For
Pfizer use
only):

EX16A01

2.l Exclusion Number:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
17

Initial Entry

2.l Criterion Description:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Previous participation in other studie
s involving study intervention contai
ning lipid nanoparticles

Initial Entry

2.l Criterion met?

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
NO

Initial Entry

2.l Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
EX16A01

Initial Entry

2.m

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Exclus
ion Nu
mber:

22
Initial Entry

09
01

77
e1

96
ae

40
10
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Criteri
on Des
criptio
n:

Investigator site staff or Pfi
zer employees directly invo
lved in the conduct of the st
udy, site staff otherwise sup
ervised by the investigator,
and their respective family
members

Criteri
on met
?:

NO

Criteri
on ID:
(For P
fizer u
se only
):

EX21A01

09
01
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ae
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2.m Exclusion Number:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
22

Initial Entry

2.m Criterion Description:

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Investigator site staff or Pfizer empl
oyees directly involved in the condu
ct of the study, site staff otherwise su
pervised by the investigator, and thei
r respective family members

Initial Entry

2.m Criterion met?

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
NO

Initial Entry

2.m Criterion ID: (For Pfizer use only)

Date Location User Value Reason

Jul-31-2020 18:18:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
EX21A01

Initial Entry

09
01

77
e1

96
ae

40
10

\F
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Back to Form

1. Date of Completion/Discontinuation/Death

Date Location User Value Reason

Jul-31-2020 18:18:19
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Jul/31/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Jul-31-2020 18:18:19
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
SCREENING

Initial Entry

3. Status:

Date Location User Value Reason

Jul-31-2020 18:18:19
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
COMPLETED

Initial Entry
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Back to Form

1.a

Date Location User Value Reason

Jul-31-2020 18:18:55
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Line/MH Number
:

1

Medical History T
erm:

High Blood Pres
sure

Start Date: UNK/UNK/199
5

Ongoing: YES

Initial Entry

1.a Line/MH Number:

Date Location User Value Reason

Jul-31-2020 18:18:55
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
1

Initial Entry

1.a Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Jul-31-2020 18:18:55
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
High Blood Pressure

Initial Entry

1.a Start Date:

Date Location User Value Reason

Jul-31-2020 18:18:55
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
UNK/UNK/1995

Initial Entry

1.a Ongoing:

Date Location User Value Reason

Jul-31-2020 18:18:55
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
YES

Initial Entry

1.b09
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Date Location User Value Reason

Aug-01-2020 09:06:38
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Line/MH Nu
mber:

2

Medical Histo
ry Term:

MYOCARDIAL IN
FARCTION

Start Date: Jan/1/2017
Ongoing: NO

End Date:

Jan/1/2017

Transcription Error

Jul-31-2020 18:19:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Line/MH Number: 2
Medical History Ter
m:

MI

Start Date: Jan/1/2017
Ongoing: NO

End Date:

Jan/1/201
7

Initial Entry

09
01
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1.b Line/MH Number:

Date Location User Value Reason

Jul-31-2020 18:19:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
2

Initial Entry

1.b Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-01-2020
10:21:57
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy PFETMS
Oracle
(pfe.PFETMS)

Query 1: Closed Discrepancy has
been closed.

Aug-01-2020
09:06:38
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Answer
ed

Transcription
Error

Aug-01-2020
09:06:38
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000 Jerred Downs
(pfe.jdowns)

Data Entry:
MYOCARDIAL
INFARCTION

Transcription
Error

Jul-31-2020
19:36:57
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy PFETMS
Oracle
(pfe.PFETMS)

Query 1: Opened Clarify the term
MI as follows.
Please spell out
the abbreviation in
the term. If
reporting
MYOCARDIAL
INFARCTION
then edit to such.
Otherwise clarify
the term further.
Thank you.

Jul-31-2020
18:19:23
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000 Jerred Downs
(pfe.jdowns)

Data Entry:
MI

Initial Entry

1.b Start Date:09
01
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Date Location User Value Reason

Jul-31-2020 18:19:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Jan/1/2017

Initial Entry

1.b Ongoing:

Date Location User Value Reason

Jul-31-2020 18:19:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
NO

End Date:

Jan/1/2017

Initial Entry

1.c

Date Location User Value Reason

Jul-31-2020 18:19:52
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Line/MH Number: 3
Medical History Ter
m:

High Choleste
rol

Start Date: UNK/UNK/20
01

Ongoing: YES

Initial Entry
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1.c Line/MH Number:

Date Location User Value Reason

Jul-31-2020 18:19:52
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
3

Initial Entry

1.c Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Jul-31-2020 18:19:52
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
High Cholesterol

Initial Entry

1.c Start Date:

Date Location User Value Reason

Jul-31-2020 18:19:52
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
UNK/UNK/2001

Initial Entry

1.c Ongoing:

Date Location User Value Reason

Jul-31-2020 18:19:52
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
YES

Initial Entry

1.d

Date Location User Value Reason

Aug-07-2020 12:27:09
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Burt Ray
(pfe.bray2)

Data Entry:
Line/MH Number: 4
Medical History Te
rm:

Anxiety

Start Date: UNK/UNK/20
00

Ongoing: YES

Transcription Error

Jul-31-2020 18:20:08
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Line/MH Number: 4
Medical History Te
rm:

Anxiety

Start Date: UNK/UNK/19
99

Initial Entry
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Ongoing: YES

1.d Line/MH Number:

Date Location User Value Reason

Jul-31-2020 18:20:08
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
4

Initial Entry

1.d Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Jul-31-2020 18:20:08
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Anxiety

Initial Entry

1.d Start Date:

Date Location User Value Reason

Aug-13-2020 11:18:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Syed Jafri
(pfe.jafris06)

Query 1: Closed Response satisfies
query

Aug-07-2020 12:27:09
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Answered Transcription Error

Aug-07-2020 12:27:09
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Burt Ray
(pfe.bray2)

Data Entry:
UNK/UNK/2000

Transcription Error

Aug-04-2020 18:17:20
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Syed Jafri
(pfe.jafris06)

Query 1: Opened Per source, the start
year is '2000'. Please
verify and update,
thanks

Jul-31-2020 18:20:08
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
UNK/UNK/1999

Initial Entry

1.d Ongoing:

Date Location User Value Reason

Jul-31-2020 18:20:08
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
YES

Initial Entry

09
01

77
e1

96
ae

40
10

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:2

9 
(G

M
T)

FDA-CBER-2021-5683-0010510



Page 236 of 364

***Confidential***

Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: GENERAL MEDICAL HISTORY - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

1.e

Date Location User Value Reason

Jul-31-2020 18:20:36
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Line/MH Number: 5
Medical History Te
rm:

Bilateral Hip P
ain

Start Date: Nov/17/2014
Ongoing: YES

Initial Entry

1.e Line/MH Number:

Date Location User Value Reason

Jul-31-2020 18:20:36
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
5

Initial Entry

1.e Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Jul-31-2020 18:20:36
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Bilateral Hip Pain

Initial Entry

1.e Start Date:

Date Location User Value Reason

Jul-31-2020 18:20:36
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Nov/17/2014

Initial Entry

1.e Ongoing:

Date Location User Value Reason

Jul-31-2020 18:20:36
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
YES

Initial Entry

1.f

Date Location User Value Reason

Jul-31-2020 18:21:49
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

6
Initial Entry
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Medical History
Term:

diabetes mellitus
type 2

Start Date: UNK/UNK/1996
Ongoing: YES

1.f Line/MH Number:

Date Location User Value Reason

Jul-31-2020 18:21:49
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
6

Initial Entry

1.f Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Jul-31-2020 18:21:49
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
diabetes mellitus type 2

Initial Entry

1.f Start Date:

Date Location User Value Reason

Jul-31-2020 18:21:49
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
UNK/UNK/1996

Initial Entry

1.f Ongoing:

Date Location User Value Reason

Jul-31-2020 18:21:49
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
YES

Initial Entry

1.g

Date Location User Value Reason

Jul-31-2020 18:22:10
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Line/MH Number: 7
Medical History Ter
m:

Fluid Retentio
n

Start Date: UNK/UNK/19
95

Ongoing: YES

Initial Entry
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1.g Line/MH Number:

Date Location User Value Reason

Jul-31-2020 18:22:10
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
7

Initial Entry

1.g Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Jul-31-2020 18:22:10
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Fluid Retention

Initial Entry

1.g Start Date:

Date Location User Value Reason

Jul-31-2020 18:22:10
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
UNK/UNK/1995

Initial Entry

1.g Ongoing:

Date Location User Value Reason

Jul-31-2020 18:22:10
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
YES

Initial Entry

1.h

Date Location User Value Reason

Jul-31-2020 18:22:35
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Line/MH Number: 8
Medical History T
erm:

Angina intermit
tent

Start Date: UNK/UNK/201
7

Ongoing: YES

Initial Entry
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1.h Line/MH Number:

Date Location User Value Reason

Jul-31-2020 18:22:35
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
8

Initial Entry

1.h Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Jul-31-2020 18:22:35
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Angina intermittent

Initial Entry

1.h Start Date:

Date Location User Value Reason

Jul-31-2020 18:22:35
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
UNK/UNK/2017

Initial Entry

1.h Ongoing:

Date Location User Value Reason

Jul-31-2020 18:22:35
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
YES

Initial Entry
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Back to Form

1.i

Date Location User Value Reason

Jul-31-2020 18:22:56
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

9

Medical History
Term:

Restless Leg Syn
drome

Start Date: UNK/UNK/2000
Ongoing: YES

Initial Entry

1.i Line/MH Number:

Date Location User Value Reason

Jul-31-2020 18:22:56
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
9

Initial Entry

1.i Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Jul-31-2020 18:22:56
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Restless Leg Syndrome

Initial Entry

1.i Start Date:

Date Location User Value Reason

Jul-31-2020 18:22:56
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
UNK/UNK/2000

Initial Entry

1.i Ongoing:

Date Location User Value Reason

Jul-31-2020 18:22:56
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
YES

Initial Entry

1.j

Date Location User Value Reason09
01

77
e1

96
ae
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Aug-19-2020 17:31:43
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
Line/MH Nu
mber:

10

Medical Hist
ory Term:

intermittent Non-pr
oductive Cough

Start Date: UNK/UNK/2016
Ongoing: YES

New Information

Aug-19-2020 17:31:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
Line/MH Numb
er:

10

Medical History
Term:

Non-productive
Cough

Start Date: UNK/UNK/201
6

Ongoing: YES

Transcription Error

Aug-19-2020 17:30:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
Line/MH Numb
er:

10

Medical History
Term:

Non-productive
Cough

Start Date: UNK/UNK/201
6

Ongoing: YES

New Information
(DELETED)

Aug-13-2020 16:57:24
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Line/MH Numb
er:

10

Medical History
Term:

Non-productive
Cough

Start Date: UNK/UNK/201
6

Ongoing: YES

Changed Information

Aug-04-2020 09:48:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Jerred Downs
(pfe.jdowns)

Data Entry:
Line/MH Numb
er:

10

Medical History
Term:

Non-essential
Cough

Start Date: UNK/UNK/20
16

Ongoing: YES

Transcription Error

Jul-31-2020 18:23:11
(UTC-06:00) Central

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry: Initial Entry09
01
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Time (US & Canada) Line/MH Number
:

10

Medical History T
erm:

Cough

Start Date: UNK/UNK/2
016

Ongoing: YES
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1.j Line/MH Number:

Date Location User Value Reason

Aug-19-2020 17:31:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
10

Transcription Error

Aug-19-2020 17:30:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
10

New Information
(DELETED)

Jul-31-2020 18:23:11
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
10

Initial Entry

1.j Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-19-2020 17:42:33
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Quan Jason
Gong
(pfe.gongq)

Query 3: Closed Response satisfies
query

Aug-19-2020 17:31:43
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
intermittent Non-productive Coug
h

New Information

Aug-19-2020 17:31:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
Non-productive Cough

Transcription Error

Aug-19-2020 17:30:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
Non-productive Cough

New Information
(DELETED)

Aug-19-2020 17:30:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 3: Answered New Information

Aug-14-2020 16:28:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Quan Jason
Gong
(pfe.gongq)

Query 3: Reissued:Opened Sorry, but I did not
see the response or
change to my FU
query.

Aug-14-2020 15:49:26
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Burt Ray
(pfe.bray2)

Query 3: Answered Changed data per
query

Aug-13-2020 18:46:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Quan Jason
Gong
(pfe.gongq)

Query 3: Reissued:Opened Thank you for the
clarification! A
follow-up question:09
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for this symptom, has
there a medical
diagnosis been made?
If not, can it be more
descriptive as
appropriate, e.g.,
intermittent...,
chronic..., etc.

Aug-13-2020 16:57:24
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 3: Answered Changed Information

Aug-13-2020 16:57:24
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Non-productive Cough

Changed Information

Aug-13-2020 11:22:34
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Syed Jafri
(pfe.jafris06)

Query 2: Closed Response satisfies
query

Aug-11-2020 09:05:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Quan Jason
Gong
(pfe.gongq)

Query 3: Opened What means
"non-essential
cough"? Please
clarify if it is
"nonproductive
cough"?

Aug-10-2020 10:26:35
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Jerred Downs
(pfe.jdowns)

Query 2: Answered 'Non-essential' added
to cough in MedHx
source, will update
eSource to reflect
this. Thank you.

Aug-04-2020 18:19:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Syed Jafri
(pfe.jafris06)

Query 2: Opened Word ' Non-essential'
before Cough is not
in the source. Please
make sure all data
should match, thanks

Aug-04-2020 11:09:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Luke Cunliffe
(pfe.cunlil01)

Query 1: Closed Response satisfies
query.

Aug-04-2020 09:48:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Answered Transcription Error

Aug-04-2020 09:48:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Jerred Downs
(pfe.jdowns)

Data Entry:
Non-essential Cough

Transcription Error
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Aug-03-2020 16:00:46
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Luke Cunliffe
(pfe.cunlil01)

Query 1: Opened Clinical review: Is
there a diagnosis
available? Please
evaluate and update
medex term as
appropriate or explain
why a diagnosis is
not available by
providing a response
to this query.

Jul-31-2020 18:23:11
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Jerred Downs
(pfe.jdowns)

Data Entry:
Cough

Initial Entry

1.j Start Date:

Date Location User Value Reason

Aug-19-2020 17:31:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
UNK/UNK/2016

Transcription Error

Aug-19-2020 17:30:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
UNK/UNK/2016

New Information
(DELETED)

Jul-31-2020 18:23:11
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Jerred Downs
(pfe.jdowns)

Data Entry:
UNK/UNK/2016

Initial Entry

1.j Ongoing:

Date Location User Value Reason

Aug-19-2020 17:31:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
YES

Transcription Error

Aug-19-2020 17:30:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
YES

New Information
(DELETED)

Jul-31-2020 18:23:11
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Jerred Downs
(pfe.jdowns)

Data Entry:
YES

Initial Entry

1.k

Date Location User Value Reason09
01
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Jul-31-2020 18:23:28
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Line/MH Numbe
r:

11

Medical History
Term:

Vitamin D Defic
iency

Start Date: May/UNK/2020
Ongoing: YES

Initial Entry

1.k Line/MH Number:

Date Location User Value Reason

Jul-31-2020 18:23:28
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
11

Initial Entry

1.k Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Jul-31-2020 18:23:28
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Vitamin D Deficiency

Initial Entry

1.k Start Date:

Date Location User Value Reason

Jul-31-2020 18:23:28
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
May/UNK/2020

Initial Entry

1.k Ongoing:

Date Location User Value Reason

Jul-31-2020 18:23:28
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
YES

Initial Entry

1.l

Date Location User Value Reason

Jul-31-2020 18:23:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Line/MH Numb
er:

12

Medical Histor
y Term:

Bilateral Hip Repla
cement

Initial Entry
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Start Date: Nov/17/2014
Ongoing: NO

End Date:

Nov/17/2014

1.l Line/MH Number:

Date Location User Value Reason

Jul-31-2020 18:23:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
12

Initial Entry

1.l Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Jul-31-2020 18:23:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Bilateral Hip Replacement

Initial Entry

1.l Start Date:

Date Location User Value Reason

Jul-31-2020 18:23:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Nov/17/2014

Initial Entry

1.l Ongoing:

Date Location User Value Reason

Jul-31-2020 18:23:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
NO

End Date:

Nov/17/2014

Initial Entry

1.m

Date Location User Value Reason

Jul-31-2020 18:24:13
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Line/MH Number
:

13

Medical History T
erm:

Tobacco Depend
ency

Initial Entry
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Start Date: UNK/UNK/197
0

Ongoing: YES
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Back to Form

1.m Line/MH Number:

Date Location User Value Reason

Jul-31-2020 18:24:13
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
13

Initial Entry

1.m Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Jul-31-2020 18:24:13
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Tobacco Dependency

Initial Entry

1.m Start Date:

Date Location User Value Reason

Jul-31-2020 18:24:13
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
UNK/UNK/1970

Initial Entry

1.m Ongoing:

Date Location User Value Reason

Jul-31-2020 18:24:13
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
YES

Initial Entry

1.n

Date Location User Value Reason

Jul-31-2020 18:24:42
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Line/MH Number
:

14

Medical History T
erm:

Vasectomy

Start Date: UNK/UNK/198
5

Ongoing: NO
End Date:

UNK/UNK/1
985

Initial Entry
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1.n Line/MH Number:

Date Location User Value Reason

Jul-31-2020 18:24:42
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
14

Initial Entry

1.n Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Jul-31-2020 18:24:42
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Vasectomy

Initial Entry

1.n Start Date:

Date Location User Value Reason

Jul-31-2020 18:24:42
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
UNK/UNK/1985

Initial Entry

1.n Ongoing:

Date Location User Value Reason

Jul-31-2020 18:24:42
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
NO

End Date:

UNK/UNK/1985

Initial Entry

1.o

Date Location User Value Reason

Aug-01-2020 09:08:58
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Line/MH Nu
mber:

15

Medical Hist
ory Term:

Coronary Arterial St
ent placement

Start Date: Jan/17/2017
Ongoing: NO

End Date:

Jan/17/2017

Transcription Error

Jul-31-2020 18:25:13 ACV0PFEINFP6000 auto calc Data Entry: Initial Entry09
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(UTC-06:00) Central Time
(US & Canada)

(autocalc) Line/MH Numb
er:

15

Medical History
Term:

Coronary Arteria
l Stent

Start Date: Jan/17/2017
Ongoing: NO

End Date:

Jan/17/2017
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1.o Line/MH Number:

Date Location User Value Reason

Jul-31-2020 18:25:13
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
15

Initial Entry

1.o Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Aug-01-2020
10:22:02
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy PFETMS
Oracle
(pfe.PFETMS)

Query 1: Closed Discrepancy has
been closed.

Aug-01-2020
09:08:58
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Answer
ed

Transcription
Error

Aug-01-2020
09:08:58
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000 Jerred Downs
(pfe.jdowns)

Data Entry:
Coronary Arteria
l Stent placement

Transcription
Error

Jul-31-2020
19:36:59
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy PFETMS
Oracle
(pfe.PFETMS)

Query 1: Opened Clarify
CORONARY
ARTERIAL
STENT as
follows...Device
only term. Are
you reporting
INSERTION?
REMOVAL?
INFECTION OF?
Other? Please
clarify further and
edit. Thank you.

Jul-31-2020
18:25:13
(UTC-06:00)
Central Time (US
& Canada)

ACV0PFEINFP6000 Jerred Downs
(pfe.jdowns)

Data Entry:
Coronary Arteria
l Stent

Initial Entry

1.o Start Date:
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Date Location User Value Reason

Jul-31-2020 18:25:13
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Jan/17/2017

Initial Entry

1.o Ongoing:

Date Location User Value Reason

Jul-31-2020 18:25:13
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
NO

End Date:

Jan/17/2017

Initial Entry

1.p

Date Location User Value Reason

Jul-31-2020 18:25:37
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Line/MH Num
ber:

16

Medical Histor
y Term:

Drug Allergy Diphe
ndydramine

Start Date: UNK/UNK/2005
Ongoing: YES

Initial Entry
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1.p Line/MH Number:

Date Location User Value Reason

Jul-31-2020 18:25:37
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
16

Initial Entry

1.p Disease/Syndrome/Surgery/Non-Drug Allergies/Drug Allergies:

Date Location User Value Reason

Jul-31-2020 18:25:37
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Drug Allergy Diphendydramine

Initial Entry

1.p Start Date:

Date Location User Value Reason

Jul-31-2020 18:25:37
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
UNK/UNK/2005

Initial Entry

1.p Ongoing:

Date Location User Value Reason

Jul-31-2020 18:25:37
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
YES

Initial Entry
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Back to Form

1. Date:

Date Location User Value Reason

Jul-31-2020 18:27:31
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Jul/31/2020

Initial Entry

2. Weight:

Date Location User Value Reason

Jul-31-2020 18:27:31
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
128.59

Initial Entry

3. Unit:

Date Location User Value Reason

Jul-31-2020 18:27:31
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
kg

Initial Entry

4. Height:

Date Location User Value Reason

Jul-31-2020 18:27:31
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
190.5

Initial Entry

5. Unit:

Date Location User Value Reason

Jul-31-2020 18:27:31
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
cm

Initial Entry

6. Body Mass Index:

Date Location User Value Reason

Jul-31-2020 18:27:31
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
35.4

Initial Entry
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7.a

Date Location User Value Reason

Jul-31-2020 18:27:31
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Record Identifier:: 1
Temperature: 36.3
Temperature Unit: C
Temperature Locati
on::

ORAL CAVI
TY

Initial Entry

7.a Record Identifier:

Date Location User Value Reason

Jul-31-2020 18:27:31
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
1

Initial Entry

7.a Temperature:

Date Location User Value Reason

Jul-31-2020 18:27:31
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
36.3

Initial Entry

7.a Unit:

Date Location User Value Reason

Jul-31-2020 18:27:31
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
C

Initial Entry

7.a Temperature Location:

Date Location User Value Reason

Jul-31-2020 18:27:31
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
ORAL CAVITY

Initial Entry
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Back to Form

1. Randomization Date :

Date Location User Value Reason

Jul-31-2020 18:27:48
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Jul/31/2020

Initial Entry

2. Randomization Number:

Date Location User Value Reason

Jul-31-2020 18:27:48
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
221076

Initial Entry
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Back to Form

1. Data Origin

Date Location User Value Reason

Aug-01-2020 08:43:09
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-01-2020 08:43:09
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-01-2020 08:43:19
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-01-2020 08:43:09
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Aug-01-2020 08:43:09
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
YES

Date of Collection:

Jul/31/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-01-2020 08:43:19
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Sample ID: BK8CMW

Initial Entry

5.a Sample ID

Date Location User Value Reason
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Aug-01-2020 08:43:19
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
BK8CMW

Initial Entry

5.b

Date Location User Value Reason

Aug-01-2020 08:43:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Sample ID: BK8CMX

Initial Entry

5.b Sample ID

Date Location User Value Reason

Aug-01-2020 08:43:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
BK8CMX

Initial Entry

5.c

Date Location User Value Reason

Aug-01-2020 08:44:03
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Sample ID: BN4YCJ

Initial Entry

5.c Sample ID

Date Location User Value Reason

Aug-01-2020 08:44:03
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
BN4YCJ

Initial Entry

5.d

Date Location User Value Reason

Aug-01-2020 08:44:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Sample ID: BN4YCK

Initial Entry

09
01

77
e1

96
ae

40
10

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:2

9 
(G

M
T)

FDA-CBER-2021-5683-0010534



Page 260 of 364

***Confidential***

Header Text: c4591001
Visit: V1_DAY1_VAX1_L Form: ELECTRONIC SAMPLE TRACKING - IMMUNOGENICITY -

eCRF Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

5.d Sample ID

Date Location User Value Reason

Aug-01-2020 08:44:07
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
BN4YCK

Initial Entry

5.e

Date Location User Value Reason

Aug-01-2020 08:44:14
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Sample ID: BN4YCL

Initial Entry

5.e Sample ID

Date Location User Value Reason

Aug-01-2020 08:44:14
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
BN4YCL

Initial Entry
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Back to Form

1. Data Origin

Date Location User Value Reason

Aug-01-2020 08:44:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-01-2020 08:44:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-01-2020 08:44:30
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-01-2020 08:44:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Aug-01-2020 08:44:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
YES

Date of Collection:

Jul/31/2020

Initial Entry

5.a

Date Location User Value Reason

Aug-01-2020 08:44:30
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Sample ID: BN4YDJ

Initial Entry

5.a Sample ID

Date Location User Value Reason
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Aug-01-2020 08:44:30
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
BN4YDJ

Initial Entry

09
01

77
e1

96
ae
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Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Jul-31-2020 18:28:10
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Jul-31-2020 18:28:10
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Jul-31-2020 18:28:10
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Jul-31-2020 18:28:10
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Jul/31/2020 16:22

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Jul-31-2020 18:28:10
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Jul-31-2020 18:28:10
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
LEFT

Initial Entry
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7. Route:

Date Location User Value Reason

Jul-31-2020 18:28:10
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Jul-31-2020 18:28:10
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED OBS
ERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product administration?

Date Location User Value Reason

Jul-31-2020 18:28:10
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
YES

Initial Entry
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Back to Form

1. Select appropriate response - Reactogenicity diary collection

Date Location User Value Reason

Jul-31-2020 18:28:16
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
YES - REACTOGENICITY E-DIA
RY COLLECTED FOR THIS SUBJ
ECT

Initial Entry
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Back to Form

1. Date of Visit

Date Location User Value Reason

Aug-19-2020 17:37:40
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
Aug/19/2020

Initial Entry
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Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
Symptom:: FE

VE
R

Were fever or systemic symp
toms present on the last day t
he Subject Diary was comple
ted?:

NO

Initial Entry

2.a Symptom:

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
FEVER

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
Symptom:: FAT

IG
UE

Initial Entry
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Were fever or systemic sym
ptoms present on the last da
y the Subject Diary was com
pleted?:

NO

2.b Symptom:

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
Symptom:: HEA

DA
CHE

Were fever or systemic sym
ptoms present on the last d
ay the Subject Diary was co
mpleted?:

NO

Initial Entry

2.c Symptom:

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
NO

Initial Entry
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2.d

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
Symptom:: CH

IL
LS

Were fever or systemic symp
toms present on the last day
the Subject Diary was compl
eted?:

NO

Initial Entry

2.d Symptom:

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
NO

Initial Entry

2.e

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
Symptom:: VO

MIT
ING

Were fever or systemic sym
ptoms present on the last d
ay the Subject Diary was co
mpleted?:

NO

Initial Entry

09
01

77
e1

96
ae

40
10

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:2

9 
(G

M
T)

FDA-CBER-2021-5683-0010544



Page 270 of 364

***Confidential***

Header Text: c4591001
Visit: V2_VAX2_L Form: VACCINATION SYMPTOMS DIARY - SYMPTOM RESOLVED

DATES - eCRF Audit Trail History
Form Version: 30-Jul-2020 21:30 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

2.e Symptom:

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
NO

Initial Entry

2.f

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
Symptom:: DIA

RR
HE
A

Were fever or systemic sym
ptoms present on the last d
ay the Subject Diary was co
mpleted?:

NO

Initial Entry

2.f Symptom:

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason09
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Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
Symptom:: NEW OR

WORSEN
ED MUSC
LE PAIN

Were fever or systemi
c symptoms present o
n the last day the Sub
ject Diary was comple
ted?:

NO

Initial Entry

2.g Symptom:

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
NEW OR WORSENED MUSCLE
PAIN

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
NO

Initial Entry

2.h

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
Symptom:: NEW OR

WORSEN
ED JOIN
T PAIN

Were fever or systemic
symptoms present on t
he last day the Subject
Diary was completed?
:

NO

Initial Entry

09
01
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ae
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2.h Symptom:

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
NEW OR WORSENED JOINT PAI
N

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
LEFT

Initial Entry

5.a

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
Injection Site Reaction:: RE

DN
ESS

Were injection site reactions
present on the last day the S
ubject Diary was completed
?:

NO

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason
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Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
REDNESS

Initial Entry

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
Injection Site Reaction:: SWE

LLI
NG

Were injection site reaction
s present on the last day th
e Subject Diary was compl
eted?:

NO

Initial Entry

5.b Injection Site Reaction:

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
Injection Site Reaction:: PAIN A

T INJE
CTION

Initial Entry
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SITE
Were injection site react
ions present on the last
day the Subject Diary w
as completed?:

NO

5.c Injection Site Reaction:

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
PAIN AT INJECTION SITE

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Aug-19-2020 17:38:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
NO

Initial Entry
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Back to Form

1. Date:

Date Location User Value Reason

Aug-19-2020 17:39:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
Aug/19/2020

Initial Entry

2.a

Date Location User Value Reason

Aug-19-2020 17:39:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
Record Identifier:: 1
Temperature: 97.7
Temperature Unit: F
Temperature Locat
ion::

ORAL CAVI
TY

Initial Entry

2.a Record Identifier:

Date Location User Value Reason

Aug-19-2020 17:39:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
1

Initial Entry

2.a Temperature:

Date Location User Value Reason

Aug-19-2020 17:39:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
97.7

Initial Entry

2.a Unit:

Date Location User Value Reason

Aug-19-2020 17:39:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
F

Initial Entry

2.a Temperature Location:

Date Location User Value Reason
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Aug-19-2020 17:39:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
ORAL CAVITY

Initial Entry

09
01

77
e1

96
ae

40
10

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:2

9 
(G

M
T)

FDA-CBER-2021-5683-0010551



Page 277 of 364

***Confidential***

 

Header Text: c4591001
Visit: V2_VAX2_L Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF

Audit Trail History
Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

1. Data Origin

Date Location User Value Reason

Aug-19-2020 17:40:31
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Aug-19-2020 17:40:31
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Aug-19-2020 17:53:10
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 3: Deleted Close Auto Query

Aug-19-2020 17:44:43
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 3: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Aug-19-2020 17:44:43
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 2: Closed Close Auto Query

Aug-19-2020 17:44:43
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
YES

Date of Collection:

Aug/19/2020

Transcription Error

Aug-19-2020 17:44:14
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 2: Opened 'Sample Collected?'
is marked as No and
'If no sample was
collected or sample
was not collected
according to
protocol, please
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provide reason' is
missing. Please
review and update as
appropriate.

Aug-19-2020 17:44:14
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Deleted Close Auto Query

Aug-19-2020 17:44:14
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
NO

Transcription Error

Aug-19-2020 17:40:31
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Aug-19-2020 17:40:31
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
YES

Initial Entry

5.a

Date Location User Value Reason

Aug-19-2020 17:53:10
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
Sample ID: BP9W9R

Initial Entry

5.a Sample ID

Date Location User Value Reason

Aug-19-2020 17:53:10
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
BP9W9R

Initial Entry
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Back to Form

1. Was there a temporary delay of vaccination?

Date Location User Value Reason

Aug-19-2020 17:40:14
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
NO

Initial Entry

2. Treatment Name

Date Location User Value Reason

Aug-19-2020 17:40:14
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
BLINDED THERAPY

Initial Entry

3. Formulation:

Date Location User Value Reason

Aug-19-2020 17:40:14
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
INJECTION

Initial Entry

4. Dose Date Time:

Date Location User Value Reason

Aug-19-2020 17:40:14
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
Aug/19/2020 15:02

Initial Entry

5. Anatomical Location:

Date Location User Value Reason

Aug-19-2020 17:40:14
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

6. Body Side:

Date Location User Value Reason

Aug-19-2020 17:40:14
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
LEFT

Initial Entry
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7. Route:

Date Location User Value Reason

Aug-19-2020 17:40:14
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
INTRAMUSCULAR

Initial Entry

10. Timeframe Subject Was Observed

Date Location User Value Reason

Aug-19-2020 17:40:14
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
THE PROTOCOL SPECIFIED OBS
ERVATION PERIOD

Initial Entry

11. Was the subject observed for at least the protocol specified observation period after investigational product administration?

Date Location User Value Reason

Aug-19-2020 17:40:14
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Alma
Sanchez
(pfe.asanchez)

Data Entry:
YES

Initial Entry

09
01

77
e1

96
ae

40
10

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:2

9 
(G

M
T)

FDA-CBER-2021-5683-0010555



Page 281 of 364

***Confidential***

 

Header Text: c4591001
Visit: V3_MONTH1_POSTVAX2_L Form: DATE OF VISIT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Locked, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

1. Date of Visit

Date Location User Value Reason

Sep-28-2020 13:49:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Burt Ray
(pfe.bray2)

Data Entry:
Sep/16/2020

Initial Entry
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Back to Form

1. Were medications to treat fever/pain given on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
NO

Initial Entry

2.a

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
Symptom:: FE

VE
R

Were fever or systemic sympt
oms present on the last day th
e Subject Diary was complete
d?:

NO

Initial Entry

2.a Symptom:

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
FEVER

Initial Entry

2.a Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
NO

Initial Entry

2.b

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
Symptom:: FAT

IG
UE

Initial Entry
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Were fever or systemic symp
toms present on the last day t
he Subject Diary was comple
ted?:

NO

2.b Symptom:

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
FATIGUE

Initial Entry

2.b Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
NO

Initial Entry

2.c

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
Symptom:: HEA

DAC
HE

Were fever or systemic sym
ptoms present on the last da
y the Subject Diary was com
pleted?:

NO

Initial Entry

2.c Symptom:

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
HEADACHE

Initial Entry

2.c Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
NO

Initial Entry
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2.d

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
Symptom:: CH

ILL
S

Were fever or systemic sympt
oms present on the last day th
e Subject Diary was complete
d?:

NO

Initial Entry

2.d Symptom:

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
CHILLS

Initial Entry

2.d Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
NO

Initial Entry

2.e

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
Symptom:: VO

MIT
ING

Were fever or systemic sym
ptoms present on the last da
y the Subject Diary was com
pleted?:

NO

Initial Entry
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2.e Symptom:

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
VOMITING

Initial Entry

2.e Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
NO

Initial Entry

2.f

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
Symptom:: DIA

RR
HE
A

Were fever or systemic symp
toms present on the last day
the Subject Diary was compl
eted?:

NO

Initial Entry

2.f Symptom:

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
DIARRHEA

Initial Entry

2.f Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
NO

Initial Entry

2.g

Date Location User Value Reason09
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Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
Symptom:: NEW OR

WORSEN
ED MUSC
LE PAIN

Were fever or systemic
symptoms present on t
he last day the Subject
Diary was completed?:

NO

Initial Entry

2.g Symptom:

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
NEW OR WORSENED MUSCLE P
AIN

Initial Entry

2.g Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
NO

Initial Entry

2.h

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
Symptom:: NEW OR

WORSEN
ED JOIN
T PAIN

Were fever or systemic
symptoms present on t
he last day the Subject
Diary was completed?:

NO

Initial Entry
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2.h Symptom:

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
NEW OR WORSENED JOINT PAI
N

Initial Entry

2.h Were fever or systemic symptoms present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
NO

Initial Entry

3. Injection Site Location:

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
DELTOID MUSCLE

Initial Entry

4. Injection Site Body Side:

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
LEFT

Initial Entry

5.a

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
Injection Site Reaction:: RE

DN
ESS

Were injection site reactions
present on the last day the S
ubject Diary was completed?
:

NO

Initial Entry

5.a Injection Site Reaction:

Date Location User Value Reason
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Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
REDNESS

Initial Entry

5.a Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
NO

Initial Entry

5.b

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
Injection Site Reaction:: SWE

LLI
NG

Were injection site reactions
present on the last day the S
ubject Diary was completed
?:

NO

Initial Entry

5.b Injection Site Reaction:

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
SWELLING

Initial Entry

5.b Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
NO

Initial Entry

5.c

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
Injection Site Reaction:: PAIN A

T INJEC
TION SI

Initial Entry
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TE
Were injection site reacti
ons present on the last d
ay the Subject Diary was
completed?:

NO

5.c Injection Site Reaction:

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
PAIN AT INJECTION SITE

Initial Entry

5.c Were injection site reactions present on the last day the Subject Diary was completed?

Date Location User Value Reason

Oct-04-2020 10:40:29
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
NO

Initial Entry

09
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Back to Form

1. Data Origin

Date Location User Value Reason

Oct-04-2020 10:40:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Oct-04-2020 10:40:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
SERUM

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Oct-04-2020 10:41:49
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Deleted Close Auto Query

Oct-04-2020 10:40:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Candidate 'Sample Collected?'
is Yes, however no
barcodes are entered.
Please review and
correct as
appropriate.

Oct-04-2020 10:40:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
YES

Date of Collection:

Sep/16/2020

Initial Entry

5.a

Date Location User Value Reason

Oct-04-2020 10:41:49
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
Sample ID: BHXNF7

Initial Entry

5.a Sample ID

Date Location User Value Reason
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Oct-04-2020 10:41:49
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
BHXNF7

Initial Entry

5.b

Date Location User Value Reason

Oct-04-2020 10:44:19
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
Sample ID: BPR3LJ

Initial Entry

5.b Sample ID

Date Location User Value Reason

Oct-04-2020 10:44:19
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
BPR3LJ

Initial Entry

5.c

Date Location User Value Reason

Oct-04-2020 10:44:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
Sample ID: BPR3ST

Initial Entry

5.c Sample ID

Date Location User Value Reason

Oct-04-2020 10:44:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
BPR3ST

Initial Entry
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Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-09-2020 17:07:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Done

Initial Entry

2. Erroneous Visit

Date Location User Value Reason

Dec-09-2020 17:07:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Done

Initial Entry

09
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Back to Form

1. Data Origin

Date Location User Value Reason

Jan-28-2021 16:10:53
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-28-2021 16:10:53
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-28-2021 16:10:53
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Jan-28-2021 16:10:53
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry
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Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-09-2020 17:08:04
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Done

Initial Entry

2. Erroneous Visit

Date Location User Value Reason

Dec-09-2020 17:08:04
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Done

Initial Entry

09
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Back to Form

1. Data Origin

Date Location User Value Reason

Jan-28-2021 16:11:06
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-28-2021 16:11:06
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-28-2021 16:11:06
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Jan-28-2021 16:11:06
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

09
01

77
e1

96
ae

40
10

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:2

9 
(G

M
T)

FDA-CBER-2021-5683-0010570



Page 296 of 364

***Confidential***

 

Header Text: c4591001
Visit: V6_MONTH24_L Form: DATE OF VISIT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

1. Date of Visit

Date Location User Value Reason

Dec-09-2020 17:08:17
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Done

Initial Entry

2. Erroneous Visit

Date Location User Value Reason

Dec-09-2020 17:08:17
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Done

Initial Entry
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Back to Form

1. Data Origin

Date Location User Value Reason

Jan-28-2021 16:11:19
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-28-2021 16:11:19
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-28-2021 16:11:19
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Jan-28-2021 16:11:19
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry
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Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

1. Date of Visit

Date Location User Value Reason

Feb-24-2021
05:58:59
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 Madhan Babu
(pfe.babum05)

Query
9: Del
eted

Query is invalid or does not
apply

Feb-24-2021
05:58:47
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 Madhan Babu
(pfe.babum05)

Query
10: D
eleted

Query is invalid or does not
apply

Feb-24-2021
05:58:34
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 Madhan Babu
(pfe.babum05)

Query
12: D
eleted

Query is invalid or does not
apply

Feb-24-2021
02:32:07
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 Astrud van der
Merwe
(pfe.vandea62)

Query
8: Clo
sed

Response satisfies query

Feb-23-2021
12:01:01
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query
12: Ca
ndidat
e

Date of Visit is completed
but Date of Collection in
both Nasal Swab Self and
Nasal Swab are missing.
Please review and update as
appropriate.

Feb-23-2021
12:01:01
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query
11: D
eleted

Close Auto Query

Feb-23-2021 ACV0PFEINFP6000 auto query Query Date of Visit is completed09
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Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/28/2020

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

12:00:17
(UTC-06:00)
Central Time
(US &
Canada)

(autoquery) 11: Ca
ndidat
e

but Date of Collection in
both Nasal Swab Self and
Nasal Swab are missing.
Please review and update as
appropriate.

Feb-23-2021
11:57:04
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query
10: Ca
ndidat
e

Date of Visit is completed
but Date of Assessment in
the Signs and Symptoms
form is missing. Please
review and update as
appropriate.

Feb-23-2021
11:55:57
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query
9: Can
didate

Erroneous Visit is marked,
but date of visit is entered.
Please either untick the
erroneous visit button if
visit occurred, or mark any
forms containing data
within this visit as Not
Done/Not Applicable at the
form level.

Feb-23-2021
11:55:49
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Query
8: Ans
wered

done

Feb-15-2021
14:21:31
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 Mary Campbell
(pfe.campbm25)

Query
8: Op
ened

Per further notification from
Medical Monitor; we need
to remove the COVID
Illness visit which was
originally requested. Please
mark as Erroneous and
remove the data from within
the visit using FORM Level
comments of NOT
APPLICABLE

Jan-29-2021
15:39:43
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 Erica Weaver
(pfe.weavee01)

Query
7: Del
eted

see comment in forms,
subject deceased.

Jan-29-2021
15:32:26

ACV0PFEINFP6000 Salim Bouguermouh
(pfe.bougus)

Query
6: Clo

Response satisfies query09
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/28/2020

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

(UTC-06:00)
Central Time
(US &
Canada)

sed

Jan-29-2021
14:13:28
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy DMW QUERY
(pfe.DMW_QUERY)

Query
4: Clo
sed

Auto closed by Validation
Check: VC_SV001_04_AN

Jan-29-2021
10:18:28
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query
7: Can
didate

Date of Visit is completed
but Date of Collection in
both Nasal Swab Self and
Nasal Swab are missing.
Please review and update as
appropriate.

Jan-29-2021
10:18:28
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query
6: Ans
wered

Changed Information

Jan-29-2021
10:18:28
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query
4: Ans
wered

Changed Information

Jan-29-2021
10:18:28
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data
Entry
:
Nov/2
8/202
0

Changed Information

Jan-28-2021
15:45:32
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 Mary Campbell
(pfe.campbm25)

Query
5: Clo
sed

Issued in error

Jan-28-2021
14:50:18
(UTC-06:00)

ACV0PFEINFP6000 Salim Bouguermouh
(pfe.bougus)

Query
6: Op
ened

Medical monitor: The Date
of
Completion/Discontinuation
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Nov/28/2020
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Central Time
(US &
Canada)

/Death is entered as
28Nov2020. Please
consider updating the date
of visit to 28Nov2020 since
the date entered
(14Dec2020) could not be
after the date of
Completion/Discontinuation
/Death

Jan-28-2021
12:20:14
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 Mary Campbell
(pfe.campbm25)

Query
5: Op
ened

Please work with the CRA
to clear the data from all
forms in this visit and add
FORM LEVEL comments
of Not Applicable after
adding the SOD symptoms
to the AE form. COVID_A
visit should then be marked
as ERRONEOUS.

Jan-26-2021
10:54:52
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 Josee Robillard
(pfe robilj01)

Query
4: Rei
ssued:
Opene
d

There cannot be a date later
than the date of death.
Please remove data from the
COVID Illness visit and add
COUGH and SHORTNESS
OF BREATH as AEs.

Jan-22-2021
08:13:07
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 Pratiksha Mahadik
(pfe mahadp07)

Query
4: Rei
ssued:
Candi
date

Issue added in DM Meeting
and Q & A sheet.

Jan-21-2021
10:28:20
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Query
4: Ans
wered

the symptoms were reported
to site after subjects death
via subjects family, per
medical monitor, this data is
to be entered.

Jan-19-2021
01:19:47
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 Amol Shinde
(pfe.shinda18)

Query
4: Rei
ssued:
Opene
d

DM: Please verify subject
ended study on
28NOV2020 due to death
however COVID ILL visit
performed on 14DEC2020
after death details, which
cannot possible. Kindly
consider updating dates or
else clarify. Thank you.
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/28/2020

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Jan-18-2021
12:24:12
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Query
4: Ans
wered

per previous response: "visit
initiated due to medical
monitor query"

Jan-18-2021
00:26:04
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 Astrud van der
Merwe
(pfe.vandea62)

Query
4: Rei
ssued:
Opene
d

Please clarify why/how visit
occurred after Subject
ended study on 28Nov2020
due to DEATH. Or update
CRFs as required.

Jan-15-2021
08:13:07
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Query
4: Ans
wered

dropped subjects are
eligible for unblinding,
therefore the unblinding
date will be after
completion date

Jan-14-2021
19:33:53
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy DMW QUERY
(pfe.DMW_QUERY)

Query
4: Op
ened

DMW6841625;‘Date of
Visit' is after ‘Date of
Completion/Discontinuation
/Death’ on the Disposition -
Follow-up eCRF. Please
clarify or correct.

Dec-15-2020
03:13:19
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 Sonal K (pfe.ks66) Query
1: Del
eted

As per response in #4 in
swab form

Dec-14-2020
22:27:15
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 Gajanan Deshmukh
(pfe.deshmg08)

Query
3: Clo
sed

Response satisfies query

Dec-14-2020
16:52:33
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query
2: Del
eted

Close Auto Query

Dec-14-2020 ACV0PFEINFP6000 Thea Sonnier Query visit initiated due to medical
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/28/2020

Form: DATE OF VISIT - ILLNESS ONSET - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

16:51:23
(UTC-06:00)
Central Time
(US &
Canada)

(pfe.tsonnier) 3: Ans
wered

monitor query

Dec-14-2020
16:50:49
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query
3: Op
ened

Date of Visit is after the
Date of
Completion/Discontinuation
/Death on the Follow-Up
Disposition form. Please
review and update as
appropriate.

Dec-14-2020
16:50:49
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query
2: Can
didate

Date of Visit is completed
but Date of Assessment in
the Signs and Symptoms
form is missing. Please
review and update as
appropriate.

Dec-14-2020
16:50:49
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query
1: Can
didate

Date of Visit is completed
but Date of Collection in
both Nasal Swab Self and
Nasal Swab are missing.
Please review and update as
appropriate.

Dec-14-2020
16:50:49
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data
Entry
:
Dec/1
4/202
0

Initial Entry

2. Erroneous Visit

Date Location User Value Reason

Feb-23-2021 11:55:57
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
ERRONEOUS VISIT

Initial Entry

3. COVID-19 Illness Visit:

Date Location User Value Reason

Dec-14-2020 16:50:49
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
COVID_A

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Not Verified, Frozen
Site No: 1128 Site Name: (1128) Ventavia Research Group
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

1. Date of Assessment:

Date Location User Value Reason

Feb-24-2021 01:49:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Nancy
Vedamuthu
(pfe.vedamn)

Query 4: Closed Updated per query

Feb-23-2021 11:59:41
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

Feb-23-2021 11:57:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 4: Answered Changed Information

Feb-23-2021 11:57:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry: Changed Information

Feb-16-2021 11:12:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Mary Campbell
(pfe.campbm25)

Query 4: Opened Please clear the data from
this form and add a FORM
LEVEL comment of Not
Applicable

Jan-29-2021 15:32:59
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Salim
Bouguermouh
(pfe.bougus)

Query 2: Closed Response satisfies query

Jan-29-2021 14:28:48
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Mary Campbell
(pfe.campbm25)

Query 3: Closed Response satisfies query

Jan-29-2021 14:28:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Mary Campbell
(pfe.campbm25)

Query 1: Closed Response satisfies query

Jan-29-2021 11:50:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Answered Changed Information

Jan-29-2021 11:50:53
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Nov/28/2020

Changed Information

Jan-29-2021 10:34:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erik Sundgaard
(pfe.sundgaardea)

Query 1: Reissued:Opened CRF is unfrozen.
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Not Verified, Frozen
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Jan-29-2021 10:21:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Query 3: Answered please unfreeze crf so that
site may change date to
28NOV2020

Jan-29-2021 10:21:03
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Query 2: Answered please unfreeze crf so that
site may change date to
28NOV2020

Jan-29-2021 10:20:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Query 1: Answered please unfreeze crf so that
site may change date to
28NOV2020

Jan-29-2021 10:18:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 3: Opened Date of assessment is not
same as Date Visit. Please
check and correct.

Jan-29-2021 08:48:06
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Salim
Bouguermouh
(pfe.bougus)

Query 2: Opened Medical monitor: The Date
of
Completion/Discontinuation
/Death is entered as
28Nov2020. Please
consider updating the date
of assessment to
28Nov2020 since the date
entered (14Dec2020) could
not be after the date of
Completion/
Discontinuation/Death

Jan-28-2021 15:46:58
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Mary Campbell
(pfe.campbm25)

Query 1: Opened Please update the Date of
Assessment to the date of
death since the Death date
must be the last date in this
subject's CRF

Dec-14-2020 16:52:33
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Dec/14/2020

Initial Entry

2. Date of First Symptom Started:

Date Location User Value Reason

Feb-23-2021 11:59:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

Feb-23-2021 11:57:25
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry: Changed Information
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
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Dec-14-2020 16:52:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Oct/28/2020

Initial Entry

3. Symptoms Ongoing?

Date Location User Value Reason

Feb-23-2021 11:59:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

Feb-23-2021 11:57:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry: Changed Information

Jan-25-2021 14:02:31
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Syed Jafri
(pfe.jafris06)

Query 1: Closed Response satisfies
query

Jan-22-2021 16:00:21
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Answered Transcription Error

Jan-22-2021 16:00:21
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NO

Date of Last Symptom Resolved:

Nov/28/2020

Transcription Error

Jan-21-2021 16:27:11
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Syed Jafri
(pfe.jafris06)

Query 1: Opened Per source, the date
resolved is '28 NOV
2020'. Please verify
and update, thanks

Dec-14-2020 16:52:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NO

Date of Last Symptom Resolved:

Oct/28/2020

Initial Entry

4.a

Date Location User Value Reason

Feb-23-2021 11:59:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Symptoms: FEVER
Symptom Present
:

Not Applicabl
e

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
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Feb-23-2021 11:57:54
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Symptoms: FEVER
Symptom Present:

Changed Information

Dec-14-2020 16:52:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Symptoms: FEVER
Symptom Present: NO

Initial Entry

4.a Symptoms:

Date Location User Value Reason

Dec-14-2020 16:52:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
FEVER

Initial Entry

4.a Was symptom present?

Date Location User Value Reason

Feb-23-2021 11:59:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

Feb-23-2021 11:57:54
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry: Changed Information

Dec-14-2020 16:52:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NO

Initial Entry

4.b

Date Location User Value Reason

Feb-23-2021 11:59:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Symptoms: NEW OR INCREAS

ED COUGH
Symptom P
resent:

Not Applicable

Initial Entry

Feb-23-2021 11:58:05
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Symptoms: NEW OR INCREAS

ED COUGH
Symptom P
resent:

Changed Information
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Not Verified, Frozen
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Dec-14-2020 16:52:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Symptoms: NEW OR INCREAS

ED COUGH
Symptom P
resent:

YES

Initial Entry

4.b Symptoms:

Date Location User Value Reason

Dec-14-2020 16:52:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NEW OR INCREASED COUGH

Initial Entry

4.b Was symptom present?

Date Location User Value Reason

Feb-23-2021 11:59:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

Feb-23-2021 11:58:05
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry: Changed Information

Dec-14-2020 16:52:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
YES

Initial Entry

4.c

Date Location User Value Reason

Feb-23-2021 11:59:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Sympto
ms:

NEW OR INCREASED
SHORTNESS OF BREA
TH

Sympto
m Presen
t:

Not Applicable

Initial Entry

Feb-23-2021 11:58:18
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Sympto
ms:

NEW OR INCREASED
SHORTNESS OF BREA
TH

Changed Information
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Not Verified, Frozen
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Sympto
m Presen
t:

Dec-14-2020 16:52:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Sympto
ms:

NEW OR INCREASED
SHORTNESS OF BREA
TH

Sympto
m Presen
t:

YES

Initial Entry

4.c Symptoms:

Date Location User Value Reason

Dec-14-2020 16:52:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NEW OR INCREASED SHORTNE
SS OF BREATH

Initial Entry

4.c Was symptom present?

Date Location User Value Reason

Feb-23-2021 11:59:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

Feb-23-2021 11:58:18
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry: Changed Information

Dec-14-2020 16:52:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
YES

Initial Entry

4.d

Date Location User Value Reason

Feb-23-2021 11:59:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Symptoms: CHILLS
Symptom Present
:

Not Applicabl
e

Initial Entry

Feb-23-2021 11:58:28
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Symptoms: CHILLS
Symptom Present:

Changed Information
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Not Verified, Frozen
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Dec-14-2020 16:52:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Symptoms: CHILLS
Symptom Present: NO

Initial Entry

4.d Symptoms:

Date Location User Value Reason

Dec-14-2020 16:52:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
CHILLS

Initial Entry

4.d Was symptom present?

Date Location User Value Reason

Feb-23-2021 11:59:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

Feb-23-2021 11:58:28
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry: Changed Information

Dec-14-2020 16:52:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NO

Initial Entry

4.e

Date Location User Value Reason

Feb-23-2021 11:59:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Symptoms
:

NEW OR INCREASE
D MUSCLE PAIN

Symptom
Present:

Not Applicable

Initial Entry

Feb-23-2021 11:58:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Symptoms
:

NEW OR INCREASE
D MUSCLE PAIN

Symptom
Present:

Changed Information

Dec-14-2020 16:52:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Symptoms
:

NEW OR INCREASE
D MUSCLE PAIN

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Not Verified, Frozen
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Symptom
Present:

NO

4.e Symptoms:

Date Location User Value Reason

Dec-14-2020 16:52:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NEW OR INCREASED MUSCLE
PAIN

Initial Entry

4.e Was symptom present?

Date Location User Value Reason

Feb-23-2021 11:59:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

Feb-23-2021 11:58:39
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry: Changed Information

Dec-14-2020 16:52:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NO

Initial Entry

4.f

Date Location User Value Reason

Feb-23-2021 11:59:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Symptoms: NEW LOSS OF TAS

TE OR SMELL
Symptom
Present:

Not Applicable

Initial Entry

Feb-23-2021 11:58:48
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Symptoms: NEW LOSS OF TAS

TE OR SMELL
Symptom
Present:

Changed Information

Dec-14-2020 16:52:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Symptoms: NEW LOSS OF TAS

TE OR SMELL
Symptom
Present:

NO

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Not Verified, Frozen
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

4.f Symptoms:

Date Location User Value Reason

Dec-14-2020 16:52:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NEW LOSS OF TASTE OR SMEL
L

Initial Entry

4.f Was symptom present?

Date Location User Value Reason

Feb-23-2021 11:59:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

Feb-23-2021 11:58:48
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry: Changed Information

Dec-14-2020 16:52:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NO

Initial Entry

4.g

Date Location User Value Reason

Feb-23-2021 11:59:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Symptoms
:

NEW OR INCREASE
D SORE THROAT

Symptom
Present:

Not Applicable

Initial Entry

Feb-23-2021 11:59:01
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Symptoms
:

NEW OR INCREASE
D SORE THROAT

Symptom
Present:

Changed Information

Dec-14-2020 16:52:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Symptoms
:

NEW OR INCREASE
D SORE THROAT

Symptom
Present:

NO

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Not Verified, Frozen
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

4.g Symptoms:

Date Location User Value Reason

Dec-14-2020 16:52:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NEW OR INCREASED SORE TH
ROAT

Initial Entry

4.g Was symptom present?

Date Location User Value Reason

Feb-23-2021 11:59:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

Feb-23-2021 11:59:01
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry: Changed Information

Dec-14-2020 16:52:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NO

Initial Entry

4.h

Date Location User Value Reason

Feb-23-2021 11:59:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Symptoms: DIARRHEA
Symptom Present: Not Applicable

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Not Verified, Frozen
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

4.h

Date Location User Value Reason

Feb-23-2021 11:59:11
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Symptoms: DIARRHEA
Symptom Present:

Changed Information

Dec-14-2020 16:52:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Symptoms: DIARRHEA
Symptom Present: NO

Initial Entry

4.h Symptoms:

Date Location User Value Reason

Dec-14-2020 16:52:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
DIARRHEA

Initial Entry

4.h Was symptom present?

Date Location User Value Reason

Feb-23-2021 11:59:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

Feb-23-2021 11:59:11
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry: Changed Information

Dec-14-2020 16:52:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NO

Initial Entry

4.i

Date Location User Value Reason

Feb-23-2021 11:59:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Symptoms: VOMITING
Symptom Present
:

Not Applicabl
e

Initial Entry

Feb-23-2021 11:59:21
(UTC-06:00) Central Time

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Symptoms: VOMITING

Changed Information09
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/28/2020

Form: SIGNS AND SYMPTOMS OF POTENTIAL COVID-19 - eCRF
Audit Trail History

Form Version: 10-Dec-2020 02:29 Form Status: Data Complete, Not Verified, Frozen
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

(US & Canada) Symptom Present:

Dec-14-2020 16:52:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Symptoms: VOMITING
Symptom Present: NO

Initial Entry

4.i Symptoms:

Date Location User Value Reason

Dec-14-2020 16:52:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
VOMITING

Initial Entry

4.i Was symptom present?

Date Location User Value Reason

Feb-23-2021 11:59:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

Feb-23-2021 11:59:21
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry: Changed Information

Dec-14-2020 16:52:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NO

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/28/2020

Form: MICROBIOLOGY SPECIMEN - eCRF Audit Trail History

Form Version: 06-Jul-2020 21:54 Form Status: Data Complete, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

1. Actual Date of Collection:

Date Location User Value Reason

Mar-05-2021 06:17:51
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Juleen Gayed
(pfe.gayedj)

Query 1: Closed Response satisfies
query

Mar-02-2021 15:21:06
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Query 1: Answered site has not received
MR and cannot
confirm a COVID
test was done,
however per family
of subject, there was
a negative COVID
done, sometime
during hospital stay,
not sure which day or
which test.

Mar-02-2021 10:08:15
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Juleen Gayed
(pfe.gayedj)

Query 1: Opened Clin: Please confirm
that a swab for
COVID-19 was not
taken during
hospitalisation

Dec-14-2020 17:09:22
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

2. Specimen Type:

Date Location User Value Reason

Dec-14-2020 17:09:22
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

3. Specimen Collection Location:

Date Location User Value Reason

Dec-14-2020 17:09:22
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

4. Assay Code and Description:09
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Date Location User Value Reason

Dec-14-2020 17:09:22
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

5. Device Type:

Date Location User Value Reason

Dec-14-2020 17:09:22
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

6. Trade Name:

Date Location User Value Reason

Dec-14-2020 17:09:22
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

7. Test Result:

Date Location User Value Reason

Dec-14-2020 17:09:22
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

8. Comments/Findings/Details:

Date Location User Value Reason

Dec-14-2020 17:09:22
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

9. Trade Name Other, Specify:

Date Location User Value Reason

Dec-14-2020 17:09:22
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/28/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-23-2021 12:00:43
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Feb-23-2021 12:00:17
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry: Changed Information

Dec-14-2020 17:08:43
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-23-2021 12:00:43
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Feb-23-2021 12:00:17
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry: Changed Information

Dec-14-2020 17:08:43
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
NASAL_SWAB_SELF

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-24-2021 04:18:16
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Malerato Moloi
(pfe.moloim)

Query 1: Closed Response satisfies
query

Feb-23-2021 12:00:43
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

Feb-23-2021 12:00:17
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Answered Changed
Information
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/28/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB SELF -
eCRF Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Feb-23-2021 12:00:17
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry: Changed
Information

Feb-16-2021 11:13:11
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Mary Campbell
(pfe.campbm25)

Query 1: Opened Please clear the data
from this form and
add a FORM Level
comment of Not
Applicable

Dec-14-2020 17:08:43
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NO

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Feb-23-2021 12:00:43
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

Feb-23-2021 12:00:32
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry: Changed Information

Dec-14-2020 17:08:43
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Site not notified until subject was de
ceased

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/28/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

1. Data Origin

Date Location User Value Reason

Feb-23-2021 12:01:27
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Feb-23-2021 12:01:01
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry: Changed Information

Dec-14-2020 17:09:08
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
SITE

Initial Entry

2. Sample Type

Date Location User Value Reason

Feb-23-2021 12:01:27
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Feb-23-2021 12:01:01
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry: Changed Information

Dec-14-2020 17:09:08
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
NASAL_SWAB

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Feb-24-2021 06:02:22
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: Closed Response satisfies
query

Feb-23-2021 12:01:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

Feb-23-2021 12:01:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Answered Changed
Information

09
01

77
e1

96
ae

40
10

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:2

9 
(G

M
T)

FDA-CBER-2021-5683-0010595



Page 321 of 364

***Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/28/2020

Form: ELECTRONIC SAMPLE TRACKING - NASAL SWAB - eCRF
Audit Trail History

Form Version: 22-Apr-2020 21:03 Form Status: Data Complete, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Feb-23-2021 12:01:01
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry: Changed
Information

Feb-16-2021 11:13:57
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Mary Campbell
(pfe.campbm25)

Query 1: Opened Please clear the form
and then add a
FORM Level
comment of Not
Applicable

Dec-14-2020 17:09:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NO

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Feb-23-2021 12:01:27
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

Feb-23-2021 12:01:16
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry: Changed Information

Dec-14-2020 17:09:08
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
site not notified of illness until after
death

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/28/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Not Verified, Frozen
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

1.a

Date Location User Value Reason

Feb-23-2021 12:03:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Type of Practitioner: SPECIAL

IST
Occurrence of Visits o
r Contacts:

Not Appli
cable

Initial Entry

Feb-23-2021 12:02:06
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Type of Practitioner: SPECIA

LIST
Occurrence of Visits or
Contacts:

Changed Information

Dec-14-2020 17:09:55
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Type of Practitioner: SPECIA

LIST
Occurrence of Visits or
Contacts:

NO

Initial Entry

1.a Physician or Healthcare Professional:

Date Location User Value Reason

Dec-14-2020 17:09:55
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
SPECIALIST

Initial Entry

1.a Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-24-2021 04:30:24
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Malerato Moloi
(pfe.moloim)

Query 1: Closed Response satisfies
query

Feb-23-2021 12:03:41
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

Feb-23-2021 12:02:06
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Answered Changed
Information
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/28/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Not Verified, Frozen
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Feb-23-2021 12:02:06
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry: Changed
Information

Feb-16-2021 11:17:09
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Mary Campbell
(pfe.campbm25)

Query 1: Opened Please clear this
form and add a
FORM Level
Comment of Not
Applicable

Dec-14-2020 17:09:55
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NO

Initial Entry

1.b

Date Location User Value Reason

Feb-23-2021 12:03:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Type of Practitione
r:

EMERGENC
Y ROOM

Occurrence of Visit
s or Contacts:

Not Applicabl
e

Initial Entry

Feb-23-2021 12:02:22
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Type of Practitione
r:

EMERGENC
Y ROOM

Occurrence of Visit
s or Contacts:

Changed Information

Dec-14-2020 17:09:55
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Type of Practitio
ner:

EMERGENCY
ROOM

Occurrence of V
isits or Contacts
:

YES
Number of Visit
s or Contacts:

1

Initial Entry

09
01

77
e1

96
ae

40
10

\F
in

al
\F

in
al

 O
n:

 0
1-

Ap
r-2

02
1 

05
:2

9 
(G

M
T)

FDA-CBER-2021-5683-0010598



Page 324 of 364

***Confidential***

Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/28/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Not Verified, Frozen
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

1.b Physician or Healthcare Professional:

Date Location User Value Reason

Dec-14-2020 17:09:55
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
EMERGENCY ROOM

Initial Entry

1.b Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-23-2021 12:03:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

Feb-23-2021 12:02:22
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry: Changed Information

Dec-14-2020 17:09:55
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
YES

Number of Visits or Contacts:

1

Initial Entry

1.c

Date Location User Value Reason

Feb-23-2021 12:03:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Type of Practitio
ner:

PRIMARY CA
RE PHYSICIA
N

Occurrence of V
isits or Contacts:

Not Applicable

Initial Entry

Feb-23-2021 12:02:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Type of Practitio
ner:

PRIMARY CA
RE PHYSICIA
N

Occurrence of V
isits or Contacts:

Changed Information

Dec-14-2020 17:09:55
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Type of Practitio
ner:

PRIMARY CA
RE PHYSICIA
N

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/28/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Not Verified, Frozen
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Occurrence of V
isits or Contacts:

NO

1.c Physician or Healthcare Professional:

Date Location User Value Reason

Dec-14-2020 17:09:55
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
PRIMARY CARE PHYSICIAN

Initial Entry

1.c Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-23-2021 12:03:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

Feb-23-2021 12:02:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry: Changed Information

Dec-14-2020 17:09:55
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NO

Initial Entry

1.d

Date Location User Value Reason

Feb-23-2021 12:03:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Type of Practitioner: URGENT

CARE
Occurrence of Visits
or Contacts:

Not Applic
able

Initial Entry

Feb-23-2021 12:02:43
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Type of Practitioner: URGENT

CARE
Occurrence of Visits
or Contacts:

Changed Information

Dec-14-2020 17:09:55
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Type of Practitioner: URGENT

CARE
Occurrence of Visits
or Contacts:

NO

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/28/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Not Verified, Frozen
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

1.d Physician or Healthcare Professional:

Date Location User Value Reason

Dec-14-2020 17:09:55
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
URGENT CARE

Initial Entry

1.d Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-23-2021 12:03:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

Feb-23-2021 12:02:43
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry: Changed Information

Dec-14-2020 17:09:55
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NO

Initial Entry

1.e

Date Location User Value Reason

Feb-23-2021 12:03:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Type of Practitio
ner:

TELEPHONE C
ONSULTATION

Occurrence of V
isits or Contacts:

Not Applicable

Initial Entry

Feb-23-2021 12:02:55
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Type of Practitio
ner:

TELEPHONE C
ONSULTATION

Occurrence of V
isits or Contacts:

Changed Information

Dec-14-2020 17:09:55
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Type of Practiti
oner:

TELEPHONE C
ONSULTATION

Occurrence of
Visits or Contac
ts:

YES
Number of Visit
s or Contacts:

1

Initial Entry
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Header Text: c4591001
Visit: POT_COVID_ILL 1 - Unscheduled Visit on
Nov/28/2020

Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History

Form Version: 10-Dec-2020 02:26 Form Status: Data Complete, Not Verified, Frozen
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

1.e Physician or Healthcare Professional:

Date Location User Value Reason

Dec-14-2020 17:09:55
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
TELEPHONE CONSULTATION

Initial Entry

1.e Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-23-2021 12:03:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

Feb-23-2021 12:02:55
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry: Changed Information

Dec-14-2020 17:09:55
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
YES

Number of Visits or Contacts:

1

Initial Entry

1.f

Date Location User Value Reason

Feb-23-2021 12:03:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Type of Practitioner: OTHER
Occurrence of Visits o
r Contacts:

Not Appli
cable

Initial Entry

Feb-23-2021 12:03:16
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Type of Practitioner: OTHE

R
Occurrence of Visits or C
ontacts:

Changed Information

Dec-14-2020 17:09:55
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Type of Practitioner: OTHE

R
Occurrence of Visits or C
ontacts:

NO

Initial Entry
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Form: HEALTH CARE UTILIZATION - eCRF Audit Trail History
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1.f Physician or Healthcare Professional:

Date Location User Value Reason

Dec-14-2020 17:09:55
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
OTHER

Initial Entry

1.f Occurrence of Visits or Contacts:

Date Location User Value Reason

Feb-23-2021 12:03:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

Feb-23-2021 12:03:16
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry: Changed Information

Dec-14-2020 17:09:55
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NO

Initial Entry

2. Other Type of Practitioner Specify:

Date Location User Value Reason

Feb-23-2021 12:03:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

3. Has the subject been hospitalized due to potential COVID-19 illness?

Date Location User Value Reason

Feb-23-2021 12:03:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

Feb-23-2021 12:03:30
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry: Changed Information

Dec-14-2020 17:09:55
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NO

Initial Entry
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Back to Form

1. Category of Clinical Event:

Date Location User Value Reason

Feb-24-2021 03:10:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Astrud van der
Merwe
(pfe.vandea62)

Query 1: Closed Response satisfies
query

Feb-23-2021 12:05:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Not Applicable

Initial Entry

Feb-23-2021 12:05:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Query 1: Answered Changed data per
query

Feb-23-2021 12:04:41
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry: Changed
Information

Feb-16-2021 11:16:36
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Mary Campbell
(pfe.campbm25)

Query 1: Opened Please clear this
form and add a
FORM Level
Comment of Not
Applicable

Dec-14-2020 17:10:09
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
POTENTIAL COVID-19 ILLNE
SS

Initial Entry

2. Was a diagnosis obtained for Potential COVID-19 Illness?

Date Location User Value Reason

Feb-23-2021 12:05:20
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

Feb-23-2021 12:04:41
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry: Changed Information

Dec-14-2020 17:10:09
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NO

Initial Entry

3. Toxicity Grade:09
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Date Location User Value Reason

Feb-23-2021 12:05:20
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

Feb-23-2021 12:04:54
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry: Changed Information

Dec-14-2020 17:10:09
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
5

Initial Entry
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Header Text: c4591001
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Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Oct-05-2020 16:09:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Erin McLeod
(pfe.emcLeod)

Data Entry:
Sep/16/2020

Changed Information

Oct-04-2020 10:47:26
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
Aug/19/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Oct-04-2020 10:47:26
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
VACCINATION

Initial Entry

3. Status:

Date Location User Value Reason

Oct-04-2020 10:47:26
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
COMPLETED

Initial Entry
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Back to Form

1. Date of Completion/Discontinuation/Death :

Date Location User Value Reason

Dec-17-2020 03:30:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Ricell Ann
Piojo
(pfe.quitor)

Query 1: Closed Response satisfies
query

Dec-13-2020 05:40:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Answered New Information

Dec-13-2020 05:40:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
Nov/28/2020

New Information

Dec-11-2020 05:31:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Ricell Ann
Piojo
(pfe.quitor)

Query 1: Opened SAE RECON:
AER#2020482043, the
date of death was
reported as
28Nov2020 in Safety
database but
04Dec2020 in AE
CRF. Please confirm
correct date of death.
If safety update is
required, please
submit a follow-up
form.

Dec-09-2020 17:03:17
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Dec/4/2020

Transcription Error

Dec-09-2020 15:35:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Nov/28/2020

Initial Entry

2. Phase of Disposition:

Date Location User Value Reason

Dec-09-2020 15:35:04
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

3. Status:

Date Location User Value Reason
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Dec-09-2020 15:35:25
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Closed Close Auto Query

Dec-09-2020 15:35:04
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Opened Response to "Status"
is DEATH but
"Specify Status" is
Provided.

Dec-09-2020 15:35:04
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
DEATH

Initial Entry

4. Specify Status:

Date Location User Value Reason

Dec-09-2020 15:35:25
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry: Transcription Error

Dec-09-2020 15:35:04
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
SUBJECT PASSED AWAY AT HO
ME AFTER HOSPITALIZATION

Initial Entry
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Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - Audit Trail
Form Version: 22-Apr-2020 21:02 Form Status:
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

Date Location User Value Reason

Dec-08-2020 10:57:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Form Created
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Back to Form

Date Location User Value Reason

Dec-08-2020 10:59:32
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Form Created
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Back to Form

1. Category:

Date Location User Value Reason

Dec-08-2020 10:57:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Dec-08-2020 10:57:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
1

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Dec-14-2020
00:45:36
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000 Pratiksha Mahadik
(pfe mahadp07)

Query 1: Clo
sed

Closed as per
site response.

Dec-13-2020
05:47:06
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Query 1: Ans
wered

There is an
event of
Myocardial
Infarction listed
in Medical
History that was
from Jan2017
and ended
Jan2017. This is
a separate event
of Myocardial
Infarction.

Dec-10-2020
23:43:13
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy PFE SDQ PROD
(pfe.PFESDQ_PROD)

Query 1: Ope
ned

The AE
Myocardial
Infarction was
reported but is
also listed in
Medical
History. Please
clarify if this is
a worsening of09
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the baseline
condition, and if
so, please
consider adding
"worsening" to
the AE term.
AE as baseline
conditions
should only be
reported as AEs
if they worsen.
"[birads02
SDQ=67569]"

Dec-08-2020
10:57:50
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Myocardial I
nfarction

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Dec-08-2020 10:57:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Oct/27/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Mar-04-2021 09:51:43
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Giselle
Castillo
(pfe.castig19)

Query 1: Closed Response satisfies
query

Feb-27-2021 12:19:14
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Answered Transcription Error

Feb-27-2021 12:19:14
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
NO

End Date Time:

Oct/28/2020 UNK:UNK

Transcription Error

Feb-24-2021 12:00:22
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Giselle
Castillo
(pfe.castig19)

Query 1: Opened Medical Monitor_ Pls
advice if he
recovered date of the
MI is 28th Oct, as
present in Argus, or
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30th Oct as present in
InForm. Thanks

Dec-08-2020 10:57:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NO

End Date Time:

Oct/30/2020 UNK:UNK

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Dec-08-2020 10:57:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
4

Initial Entry

7. Is the adverse event serious?

If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Dec-21-2020 20:01:16
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Syed Jafri
(pfe.jafris06)

Query 2: Closed Response satisfies
query

Dec-21-2020 11:57:54
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Query 2: Answered Adverse Event log
updated and scanned
to Complion.

Dec-18-2020 14:22:31
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Syed Jafri
(pfe.jafris06)

Query 2: Reissued:Opened Thea, please look the
source. The SAE
reason line is blank
there. Please update
as you entered
hospitalization above
for Q6, thanks

Dec-15-2020 16:29:25
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Query 2: Answered SOURCE WAS
PROVIDED

Dec-15-2020 13:04:12
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Syed Jafri
(pfe.jafris06)

Query 2: Opened SAE Reason is blank
in the AE log. Please
provide the source,
thanks
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Dec-09-2020 03:44:21
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Deleted Close Auto Query

Dec-08-2020 10:57:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Candidate For AE Myocardial
Infarction: Response
to "Is the adverse
event serious?" is
'Yes' but "Serious
Adverse Event
Number" is blank.

Dec-08-2020 10:57:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
YES

Is this serious event associated wit
h congenital anomaly or birth defe
ct?

NO

Did this serious event result in dea
th?

NO

Did this serious event require or p
rolong hospitalization?

YES

Did this serious event result in per
sistent or significant disability/inc
apacity?

NO

Is this serious event life threatenin
g?

YES

Other medically important serious
event

NO

Initial Entry

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason
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Dec-08-2020 10:57:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Dec-08-2020 10:57:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NOT RELATED

If Not Related to study treatment(s
), this event is due to:

OTHER

If Other, specify:

failed cardiac stent

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Dec-08-2020 10:57:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Dec-18-2020 14:23:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Syed Jafri
(pfe.jafris06)

Query 1: Closed Response satisfies
query

Dec-16-2020 09:15:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Unknown

Initial Entry

Dec-16-2020 09:15:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Answered Transcription Error

Dec-16-2020 09:15:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry: Transcription Error

Dec-16-2020 07:31:24
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Swetha
Thangellapally
(pfe.thangs22)

Query 1: Reissued:Opened Unfreeze. Kindly
amend. Thanks.
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Dec-15-2020 16:28:41
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Query 1: Answered SITE CANNOT
AMEND ANSWER.
KINDLY
UNFREEZE

Dec-15-2020 13:03:28
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Syed Jafri
(pfe.jafris06)

Query 1: Opened No source for YES in
AE log rather No is
checked and UNK
mentioned. Please
provide the proper
source, thanks

Dec-08-2020 10:57:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Dec-08-2020 10:57:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NO

Initial Entry

13. What was the outcome of this adverse event?:

Date Location User Value Reason

Dec-11-2020
05:28:09
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Ricell Ann
Piojo
(pfe.quitor)

Query 3: Closed Response satisfies query

Dec-09-2020
17:03:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 3: Answered Transcription Error

Dec-09-2020
17:03:44
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
RECOVERED/RESOLV
ED

Transcription Error

Dec-09-2020
03:47:05
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Ricell Ann
Piojo
(pfe.quitor)

Query 3: Opened SAE
RECON:AER#2020482043,outcome
was reported as
RECOVERED/RESOLVED to
Safety DB however, recorded as
RECOVERED/RESOLVED WITH
SEQUELAE on AE CRF. Please
confirm correct outcome. If safety
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update is required, please submit a
follow-up form.

Dec-08-2020
11:01:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 2: Closed Close Auto Query

Dec-08-2020
11:01:21
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
RECOVERED/RESOLV
ED WITH SEQUELAE

Transcription Error

Dec-08-2020
11:00:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 2: Opened For AE Myocardial Infarction:
Response to "What was the outcome
of this adverse event?" is 'Not
Recovered/Not Resolved' but AE
End Date/Time is present.

Dec-08-2020
11:00:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Closed Close Auto Query

Dec-08-2020
11:00:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NOT RECOVERED/NO
T RESOLVED

Transcription Error

Dec-08-2020
10:57:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Opened For AE Myocardial Infarction:
Response to "What was the outcome
of this adverse event?" is 'Unknown'
but End Date/Time is provided or "Is
the adverse event still ongoing?" is
marked "Yes".

Dec-08-2020
10:57:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
UNKNOWN

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Dec-08-2020 11:00:58
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NO

Transcription Error

Dec-08-2020 10:57:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
YES

Initial Entry
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15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Dec-09-2020 03:44:21
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020482043

Initial Entry
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Back to Form

1. Category:

Date Location User Value Reason

Dec-08-2020 10:59:32
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
ADVERSE EVENT

Initial Entry

2. AE ID:

Date Location User Value Reason

Dec-08-2020 10:59:32
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
2

Initial Entry

3. Adverse Event:
(If possible specify diagnosis, not individual symptoms)

Date Location User Value Reason

Mar-02-2021 07:38:23
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Rose Madelein
(pfe.rosem19)

Query 4: Closed Response satisfies
query

Feb-27-2021 12:22:50
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Query 4: Answered SITE HAS NOT
BEEN MADE
AWARE THIS
EVENT WAS
COVID
PNEUMONIA. PER
PI PNEUMONIA
WAS RELATED TO
INFECTION,
HOWEVER SITE
HAS NO RECORDS
THAT STATE
COVID,
THEREFORE TERM
CANNOT BE
UPDATED TO
SUCH.

Feb-15-2021 14:25:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Mary Campbell
(pfe.campbm25)

Query 4: Opened For correct
attribution of
Pneumonia; please
update AE term to
COVID Pneumonia09
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or Pneumonia
secondary to
COVID-19 else
clarify as per
guidance from
Clinical Monitor.

Dec-15-2020 00:38:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Salim
Bouguermouh
(pfe.bougus)

Query 3: Closed Response satisfies
query

Dec-15-2020 00:38:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Salim
Bouguermouh
(pfe.bougus)

Query 2: Closed Response satisfies
query

Dec-15-2020 00:38:10
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Salim
Bouguermouh
(pfe.bougus)

Query 1: Closed Response satisfies
query

Dec-14-2020 16:50:07
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Query 3: Answered Changed data per
query

Dec-14-2020 16:49:52
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Query 2: Answered Changed data per
query

Dec-14-2020 16:49:35
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Query 1: Answered Changed data per
query

Dec-13-2020 16:05:19
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Salim
Bouguermouh
(pfe.bougus)

Query 3: Opened Medical monitor:
Please the data
should still be
captured on the
appropriate CRF
pages (as for any late
data, we will still
capture it and not
ignore it) but a swab
will not be required

Dec-13-2020 16:03:24
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Salim
Bouguermouh
(pfe.bougus)

Query 2: Opened Clin: Despite
telehealth visit was
not done, please
complete the
potential COVID-19
Illness Visit CRF
forms with all
information
available. Should be09

01
77

e1
96

ae
40

10
\F

in
al

\F
in

al
 O

n:
 0

1-
Ap

r-2
02

1 
05

:2
9 

(G
M

T)

FDA-CBER-2021-5683-0010620



Page 346 of 364

***Confidential***

Header Text: c4591001
Visit: Logs - Unscheduled Form: ADVERSE EVENT REPORT - eCRF Audit Trail History
Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
Subject No: 11281009 Subject Initials: ---
Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

captured only on the
SOD CRF form and a
NASAL SWAB will
not be collected

Dec-13-2020 16:02:37
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Salim
Bouguermouh
(pfe.bougus)

Query 1: Opened Clin: Per Prot Sect
8.13., potential
COVID-19 related
PNEUMONIA
should have please
triggered a COVID
Illness Visit
irrespective of
perceived etiology or
clinical significance.
Please complete the
COVID-19 CRF
forms.

Dec-08-2020 10:59:32
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Pneumonia

Initial Entry

4. Start Date Time:

Date Location User Value Reason

Dec-08-2020 10:59:32
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Oct/28/2020 UNK:UNK

Initial Entry

5. Is the adverse event still ongoing?

Date Location User Value Reason

Dec-08-2020 10:59:32
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NO

End Date Time:

Nov/28/2020 06:00

Initial Entry

6. Toxicity Grade:

Date Location User Value Reason

Dec-08-2020 10:59:32
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
4

Initial Entry

7. Is the adverse event serious?09
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If Yes, NOTIFY PFIZER IMMEDIATELY.

Fatal; Life-threatening; Inpatient hospitalization or prolongation of existing hospitalization; Persistent or significant
disability/incapacity; Congenital anomaly/birth defect; Important medical event (i.e. may jeopardize subject and may require
medical/surgical intervention to prevent above outcomes).

Date Location User Value Reason

Dec-09-2020 03:45:16
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Deleted Close Auto Query

Dec-08-2020 10:59:32
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Candidate For AE Pneumonia:
Response to "Is the
adverse event
serious?" is 'Yes' but
"Serious Adverse
Event Number" is
blank.

Dec-08-2020 10:59:32
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
YES

Is this serious event associated wit
h congenital anomaly or birth defe
ct?

NO

Did this serious event result in dea
th?

YES

Did this serious event require or pr
olong hospitalization?

YES

Did this serious event result in per
sistent or significant disability/inc
apacity?

NO

Is this serious event life threatenin
g?

YES

Other medically important serious

Initial Entry
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event

NO

8. Is this adverse event the result of a study Medication Error?
If Yes, record the type of medication error on the Medication Error Log.

Date Location User Value Reason

Dec-08-2020 10:59:44
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NO

Initial Entry

9. Is this event related to study treatment:

Date Location User Value Reason

Dec-08-2020 10:59:32
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NOT RELATED

If Not Related to study treatment(s
), this event is due to:

OTHER

If Other, specify:

infection

Initial Entry

10. Latest Action Taken with Study Treatment:

Date Location User Value Reason

Dec-08-2020 10:59:32
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NOT APPLICABLE

Initial Entry

11. Was a Concomitant Medication given?

Date Location User Value Reason

Dec-08-2020 10:59:32
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
YES

Initial Entry

12. Was a Non-Drug Treatment given?

Date Location User Value Reason

Dec-08-2020 10:59:32
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
NO

Initial Entry
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13. What was the outcome of this adverse event?:

Date Location User Value Reason

Dec-11-2020
02:16:21
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000 Vikas Joshi
(pfe.joshiv22)

Query 1: Cl
osed

Response satisfies
query

Dec-09-2020
17:09:14
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Query 1: A
nswered

Changed data per
query

Dec-08-2020
22:30:20
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy DMW QUERY
(pfe.DMW_QUERY)

Query 1: O
pened

DMW6402540;The
outcome of this AE
is selected as
FATAL, but there
are no Disposition
eCRFs with a
'Status' of DEATH.
Please review and
update as
appropriate.

Dec-08-2020
10:59:32
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry
:
FATAL

Initial Entry

14. Did the adverse event cause the subject to be discontinued from the study?

Date Location User Value Reason

Dec-09-2020 00:55:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Vikas Joshi
(pfe.joshiv22)

Query 1: Closed Response satisfies
query

Dec-08-2020 11:01:40
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Query 1: Answered Changed data per
query

Dec-08-2020 10:59:32
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 1: Opened More than 1 AE for
this patient has "Did
the adverse event
cause the subject to
be discontinued from
the study?" marked09
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as 'Yes'.

Dec-08-2020 10:59:32
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
YES

Initial Entry

15. Serious Adverse Event Number: For Pfizer Use Only

Date Location User Value Reason

Dec-09-2020 03:45:16
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Ricell Ann
Piojo
(pfe.quitor)

Data Entry:
2020482043

Initial Entry
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Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-29-2021
14:18:12
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy DMW QUERY
(pfe.DMW_QUERY)

Query 1: C
losed

Auto closed by
Validation Check:
VC_SV001_05

Jan-29-2021
10:12:56
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Query 1: A
nswered

Changed data per
query

Jan-29-2021
10:12:42
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entr
y:
Not Done

Initial Entry

Jan-29-2021
02:54:09
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy DMW QUERY
(pfe.DMW_QUERY)

Query 1: O
pened

DMW7050039;Date
of Visit is not
expected to be
Unknown or Not
Applicable. Please
review and update
appropriately or
clarify

Jan-28-2021
16:11:52
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entr
y:
Not Applic
able

Initial Entry

2. Erroneous Visit

Date Location User Value Reason

Jan-29-2021 10:12:42
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Done

Initial Entry

Jan-28-2021 16:11:52
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry
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Back to Form

1. Consent Was:

Date Location User Value Reason

Jan-29-2021
14:18:12
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy DMW QUERY
(pfe.DMW_QUERY)

Query 1:
Closed

Auto closed by
Validation Check:
VC_DS001_16

Jan-29-2021
10:13:27
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Query 1:
Answere
d

Changed data per query

Jan-29-2021
10:13:17
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data En
try:
Not Don
e

Initial Entry

Jan-29-2021
02:05:30
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy DMW QUERY
(pfe.DMW_QUERY)

Query 1:
Opened

DMW7050049;Consent
Obtained is not
expected to be
Unknown or Not
Applicable. Please
review and update
appropriately or clarify

Jan-28-2021
16:12:02
(UTC-06:00)
Central Time
(US &
Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data En
try:
Not Appl
icable

Initial Entry
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Back to Form

1. Data Origin

Date Location User Value Reason

Jan-28-2021 16:12:12
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-28-2021 16:12:12
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-28-2021 16:12:12
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Jan-28-2021 16:12:12
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry
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Site No: 1128 Site Name: (1128) Ventavia Research Group
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

1. Data Origin

Date Location User Value Reason

Jan-28-2021 16:12:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

2. Sample Type

Date Location User Value Reason

Jan-28-2021 16:12:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

3. Sample Collected?

Date Location User Value Reason

Jan-28-2021 16:12:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

4. If no sample was collected or sample was not collected according to protocol, please provide reason:

Date Location User Value Reason

Jan-28-2021 16:12:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001
Visit: Potential ReVax Initial Contact -
Unscheduled

Form: DATE OF VISIT - eCRF Audit Trail History

Form Version: 22-Apr-2020 21:02 Form Status: Data Complete, Frozen, Verified
Site No: 1128 Site Name: (1128) Ventavia Research Group
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Generated By: pfe.levissc Generated Time (GMT): 29-Mar-2021 11:25

Back to Form

1. Date of Visit

Date Location User Value Reason

Jan-27-2021
10:09:14
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000 Cavin van
Schalkwyk
(pfe.vanscc01)

Query 1: C
losed

Response satisfies
query

Jan-26-2021
15:49:25
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Query 1: A
nswered

Subject is deceased.
Visit is not
applicable.

Jan-26-2021
12:26:16
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000.InFormAdapter.Discrepancy DMW QUERY
(pfe.DMW_QUERY)

Query 1: O
pened

DMW6864383;Date
of Visit is not
expected to be
Unknown or Not
Applicable. Please
review and update
appropriately or
clarify

Jan-15-2021
16:46:54
(UTC-06:00)
Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entr
y:
Not Applic
able

Initial Entry

2. Erroneous Visit

Date Location User Value Reason

Jan-15-2021 16:46:54
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry
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Back to Form

1. Select appropriate response - Is participant willing to return for Vaccination 3?

Date Location User Value Reason

Jan-22-2021 16:02:33
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry
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Back to Form

1. Date Treatment Unblinded :

Date Location User Value Reason

Jan-22-2021 16:01:27
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry

2. Primary Reason for Unblinding:

Date Location User Value Reason

Jan-22-2021 16:01:27
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry
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Back to Form

1. Withdrawal of Consent Date :

Date Location User Value Reason

Jan-22-2021 16:02:16
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Thea Sonnier
(pfe.tsonnier)

Data Entry:
Not Applicable

Initial Entry
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Header Text: c4591001
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Back to Form

1. Date of Collection / Notification of Death:

Date Location User Value Reason

Jan-17-2021 17:46:20
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Hao Hu
(pfe.huh17)

Query 4: Closed Response satisfies query

Jan-13-2021 10:07:49
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Query 4: Answered per AE log, the data has
been entered below

Jan-06-2021 13:45:24
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Erik Sundgaard
(pfe.sundgaardea)

Query 4: Opened ClinQuery: Is cause of
death information
available? If so, please
update Cause of Death field
of DEATH DETAILS form
as appropriate. Further
guidance is available in
section 8.67 of the CCR
(V11).

Jan-05-2021 18:43:40
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Hao Hu
(pfe.huh17)

Query 4: Candidate ClinQuery: Is cause of
death information
available? If so, please
update Cause of Death field
of DEATH DETAILS form
as appropriate. Further
guidance is available in
section 8.67 of the CCR
(V11).

Dec-14-2020 08:03:56
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Cavin van
Schalkwyk
(pfe.vanscc01)

Query 3: Closed SAE query present on FUP
form

Dec-13-2020 05:42:14
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Query 3: Answered date notified/date info
collected is 04DEC2020.

Dec-13-2020 05:40:45
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 3: Opened Date of Collection /
Notification of Death is
greater than the Date of
Completion/Discontinuation
/Death on the Disposition
form 28/Nov/2020. Please
review and update as
appropriate09
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Dec-09-2020 18:43:02
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Giselle Castillo
(pfe.castig19)

Query 1: Closed Response satisfies query

Dec-09-2020 17:03:17
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 2: Closed Close Auto Query

Dec-09-2020 15:35:04
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 auto query
(autoquery)

Query 2: Opened Date of Collection /
Notification of Death is
greater than the Date of
Completion/Discontinuation
/Death on the Disposition
form 28/Nov/2020. Please
review and update as
appropriate

Dec-08-2020 08:45:09
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Query 1: Answered Once the death certificate
has been received we will
try to obtain medical
records.

Dec-07-2020 17:10:27
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Giselle Castillo
(pfe.castig19)

Query 1: Opened CLINIQUERY_ Per report,
the subject was hospitalized
on 27Oct2020. Kindly
provide further details on
Med records/hospitalization
course. And, if covid testing
was performed, please
specify the result in a FU
report. Thank you.

Dec-04-2020 15:25:08
(UTC-06:00) Central
Time (US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
Dec/4/2020

Initial Entry

2.a

Date Location User Value Reason

Jan-13-2021 10:07:19
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
Cause of Deat
h Status:

PRIMARY CAUSE
OF DEATH

Cause of Deat
h:

Pneumonia

Initial Entry

2.a Cause of Death Status:

Date Location User Value Reason09
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Jan-13-2021 10:07:19
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
PRIMARY CAUSE OF DEATH

Initial Entry

2.a Cause of Death:

Date Location User Value Reason

Jan-13-2021 10:07:19
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jen Vasilio
(pfe.jvasilio)

Data Entry:
Pneumonia

Initial Entry
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Back to Form

1. Subject Status

Date Location User Value Reason

Dec-09-2020 15:35:04
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
DISCONTINUED

Initial Entry

Oct-04-2020 10:47:26
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
FOLLOW-UP

Initial Entry

Jul-31-2020 18:27:48
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
ENROLLED/RANDOMIZED

Initial Entry

Jul-31-2020 18:18:19
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
SCREENED

Initial Entry

2. Subject Status Date

Date Location User Value Reason

Dec-13-2020 05:40:45
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Nov/28/2020

New Information

Dec-09-2020 17:03:17
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Dec/4/2020

Transcription Error

Dec-09-2020 15:35:04
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Nov/28/2020

Initial Entry

Oct-05-2020 16:09:50
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Sep/16/2020

Changed Information

Oct-04-2020 10:47:26
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Aug/19/2020

Initial Entry

Jul-31-2020 18:27:48
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Jul/31/2020

Initial Entry

Jul-31-2020 18:18:19
(UTC-06:00) Central Time

ACV0PFEINFP6000 auto calc
(autocalc)

Data Entry:
Jul/31/2020

Initial Entry09
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(US & Canada)
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Back to Form

1. Casebook Signature

Date Location User Value Reason

Sep-17-2020 16:51:23
(UTC-06:00) Central Time
(US & Canada)

ACV0PFEINFP6000 Jerred
Downs
(pfe.jdowns)

Data Entry:
Click Here to Enable

Initial Entry
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ABBREVIATIONS
Abbreviation Definition
ACE-2 angiotensin-converting enzyme 2
ADR adverse reaction
AE adverse event
AESI adverse event of special interest
BMI body mass index
C4591001 Efficacy Final 
Analysis Interim CSR

Study C4591001 interim clinical study report including prespecified final analysis 
of efficacy and available immunogenicity and safety data up to data cutoff date of 
14 November 2020

C4591001 6-Month 
Update Interim CSR

Study C4591001 interim clinical study report including updated efficacy, 
immunogenicity, and safety up to 6 months after Dose 2 up to data cutoff date of 
13 March 2021

CBER (US FDA) Center for Biologics Evaluation and Research 
CDC (US) Centers for Disease Control and Prevention
CDS Core Data Sheet 
CFR case fatality rate
CHMP Committee for Human Products for Medicinal Use
CMC chemistry, manufacturing, and controls
CoV Coronavirus
COVID-19 Coronavirus Disease 2019
CTA Clinical Trial Application
DART developmental and reproductive toxicity
DMC (US Study C4591001) Data Monitoring Committee 
ELISPOT enzyme-linked immuno-spot
EMA European Medicines Agency
EU European Union
EUA Emergency Use Application
FACS fluorescence-activated cell sorting
FDA (US) Food and Drug Administration 
FIH first-in-human
GCP Good Clinical Practice
GLP Good Laboratory Practice
GMP Good Manufacturing Practice
GMFR geometric mean-fold rise
GMT/GMC geometric mean titer/concentration 
HIV human immunodeficiency virus
ICH International Council on Harmonisation
ICU intensive care unit
ID intradermal(ly)
IFN interferon-gamma
IL-2 interleukin-2
IL-4 interleukin-4
IM intramuscular(ly)
IND Investigational New Drug application
iPSP initial Pediatric Study Plan
IRC (US Study C4591001) Internal Review Committee
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Abbreviation Definition
IRR illness rate ratio
LLN lower limit of normal 
LNP lipid nanoparticle
LPX lipoplex
MedDRA Medical Dictionary for Regulatory Activities
MERS Middle East respiratory syndrome
modRNA nucleoside-modified messenger RNA
mRNA messenger RNA
NAAT nucleic acid amplification testing
NHP non-human primate
NI Non-inferiority
P2 S SARS-CoV-2 full-length, P2 mutant, “heads up,” prefusion spike glycoprotein
PDCO Paediatric Committee
PCR polymerase chain reaction
PIP Paediatric Investigational Plan
PSP Pediatric Study Plan
PT Preferred Term
RBD receptor binding domain
RNA-LNP RNA lipid nanoparticle
saRNA self-amplifying messenger RNA
SRC (German Study BNT162-01) Safety Review Committee 
ssRNA single-stranded RNA
SAE serious adverse event
SARS severe acute respiratory syndrome
SARS-CoV-2 SARS Coronavirus-2; virus causing the disease COVID-19
S glycoprotein, S spike glycoprotein
SmPC Summary of Product Characteristics
SMQ Standard MedDRA query
SOC System Organ Class
Th1/Th2 helper T cell type 1/type 2
UK United Kingdom
uRNA non-modified uridine containing mRNA
US United States
USP United States Pharmacopeia
VAE(R)D vaccine-associated enhanced (respiratory) disease
VE vaccine efficacy
WHO World Health Organization
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2.5. CLINICAL OVERVIEW
This Clinical Overview (CO) describes the clinical data for a prophylactic, RNA-based 
SARS-CoV-2 vaccine developed by BioNTech and Pfizer. Evidence is presented in this CO
for the efficacy, immunogenicity, and safety and tolerability of the vaccine compared with 
placebo administered to healthy participants ≥12 years of age.

The pivotal data are derived from a single registrational study, Phase 1/2/3 Study C4591001,
conducted under a United States (US) Investigational New Drug (IND) Application. 
Supporting data are presented from the first-in-human (FIH) dose-finding study, Phase 1/2 
Study BNT162-01, conducted in Germany under a Clinical Trial Application (CTA). The 
clinical experience reflected in this CO represents approximately 44,000 study participants
≥16 years of age, including individuals with stable infections and common comorbidities that 
represent real-world population characteristics.

The proposed indication and dosing administration for BNT162b2 (30 µg) are:

 Proposed indication: Active immunization to prevent COVID-19 disease caused by 
SARS-CoV-2 virus, in individuals ≥16 years of age

 Dosing administration: single 0.3-mL intramuscular (IM) dose followed by a 
second 0.3-mL dose 3 weeks later

Efficacy analyses are event-driven in Study C4591001 Phase 2/3 participants ≥12 years of 
age. Prespecified analyses were conducted on 94 confirmed COVID-19 cases (interim 
analysis data cutoff date: 04 November 2020) and 170 confirmed cases (final analysis data 
cutoff date: 14 November 2020) reported in participants without evidence of past 
SARS-CoV-2 infection before or during the vaccination regimen. Updated analyses of
1165 confirmed cases in blinded placebo-controlled follow-up from Dose 1 to a data cutoff 
date of 13 March 2021 evaluated duration of protection.

Immunogenicity analyses of adults (18 to 85 years of age) in Study C4591001 include data 
up to 1 month after Dose 2 in Phase 2, and up to 6 months after Dose 2 in Phase 1.

Safety data are collected cumulatively in Study C4591001. Some participants ≥16 years of age 
have been unblinded to treatment assignment, therefore safety data are presented separately
for blinded placebo-controlled and open-label periods. Key safety data in the CO include:

 Blinded placebo-controlled period: Dose 1 to 1 month after Dose 2 and to unblinding date:
 Phase 1 participants randomized to BNT162b2 30 µg (to ~6 months after Dose 2)
 Phase 2/3 participants ≥16 years of age including HIV+ subset (to ~5 months after Dose 2)

 Open-label observational period: from unblinding data to data cutoff date:
 Phase 2/3 participants ≥16 years of age originally randomized to BNT162b2
 Phase 2/3 participants ≥16 years of age originally randomized to placebo who then 

received BNT162b2 after being unblinded
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 Cumulative follow-up from Dose 1 to 6 months after Dose 2: Phase 2/3 participants 
originally randomized to BNT162b2 (inclusive of blinded data and open-label data),
comprised of at least 3000 in each adult age group (16 to 55 years of age, >55 years of age)

Supportive analyses from Study BNT162-01 are presented for immunogenicity data 
including T cell responses, and safety data including reactogenicity and adverse events 
(AEs), for adult participants in the Phase 1 portion of the study.

2.5.1. Product Development Rationale
2.5.1.1. Therapeutic Context
2.5.1.1.1. Disease or Condition
COVID-19 is caused by SARS-CoV-2, a zoonotic virus that first emerged as a human 
pathogen in China and has rapidly spread around the world by human to human transmission. 

In December 2019, a pneumonia outbreak of unknown cause occurred in Wuhan, China. 
In January 2020, it became clear that a novel Coronavirus (2019-nCoV) was the underlying 
cause. In early January 2020, the genetic sequence of the 2019-nCoV became available to the 
World Health Organization (WHO) and public (MN908947.3), and the virus was categorized 
in the Betacoronavirus subfamily. By sequence analysis, the phylogenetic tree revealed a 
closer relationship to severe acute respiratory syndrome (SARS) virus isolates than to other 
coronaviruses that infect humans, including the Middle East respiratory syndrome (MERS) 
coronavirus.1,2

SARS-CoV-2 infections and the resulting disease COVID-19 have spread globally, and on
11 March 2020 the WHO characterized the COVID-19 outbreak as a pandemic. As of 
April 2021, there have been >145 million globally confirmed COVID-19 cases and 
>3 million deaths, with 192 countries/regions affected; among these, the US leads with the 
highest number of reported cases at >31 million confirmed cases and >570,000 deaths.3

At the time of this submission, the ongoing pandemic remains a significant challenge to 
public health and economic stability worldwide, for which for a licensed prophylactic 
vaccine is a necessary and critical mitigation. 

2.5.1.1.2. Clinical Features and Epidemiology of COVID-19
COVID-19 presentation is generally with cough and fever, with chest radiography showing 
ground-glass opacities or patchy shadowing.4 However, many patients present without fever 
or radiographic changes, and infections may be asymptomatic which is relevant to controlling 
transmission. For symptomatic patients, disease progression may lead to acute respiratory 
distress syndrome requiring ventilation, subsequent multi-organ failure, and death.4   

Common symptoms in hospitalized patients (in order of highest to lowest frequency) include 
fever, dry cough, shortness of breath, fatigue, myalgias, nausea/vomiting or diarrhea, 
headache, weakness, and rhinorrhea.4 Anosmia (loss of smell) or ageusia (loss of taste) may 
be the sole presenting symptom in approximately 3% of individuals who have COVID-19.4
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The US Centers for Disease Control and Prevention (CDC) defined COVID-19 symptoms as 
including 1 or more of the following:5

 Fever
 New or increased cough
 New or increased shortness of breath
 Chills
 New or increased muscle pain
 New loss of taste or smell
 Sore throat
 Diarrhea
 Vomiting
 Fatigue
 Headache
 Nasal congestion or runny nose
 Nausea

All ages may present with the disease, but notably, case fatality rates (CFR) are elevated in 
persons >60 years of age.6 Comorbidities are also associated with increased CFR, including 
cardiovascular disease, diabetes, hypertension, and chronic respiratory disease.7 Healthcare 
workers are over-represented among COVID-19 patients due to occupational exposure to 
infected patients.7

2.5.1.2. Vaccine Clinical Development Program
2.5.1.2.1. Rationale for Development
2.5.1.2.1.1. Current Therapies
Clinical management of COVID-19 includes a variety of therapies, which are primarily 
recommended for use in a hospitalized or clinical trial setting, such as:8

 Severe disease or critical care hospital setting
 dexamethasone (corticosteroid) 
 tocilizumab (targeted immunotherapy agent)
 remdesivir (antiviral agent) 
 baricitinib (JAK inhibitor) in combination with remdesivir

 Ambulatory care setting
 casirivimab and imdevimab (monoclonal antibodies) 
 bamlanivimab (monoclonal antibody) 

 Clinical trial setting
 convalescent plasma 
 famatodine (H2 blocker) 
 ivermectin (anti-parasitic).
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Currently available therapies have different benefit-risk considerations depending on the 
stage of illness and disease manifestations.4,8 While care for individuals who have 
COVID-19 has improved with clinical experience, there remains an urgent and unmet need 
for a licensed prophylactic vaccine during the ongoing pandemic. 

2.5.1.2.1.2. BNT162b2 Development
Pfizer and BioNTech developed an investigational vaccine that targets SARS-CoV-2, 
intended to prevent COVID-19, for which BioNTech initiated a FIH study in April 2020 in
Germany (BNT162-01) and Pfizer initiated a Phase 1/2/3 study (C4591001) shortly 
afterwards in the US which expanded to include global sites upon initiation of the Phase 2/3 
part of the study. Additional information on Study BNT162-01 is provided in 
Section 2.5.1.2.3.2.1, and on Study C4591001 is provided in Section 2.5.1.2.3.2.2.

The vaccine is based on SARS-CoV-2 spike glycoprotein (S) antigens encoded in RNA 
formulated in lipid nanoparticles (LNPs) and is referred to as BNT162b2 (BioNTech code 
number BNT162, Pfizer code number PF-07302048). The structural elements of the vector 
backbones of BNT162 vaccines are optimized for prolonged and strong translation of the 
antigen-encoding RNA. The potency of RNA vaccines is further optimized by encapsulation 
of the RNA into LNPs, which protect the RNA from degradation by RNAses and enable 
transfection of host cells after IM delivery.

Development of RNA-based vaccines encoding viral antigens provides significant 
advantages over more traditional vaccine approaches:

 RNA-based vaccines do not carry risks associated with infection. 

 RNA-based vaccines can mimic antigen expression during natural infection by directing 
expression of a pathogen antigen with high precision and flexibility of antigen design. 

 RNA occurs naturally in the body, is metabolized and eliminated by the body’s natural 
mechanisms, does not integrate into the genome, and is transiently expressed.

 RNA-based vaccines are manufactured by a cell-free in vitro transcription process, which 
allows easy and rapid production and the prospect of producing high numbers of vaccine 
doses within a shorter time period than could be traditionally achieved with conventional 
vaccine approaches. This capability is pivotal to enable the most effective response in 
outbreak scenarios and makes RNA-based vaccines an attractive platform to achieve a
timely and effective response to emerging infectious disease threats. 

BioNTech is a pioneer in the field of RNA technology. The core innovation is based on 
in vivo delivery of a pharmacologically optimized, antigen-encoding RNA to induce robust 
neutralizing antibodies and a concomitant T cell response to achieve protective immunization 
with minimal vaccine doses.9,10,11
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2.5.1.2.2. Vaccine Product Information 
BioNTech has developed multiple RNA-LNP platforms, including nucleoside-modified RNA 
(modRNA) which has blunted innate immune sensor activating capacity and thus augmented 
antigen expression. Each modRNA candidate encodes either a P2 mutant S (P2 S) or the
trimerized receptor binding domain (RBD) of S. Each candidate is given a V number to
indicate the specific version of the optimized insert genomic sequence. BNT162 vaccine 
candidates tested in German Study BNT162-01 and pivotal Study C4591001 are:

 BNT162b1 (RBP020.3) modRNA encoding RBD (V5)
 BNT162b2 (RBP020.2) modRNA encoding P2 S (V9)

Vaccine candidates based on other RNA platforms that were tested in Study BNT162-01 but 
were not tested in pivotal Study C4591001 are not discussed further herein.

2.5.1.2.2.1. Characterization of the Vaccine Product
Coronavirus Spike Glycoprotein as Vaccine Target

Coronaviruses are a family of (+) ssRNA enveloped viruses that encode four structural 
proteins. Among these four structural proteins, S is the key target antigen for vaccine 
development. The vaccine candidates used for clinical testing featured the following vaccine 
antigens: 

 Secreted, trimerized variant RBD of SARS-CoV-2 S (V5)12

 Membrane-anchored, full-length S with 2 point mutations within central helix domain (V9). 
Mutation of these 2 amino acids to proline locks S in an antigenically preferred prefusion 
conformation.13,14

Lipid Nanoparticle Formulation

Vaccine candidates are encapsulated into LNPs, which enable transfection of the RNA into 
host cells after IM injection. The same LNP formulation is used for all vaccine candidates. 

The LNPs are composed of four different lipids in a defined ratio. During mixing of the RNA 
and the dissolved lipids, the lipids form the nanoparticles encapsulating the RNA. After 
injection, the LNPs are taken up by the cells, and the RNA is released into the cytosol. In the 
cytosol, the RNA is translated into the encoded viral protein. The encoded antigen induces an 
adaptive immune response. The antigen may be incorporated into cellular membranes (P2 S) 
or secreted into the extracellular environment (RBD) and induces an adaptive immune 
response. As S is the antigen that recognizes the host cell receptor and enables infection of 
the host cells, it is a key target of virus neutralizing antibodies. Further, as RNA-expressed S 
is being degraded intracellularly, the resulting peptides can be presented at the cell surface, 
triggering a specific T cell-mediated immune response with activity against the virus.

Additional details on the product formulation are provided in Section 2.5.2.1.
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2.5.1.2.3. Vaccine Development Program
2.5.1.2.3.1. Nonclinical Studies
Key nonclinical evaluations of BNT162b2 included pharmacology (mouse immunogenicity 
studies, non-human primate [NHP] immunogenicity and challenge studies) and toxicity 
(two Good Laboratory Practice [GLP] rat repeat-dose toxicity studies) in vitro and in vivo. 
A developmental and reproductive toxicity (DART) study was completed in rats.

Nonclinical studies in mice and NHP demonstrate that BNT162b2 elicits a rapid antibody 
response with measurable SARS-CoV-2 neutralizing titers after a single dose and substantial 
increases in titers after a second dose that exceed titers in sera from SARS-CoV- 2/
COVID-19-recovered individuals. A Th1-dominant T cell response was evident in both mice 
and NHPs. S-specific CD8+ T cell responses were also detectable in BNT162b2-immunized 
animals. The strongly Th1-biased CD4+ T cell response and interferon-γ (IFNγ)+ CD8+ 
T cell response after immunization with BNT162b2 is a pattern favored for vaccine safety 
and efficacy and provided added reassurance for clinical safety.15 In A SARS-CoV-2 rhesus 
challenge model, BNT162b2 provided complete protection from the presence of detectable 
viral RNA in the lungs compared to the saline control with no clinical, radiological, or 
histopathological evidence of vaccine-elicited disease enhancement.16

Administration of BNT162b2 by IM injection to male and female Wistar Han rats once every 
week, for a total of 3 weekly cycles of dosing, was tolerated without evidence of systemic 
toxicity in GLP-compliant repeat-dose toxicity studies.

In a DART study, 0.06 mL of a vaccine formulation containing the same quantity of 
nucleoside-modified mRNA (30 µg) and other ingredients included in a single human dose of
BNT162b2 was administered to female rats by the IM route on four occasions: 21 and 
14 days prior to mating, and on gestation days 9 and 20. No vaccine-related adverse effects 
on female fertility, fetal development, or postnatal development were reported in the study.  

In summary, the nonclinical package summarized above supports BNT162b2 administered 
twice by IM injection at a dose of 30 µg RNA. Additional details of nonclinical studies are 
provided in Module 2.4.

2.5.1.2.3.2. Clinical Studies
2.5.1.2.3.2.1. Phase 1/2 Study BNT162-01
Study BNT162-01 is the ongoing, FIH, Phase 1 dose level-finding study, in which healthy 
younger adults (18 to 55 years of age) and older adults (56 to 85 years of age) all receive 
active vaccine. This study is evaluating the safety and immunogenicity of several different 
candidate vaccines at various dose levels. The available Phase 1 safety and immunogenicity 
data for younger and older adults are reported in this submission.

Multiple vaccine candidates are being evaluated in this study. For each vaccine candidate, 
participants received escalating dose levels (N=12 per dose level) with progression to 
subsequent dose levels based on recommendation from a Sponsor Safety Review Committee 
(SRC).
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The study design is detailed in the Module 5.3.5.1 BNT162-01 Protocol.

Study Eligibility Criteria

The BNT162-01 study population includes male and female adult participants deemed 
healthy and without COVID-19 symptoms or evidence of SARS-CoV-2 infection within 
30 days prior to entering the study. Inclusion criteria allowed for preexisting stable disease 
defined as disease not requiring significant change in therapy or hospitalization for 
worsening disease during the 6 weeks prior to enrollment. Individuals with medical 
conditions considered to possibly confound evaluation of vaccine safety or immunogenicity 
were excluded.
Phase 1

In Study BNT162-01, vaccine candidates from the modRNA platform, administered IM in 
the upper arm in a two-dose regimen separated by approximately 21 days, were:

 BNT162b1 (dose levels: 1, 3, 10, 20, 30, 50, 60 µg) 
 BNT162b2 (dose levels: 1, 3, 10, 20, 30, 50, 60 µg) 

For each vaccine candidate, participants received escalating dose levels (N=12 per dose 
level) with progression to subsequent dose levels based on recommendation from a Sponsor 
Safety Review Committee (SRC). Note: the SRC recommended that a second dose of 
BNT162b1 at 60 µg not be administered due to reactogenicity after the first dose. Note that at 
the time of BNT162-01 Interim CSR preparation, data for BNT162b2 dose levels of 50 µg 
and 60 µg were not available.

Dosing with other candidates on different platforms, BNT162a1 (uRNA) and BNT162c2 
(saRNA), is not discussed as it is not relevant to progression with modRNA candidates. 

Safety and immunogenicity data (including T cell immune response data) from the Phase 1 
part of Study BNT162-01 are summarized in this submission in support of the larger dataset 
from the Phase 1/2/3 registration Study C4591001.

2.5.1.2.3.2.2. Phase 1/2/3 Study C4591001
Study C4591001 is the ongoing, randomized, placebo-controlled, Phase 1/2/3 registration 
study. It was started as a Phase 1/2 study in adults in the US, was then amended to expand 
the study to a global Phase 2/3 study planning to enroll enough participants to accrue 
sufficient COVID-19 cases to conduct a timely efficacy assessment; amended to include 
older adolescents 16 to 17 years of age, then later amended to include younger adolescents 
12 to 15 years of age. 

The study design is detailed in Module 5.3.5.1 C4591001 Protocol.

Study Eligibility Criteria

In Phase 1, two age groups were studied separately, younger participants (18 to 55 years of 
age) and older participants (65 to 85 years of age). The study population includes male and 
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female participants deemed healthy as determined by medical history, physical examination 
(if required), and clinical judgment of the investigator to be eligible for inclusion in the 
study. Exclusions included screened individuals with high risk of exposure to SARS-CoV-2 
infection due to exposure in the workplace and/or medical conditions that represent risk 
factors, clinically important prior illness or laboratory abnormalities, serological evidence of 
prior SARS-CoV-2 infection or current SARS-CoV-2 infection as measured by polymerase 
chain reaction (PCR).  

In Phase 2/3, participants were enrolled with stratification of younger adults (18 to 55 years 
of age) and older adults (>55 years of age) to achieve approximately 40% enrollment in the 
older adult group. Additional adolescents were added later by a protocol amendment: older 
adolescents 16 to 17 years of age are included in the younger adult stratum (ie, 16 to 55 years 
of age), and younger adolescents 12 to 15 years of age were analyzed as a separate age 
stratum. Eligibility in Phase 2/3 included higher risk for acquiring COVID-19 in the 
investigator’s judgment, due to medical conditions or exposure, such as:

 Chronic condition (eg, hypertension; diabetes; asthma; pulmonary, liver, or kidney disease)
 Autoimmune disease requiring therapeutic intervention (or history of)
 Chronic HIV, HCV, or HBV infection that is stable and controlled 
 Vaping or smoking (or history of smoking within the prior year)
 Resident in a long-term facility
 Occupation with high risk of SARS-CoV-2 exposure (eg, healthcare, emergency response)

Phase 1

The Phase 1 part of the study, randomized participants 4:1 to receive active vaccine or 
placebo. The vaccines candidates, administered IM in the upper arm in a two-dose regimen 
separated by approximately 21 days, were:

 BNT162b1 (dose levels: 10, 20, 30, 100 µg) 
 BNT162b2 (dose levels: 10, 20, 30 µg)

Phase 1 of Study C4591001 was conducted in the US. For each of the two vaccine candidates 
evaluated, younger participants received escalating dose levels (N=15 per dose level, 4:1 
randomization ratio between vaccine and placebo) with progression to subsequent dose levels 
and the older age group (N=15 per dose level, 4:1 randomization ratio between vaccine and 
placebo) based on recommendation from an Internal Review Committee (IRC). Note: the 
IRC recommended that a second dose of BNT162b1 at 100 µg not be administered and 
discontinued due to reactogenicity after the first dose in the younger age group. Participants 
in this group of younger adults instead received a second dose of BNT162b1 at the 10 µg 
dose level approximately 3 months after Dose 1, and the 100 µg dose level was discontinued 
(ie, not administered to older adults receiving BNT162b1). 

The Sponsor/agent study team was not blinded in this part of the study. Participants who 
enrolled in Phase 1 are followed for cases of COVID-19 but do not contribute to the efficacy 
assessment. Safety follow-up will continue for at least 2 years and/or end of study. Based 
upon review of safety and immunogenicity from the Phase 1 part of the study, the final 
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candidate and dose level was selected as BNT162b2 at 30 µg given twice 21 days apart.
Details are provided in Section 2.5.1.2.5.

Booster Evaluation

Phase 1 participants who were randomized to either BNT162b1 or BNT162b2 at dose levels 
of 10, 20, or 30 µg are being offered booster vaccination with BNT162b2 at 30 µg, 
approximately 6 to 12 months after their second dose of BNT162b1 or BNT162b2. This 
provides an early assessment of the safety and immunogenicity associated with a third 
vaccine dose. Data from Phase 1 participants who receive a booster are not included in this 
submission and will be reported at a later time.

Phase 2

Phase 2/3 of Study C4591001 commenced with the selected vaccine candidate and dose level 
administered to participants who were randomized 1:1 to receive vaccine or placebo. 

Phase 2 was conducted in the US. The Phase 2 portion of the study evaluated reactogenicity 
and immunogenicity for 360 participants 18 to 85 years of age enrolled into the study when 
the Phase 2/3 part commenced, balancing younger (≤55 years of age) and older (>55 years of 
age) strata within each group. Phase 2 participants in this blinded part of the study also 
contribute to the overall efficacy and safety assessments in the Phase 3 portion of the study.

Phase 3

Phase 3 (which is ongoing) included planned interim analyses of the first primary efficacy 
endpoint, ongoing efficacy and safety evaluations including reactogenicity assessment in a 
subset of participants, and exploratory vaccine immunogenicity evaluation in a subset of 
participants. Phase 3 is being conducted at sites in the US, Brazil, Argentina, Turkey, South 
Africa, and Germany. Participants were stratified by age group as previously described. The 
final efficacy analysis was conducted when at least the prespecified total number of 
164 efficacy events accrued. Safety and long-term persistence of efficacy follow-up will 
continue for at least 2 years and/or end of study. Safety and efficacy analyses included the 
360 participants who were analyzed for Phase 2. 

Booster and Variant Strain Evaluation

For further evaluation of booster effects and protection against emerging SARS-CoV-2 
variants of concern, a subset of existing Phase 3 participants 18 to 55 years of age will be 
randomized 1:1 to receive either receive a third dose of BNT162b2 or a third dose of 
prototype based upon the South African variant, BNT162b2SA, approximately 5 to 7 months 
after their second dose of BNT162b2. An additional subset of existing Phase 3 participants 
18 to 55 years of age will be enrolled to receive a third and fourth dose of BNT162b2SA. A
new cohort will be recruited who are COVID-19 vaccine-naïve (ie, have not received 
BNT162b2) and have not experienced COVID-19 to receive BNT162b2SA as a two-dose 
series 21 days apart. Data from Phase 3 participants who receive a booster and/or 
BNT162b2SA are not included in this submission and will be reported at a later time.
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Unblinding Considerations

Unblinding to randomized treatment assignment has begun for participants ≥16 years of age 
in the study, with respect to the participants, Sponsor, and site personnel. This is subsequent 
to authorizations/approvals granted in the US and other regions starting in December 2020
(refer to Section 2.5.1.3). 

Individuals 16 years of age or older have been unblinded at such time that they become
locally eligible and wish to know their treatment assignment to confirm prior vaccination 
with BNT162b2 (if randomized to this group), or to receive BNT162b2 (if randomized to 
placebo). Unblinded recipients originally randomized to BNT162b2 continue to be followed 
in an open-label (ie, observational) manner. Unblinded recipients originally randomized to 
placebo are offered BNT162b2 vaccination and thereafter followed in an open-label manner. 

Participants randomized to placebo who became eligible for vaccination with BNT162b2 
(or another COVID-19 vaccine) had the opportunity to receive BNT162b2 in a phased 
manner as part of the study (no later than at the approximate time participants in Phase 2/3 
reach Visit 4). The investigator ensured the participant met at least one of the 
recommendation criteria. Any participant who originally received placebo and subsequently 
received BNT162b2 was moved to a new visit schedule to receive both doses of BNT162b2 
at each of two additional vaccination visits (Visits 101 and 102).

Sponsor and site personnel who are responsible for the ongoing conduct of the study remain 
blinded to the data from participants whose treatment assignment has not been disclosed in 
the ongoing study (ie, not unblinded), with regard to individual participants’ randomization. 
Safety evaluation for these participants by the study team remains blinded until a decision is 
made to unblind the entire study. A separate (from study conduct) unblinded submissions 
team is responsible for regulatory submissions.

All participants continue to be expected to remain in study follow-up for a maximum of 
approximately 2 years after Dose 2 of randomized study intervention.  

2.5.1.2.3.2.3. Planned Studies
The following studies (or additional analyses from ongoing studies) are planned in 2021:

 Pediatric studies in children <12 years of age: C4591007
 Maternal immunization during pregnancy: C4591015
 Immunocompromised adults, children <18 years of age: BNT162-01, C4591024
 Lot consistency: C4591017
 Lyophilized product bridging: C4591020
 Process 1 and Process 2 comparison: C4591001
 Booster vaccination(s) with BNT162b2: C4591001
 SARS-CoV-2 variant strain change (BNT162b2SA): C4591001
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2.5.1.2.4. Proposed Indication
The proposed indication for BNT162b2 (30 µg) is:

 Active immunization to prevent COVID-19 disease caused by SARS-CoV-2 virus, in 
individuals ≥16 years of age.

Supplemental applications are planned for pediatric populations, maternal immunization, use 
in immunocompromised individuals, and booster dose and/or strain changes, pending 
conclusion of the appropriate studies/analyses and Agency feedback.

2.5.1.2.5. Rationale for Candidate and Dose Selection
BioNTech has evaluated multiple RNA-LNP platforms, including nucleoside-modified RNA 
(modRNA) which has blunted innate immune sensor activating capacity and thus augmented 
antigen expression. Two modRNA candidates were evaluated in the Phase 1 portions of 
Studies BNT162-01 and C4591001. The final candidate and dose level (BNT162b2 at 30 μg) 
was selected following review of immunogenicity and safety data from the Phase 1 part of 
Study C4591001 and available nonclinical data.

The final vaccine candidate selection for clinical development in Phase 2/3 was based on:

 NHP challenge data; BNT162b2 led to earlier virus clearance, no evidence of virus in lung
 Favorable reactogenicity for BNT162b2 in both younger and older Phase 1 participants 
 Robust immunogenicity in both younger and older Phase 1 participants at 30 μg dose level.

BNT162b2 at 30 µg proceeded into the Phase 2/3 portion of Study C4591001 because this 
dose and construct provided the optimum combination of a favorable reactogenicity profile 
and a robust immune response, likely to afford protection against COVID-19 in younger and 
older age groups.

2.5.1.3. Regulatory Status
BNT162b2 has received temporary authorizations for emergency supply in 28 countries and
conditional marketing authorizations in 39 countries globally. The name of the product 
supplied under emergency/temporary use authorization for all applicable regions is Pfizer-
BioNTech COVID-19 Vaccine. The name of the product supplied under conditional 
marketing authorization for all applicable regions is COMIRNATY [COVID-19 mRNA 
Vaccine (nucleoside modified)]. 

United States

In the US, the vaccine is in clinical development under an Investigative New Drug (IND) 
application, BB-IND 19,736. Fast Track Designation was granted on 07 July 2020 for 
individuals ≥18 years of age. An EUA application was filed to the US Food and Drug 
Administration (FDA) on 20 November 2020 and the product was authorized for emergency 
use in the US on 11 December 2020 for individuals ≥16 years of age (EUA 27034). 
An amendment to the EUA was submitted 09 April 2021 to support emergency use in 
participants 12 to 15 years of age.
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The agreed Pediatric Study Plan (PSP) was submitted to the FDA on 02 April 2021 and was 
agreed by the FDA on 23 April 2021.

European Union

A rolling Marketing Authorization Application (MAA) was initiated on 05 October 2020 
with nonclinical data, followed by Module 3 documents submitted on 05 November 2020, 
and completed with submission of clinical modules on 07 December 2020. Conditional 
marketing approval was granted by the European Medicines Agency (EMA) on 
21 December 2020 for individuals ≥16 years of age. A Type II Variation to support use 
individuals ≥12 years of age is planned to be submitted to EMA in second quarter 2021.

A Paediatric Investigational Plan (PIP) was submitted to the Paediatric Committee (PDCO) 
on 21 September 2020. An agreed PIP decision was received 27 November 2020. A PIP 
modification request was submitted to PDCO on 24 March 2021 and was agreed by PDCO 
on 21 April 2021.

Rest of World

Marketing Authorization Applications were initiated beginning in October 2020 and have 
been approved in many countries globally including Switzerland, Japan, Australia, New 
Zealand and Brazil. Requests for temporary authorization for emergency supply have been 
filed and approved in many countries globally under emergency or temporary use 
authorization procedures or special import procedures beginning in November 2020
(including the UK and Canada). The World Health Organization (WHO) issued a positive 
opinion on the Emergency Use Listing of COMIRNATY on 31 December 2021.

2.5.1.4. Ethical Considerations
All studies in the clinical development program were conducted in compliance with the 
ethical principles originating in or derived from the Declaration of Helsinki and in 
compliance with all International Council on Harmonisation (ICH) Good Clinical Practice 
(GCP) Guidelines. They were designed, performed, and analyzed in accordance with all 
applicable regulations, laws, and guidelines in effect at the time they were conducted from 
the US FDA, EU Directive 2001/20/EC, and local regulatory agencies in countries where the 
study was conducted. The study design reflects recommendations from local review 
boards/committees, and other local regulatory authorities.  

The pivotal Phase 1/2/3 Study C4591001 was conducted at sites in the US, Brazil, Argentina, 
Turkey, South Africa, and Germany; the majority of participants were enrolled at sites in the 
US (refer to Section 2.5.5.5.1). The supporting Phase 1/2 Study BNT162-01 was conducted 
at sites in Germany.

2.5.2. Overview of Biopharmaceutics
2.5.2.1. Formulation Development
The BNT162b2 vaccine is provided in a multi-dose vial that contains a frozen concentrated 
solution that is preservative-free and must be thawed and diluted prior to administration. The 
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BNT162b2 concentrate must be diluted in its original vial using 0.9% Sodium Chloride 
Injection, USP, resulting in an off-white suspension. The 0.9% Sodium Chloride Injection, 
USP is not packaged with the vaccine and must be sourced separately.

The vaccine is administered IM as a series of two 30-µg doses of the diluted vaccine solution 
(0.3 mL each) according to the following schedule: a single 0.3-mL dose followed by a 
second 0.3-mL dose 21 days later.

Details of formulation development and storage conditions are provided in Module 3. 

Manufacturing Process

The scale of BNT162b2 manufacturing has been increased to support future supply. The
safety and immunogenicity of prophylactic BNT162b2 in Study C4591001 participants
vaccinated with material generated using the existing manufacturing process (Process 1) and 
with material from lots generated using the manufacturing process supporting increased 
supply (Process 2) is planned to be evaluated (as noted in in Section 2.5.1.2.3.2.3).

2.5.2.2. Biopharmaceutical Studies
Bioavailability and bioequivalence assessments are not relevant to vaccine antigenicity and 
have not been measured.

The major pharmacodynamic effect of a vaccine, unlike a drug, is to elicit an immune 
response to the antigens included in the vaccine. Vaccine induced activation of antigen-
presenting cells takes place at the site of injection (ie, muscle) which is rapidly followed by 
antigen-presenting cell migration via lymphatic vessels towards the draining lymph node 
where vaccine antigens activate specific B and T cells. There is no specific vaccine antigen 
blood level required to elicit the immune response.

2.5.2.3. Bioanalytical and Analytical Methods Used in Human Studies
Information on assays used to assess SARS-CoV-2 infection and immune response is in 
Module 2.7.1. Only validated (PCR and neutralization immunoassay) or qualified (Luminex 
immunoassay) methods were used.

2.5.3. Overview of Clinical Pharmacology
Pharmacokinetic studies are not usually required for vaccines. Measurement of the plasma 
concentration of the vaccine over time is not feasible.

2.5.4. Overview of Efficacy (Including Immunogenicity)
Efficacy was evaluated in Phase 2/3 of pivotal study C4591001; the methods for evaluation 
of efficacy are provided in Section 2.5.4.1 and results are in Section 2.5.4.3. 

Immunogenicity was evaluated in Phase 1 of Study BNT162-01 and in all phases of Study 
C4591001. The methods for evaluation of immunogenicity are provided in Section 2.5.4.2, 
and results are provided in Section 2.5.4.4. Phase 3 immunogenicity analyses are planned to 
be completed at a later time and are not included in this submission.
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Details of efficacy and immunogenicity analysis methods in Study C4591001 are provided in 
the Module 5.3.5.1 C4591001 Protocol and SAP, and for Study BNT162-01 are provided in 
the Module 5.3.5.1 BNT162-01 Protocol and SAP.

2.5.4.1. Efficacy Endpoints and Analysis Methods
Methods and validation of the PCR test for efficacy analyses are provided in Module 2.7.1.
Details of efficacy evaluations are provided in Module 2.7.3 and summarized below.
Statistical analysis methods are summarized in Section 2.5.4.1.2.

2.5.4.1.1. Efficacy Endpoints in Study C4591001
Efficacy was assessed based on confirmed cases of COVID-19, where the case onset date 
was the date that symptoms were first experienced by the participant and the cases met 
evaluable criteria as summarized below. 

2.5.4.1.1.1. Primary Efficacy Endpoints
Study C4591001 is the pivotal (and only) efficacy study. The primary efficacy endpoints in
the Phase 3 part of the study were: 

 First primary endpoint: COVID-19 incidence per 1000 person-years of follow-up in 
participants without serological or virological evidence of past SARS-CoV-2 infection 
before and during the vaccination regimen – cases confirmed ≥7 days after Dose 2

 Second primary endpoint: COVID-19 incidence per 1000 person-years of follow-up in 
participants with or without evidence of SARS-CoV-2 infection before and during the 
vaccination regimen – cases confirmed ≥7 days after Dose 2.

2.5.4.1.1.2. Secondary Efficacy Endpoints
Study C4591001 has secondary endpoints based on different approaches to COVID-19 case 
evaluation criteria as follows:

 COVID-19 confirmed at least 14 days after Dose 2: COVID-19 incidence per 
1000 person-years of follow-up in participants either (1) without or (2) with or without
serological or virological evidence of past SARS-CoV-2 infection before and during the 
vaccination regimen – cases confirmed ≥14 days after Dose 2

 Severe COVID-19: incidence per 1000 person-years of follow-up in participants either 
(1) without or (2) with or without evidence of past SARS-CoV-2 infection before and 
during the vaccination regimen – cases confirmed either (1) ≥7 days after Dose 2 or
(2) ≥14 days after Dose 2

 CDC-defined COVID-19: incidence per 1000 person-years of follow-up in participants 
either (1) without or (2) with or without evidence of SARS-CoV-2 infection before and 
during the vaccination regimen – cases confirmed either (1) ≥7 days after Dose 2 or 
(2) ≥14 days after Dose 2.
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2.5.4.1.1.3. COVID-19 Case Determination 
Participants who developed any potential COVID-19 symptoms listed in the protocol were to 
contact the site immediately and if confirmed to participate in an in-person or telehealth visit 
as soon as possible (optimally within 3 days of symptom onset, and at the latest 4 days after 
symptom resolution). At the visit (or prior to the visit, if a participant utilized a self-swab as 
permitted per protocol), investigators were to collect clinical information and results from 
local standard-of-care tests sufficient to confirm a COVID-19 diagnosis.

Investigators were to obtain a nasal swab (mid-turbinate) for testing at a central laboratory 
using a validated reverse transcription–polymerase chain reaction (RT-PCR) test (Cepheid;
EUA200047/A001) to detect SARS-CoV-2. If the evaluation was conducted by telehealth, 
the participant was to self-collect a nasal swab and ship for assessment at the central 
laboratory. A local nucleic acid amplification test (NAAT) result was only acceptable if it 
met protocol-specified criteria and if a central laboratory result was not available, in which 
case a local NAAT result could be used if obtained using one of the following assays:

 Cepheid Xpert Xpress SARS-CoV-2
 Roche cobas SARS-CoV-2 real-time RT-PCR test (EUA200009/A001)
 Abbott Molecular/RealTime SARS-CoV-2 assay (EUA200023/A001).

Evidence of prior SARS-CoV-2 infection were determined by virological testing via NAAT 
on mid-turbinate swab and serological testing for SARS-CoV-2 N-binding antibodies. 

Case Definitions

COVID-19 cases (defined per FDA guidance)17 were based on SARS-CoV-2 positive test 
result per central laboratory or local testing facility (using an acceptable test per protocol and 
if no central laboratory result was available) and presence of at least 1 of the following:

 Fever
 New or increased cough
 New or increased shortness of breath
 Chills
 New or increased muscle pain
 New loss of taste or smell
 Sore throat
 Diarrhea
 Vomiting

CDC criteria-defined COVID-19 cases could include the following additional symptoms:

 Fatigue
 Headache
 Nasal congestion or runny nose
 Nausea
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Severe COVID-19 cases (defined per FDA guidance)17 included presence of at least 1 of the 
following:

 Clinical signs at rest indicative of severe systemic illness: 
 Respiratory rate ≥30 breaths per minute
 Heart rate ≥125 beats per minute 
 SpO2 ≤93% on room air at sea level or PaO2/FiO2 <300 mm Hg

 Respiratory failure:
 needing high-flow oxygen
 noninvasive ventilation
 mechanical ventilation
 ECMO

 Evidence of shock: 
 Systolic blood pressure <90 mm Hg
 Diastolic blood pressure <60 mm Hg
 Requiring vasopressors

 Significant acute renal, hepatic, or neurologic dysfunction
 Admission to an intensive care unit (ICU)
 Death

Efficacy analysis for severe COVID-19 cases was also conducted using the CDC definition 
of severe COVID-19 (hospitalization, admission to the ICU, intubation or mechanical 
ventilation, or death).18

2.5.4.1.2. Efficacy Analysis Methods in Study C4591001
The statistical analyses of efficacy data presented in this CO are from Study C4591001 and 
were based on the evaluable efficacy and all-available populations.

2.5.4.1.2.1. Sample Size Determination
For Phase 1: the study sample size was not based on any statistical hypothesis testing.
Efficacy was not evaluated in Phase 1.

For Phase 2/3: the sample size assumed a true VE of 60% after the second dose of study 
intervention, for which a total of approximately 164 first confirmed COVID-19 illness cases 
would provide approximately 90% power. This would be achieved with 17,600 evaluable 
participants per group (or 21,999 vaccine recipients randomized in a 1:1 ratio with placebo)
for a total sample size of 43,998. This assumed a 1.3% illness rate per year in the placebo 
group, accrual of 164 primary endpoint cases within 6 months, and 20% of the participants 
being non-evaluable or having serological evidence of prior infection with SARS-CoV-2
(potentially making them immune to further infection).  
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2.5.4.1.2.2. Efficacy Analysis Methods
The statistical analyses of efficacy data from Study C4591001 were based on the evaluable 
efficacy populations and all-available efficacy populations (described in Module 2.7.3).

Interim Analysis

During Phase 2/3, interim analyses were pre-specified in the protocol to be conducted after 
accrual of at least 62, 92, and 120 evaluable COVID-19 cases, where overwhelming efficacy 
could be declared if the primary endpoint was met with a posterior probability that the true 
VE is >30% (ie, Pr[VE >30%|data] >99.5% at an interim analysis or >98.6% at the final 
analysis). The success threshold for each interim analysis was calibrated to protect overall 
type I error at 2.5%. Futility was also assessed, and the study could be stopped for lack of 
benefit if the predicted probability of demonstrating vaccine efficacy at the final analysis was 
<5% at any of the first 2 planned interim analyses. Efficacy and futility boundaries were 
applied in a nonbinding way. The calculation of posterior probability and the credible 
interval were adjusted for surveillance time. For subgroup analyses of the primary efficacy 
endpoint, a 2-sided 95% confidence interval (CI) was calculated.

VE is defined as 100% × (1 – IRR), where illness rate ratio (IRR) is calculated as the ratio of 
first confirmed COVID-19 illness rate in the vaccine group to the corresponding illness rate in 
the placebo group. VE is demonstrated if there is convincing evidence (ie, posterior probability 
greater than 99.5% at an interim analysis or greater than 98.6% at the final analysis) that the 
true VE of BNT162b2 is >30% using a beta-binomial model, where VE represents efficacy for 
prophylactic BNT162b2 against confirmed COVID-19 in participants without evidence of past 
SARS-CoV-2 infection before and during the vaccination regimen. Participants with positive 
or unknown NAAT results at any illness visit prior to 7 days after Dose 2 were not included in 
the evaluation for VE. Cases were counted from 7 days after Dose 2.

Interim analysis was performed for the first primary efficacy endpoint only. Other efficacy 
data analyzed for the interim analysis were summarized with descriptive summary statistics,
including COVID-19 case counts in the BNT162b2 and placebo groups on the basis of:

 evidence of prior SARS-CoV-2 infection at baseline per NAAT or N-antigen binding assay
 demographic subgroup (ie, age, sex, race, ethnicity, country)
 COVID-19 cases meeting protocol criteria as severe after the first and second doses.

Overwhelming efficacy success criteria on the first primary efficacy endpoint were met at the 
first planned interim analysis of 94 accrued COVID-19 cases as of 04 November 2020, after 
which additional formal interim analyses were not conducted.

Final Analysis

The final analysis of primary and secondary efficacy endpoints was pre-specified in the 
protocol to be conducted after accrual of the final number of COVID-19 cases (at least 
164 cases). Subgroup analyses of VE based on baseline SARS-CoV-2 status and demographics
were performed for the primary endpoints and secondary endpoint of severe COVID-19 cases.
Additional post hoc analyses of subgroups defined by comorbidity risk assessment were 

09
01

77
e1

96
ec

b5
62

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 3
0-

A
pr

-2
02

1 
20

:1
2 

(G
M

T
)

FDA-CBER-2021-5683-0002411



BNT162b2
2.5 Clinical Overview

CONFIDENTIAL
Page 32

performed. Secondary efficacy was analyzed in the same manner as primary efficacy 
(Section 2.5.4.1.2.2), using the case definitions for severe COVID-19 and CDC criteria for 
COVID-19 (Section 2.5.4.1.1.2).

Final analysis of efficacy was based on 170 COVID-19 cases accrued in the evaluable efficacy 
population of participants without evidence of past SARS-CoV-2 infection before and during 
the vaccination regimen as of 14 November 2020. The prespecified final analyses of efficacy 
included primary and secondary endpoints in the evaluable and all-available efficacy 
populations. No additional formal hypothesis testing for analyses of clinically confirmed 
COVID-19 cases is planned.

Updated Analysis

Following the protocol specified interim analysis of efficacy and final analysis of efficacy, 
updated descriptive efficacy analyses were conducted for the two primary efficacy endpoints,
including subgroup analyses, and for the secondary efficacy endpoint of severe disease, using 
statistical methods described in the study statistical analysis plan. 

The point estimate of VE and associated 2-sided 95% CI derived using the Clopper-Pearson 
method adjusted for surveillance time were provided as descriptive summary. Updated 
analyses in the EUA amendment include COVID-19 cases accrued in blinded follow-up to the 
data cutoff date (13 March 2021). 

2.5.4.2. Immunogenicity Endpoints and Analysis Methods
Assay methods and qualification/validation reports for immunoassays are provided in 
Module 2.7.1. Details of immunogenicity analyses are provided in Module 2.7.3 and 
summarized below. Statistical analysis methods are provided in Section 2.5.4.2.3.

2.5.4.2.1. Immunogenicity Endpoints in Study BNT162-01
In Study BNT162-01, immunogenicity was evaluated in Phase 1 using a SARS-CoV-2 serum 
neutralization assay to determine neutralizing titers and the fold rise in SARS-CoV-2 serum 
neutralizing titers. Only validated neutralization assays were used. Immunogenicity was assessed 
at Day 1 (before Dose 1) and at 7 days after Dose 1 (Day 8); and at Day 22 (before Dose 2) and 
at 7 days after Dose 2 (Day 29), 21 days after Dose 2 (Day 43), 28 days (approximately 1 month) 
after Dose 2 (Day 50), and 63 days (9 weeks or approximately 2 months) after Dose 2 (Day 85).

T cells isolated from peripheral blood mononuclear cells (PBMCs) obtained from whole blood 
samples of vaccinated Phase 1 participants were evaluated by enzyme-linked immuno-spot 
(ELISPOT) and intracellular cytokine staining visualized with fluorescence-activated cell 
sorting (FACS). Blood samples were collected prior to Dose 1 and on Day 29 (7 days after 
Dose 2). In a subset of study participants who received 10, 20, and 30 µg BNT162b2, blood 
samples were also collected on Day 85 (63 days, or approximately 2 months, after Dose 2) and 
Day 184 (162 days, or approximately 6 months, after Dose 2) and analyzed. Assessments 
included cytokines associated with Th1 responses such as IFN and IL-2 and those associated 
with Th2 responses such as IL-4, to analyze the induction of balanced versus Th1-dominant or 
Th2-dominant immune responses.
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2.5.4.2.2. Immunogenicity Endpoints in Study C4591001
In Study C4591001, immunogenicity was evaluated in Phase 1 and Phase 2 using a 
SARS-CoV-2 serum neutralization assay to determine titers and a SARS-CoV-2 RBD- or 
S1-binding IgG direct Luminex immunoassay to determine antibody binding levels. Only 
validated neutralization and qualified Luminex assays were used.

In Phase 1, immunogenicity was assessed at Day 1 (before Dose 1) and 7 days after Dose 1; 
and at Day 21 (before Dose 2) and 7 days, 14 days, 1 month, and 6 months after Dose 2. 
Data were summarized for each dose level and age group.

In Phase 2, immunogenicity was assessed at Day 1 (before Dose 1) and 1 month after Dose 2. 
Data were summarized by age group and by evidence of prior SARS-CoV-2 infection at 
baseline per NAAT (PCR) or N-binding IgG assay. Data from the 6-month post Dose 2 time 
point were not available at the time of the submission data cutoff date (13 March 2021).

In Phase 2/3, exploratory immunogenicity assessments are planned at time points up to 
24 months, to be reported at a later time.

2.5.4.2.3. Immunogenicity Analysis Methods
2.5.4.2.3.1. Immunogenicity Analysis Methods in Study BNT162-01
The statistical analyses of immunogenicity data from Study BNT162-01 were based on the 
immunogenicity set (described in Module 2.7.3).

Immunogenicity data from the SARS-CoV-2 neutralization assay were analyzed for Study 
BNT162-01 participants similarly to data in Study C4591001 (refer to Section 2.5.4.2.3.2).

T cells were isolated from CD4- and CD8- depleted PBMCs obtained from whole blood 
samples of vaccinated Phase 1 participants. PBMCs were tested for antigen induced cytokine 
production, evaluated by ELISPOT and intracellular cytokine staining with FACS analysis.

ELISPOT

Sample controls included anti-CD3 antibody-mediated stimulation (positive), medium 
(negative), and an optional mix of viral antigens for T cell response benchmarking:

 CEF: HLA class I restricted peptides originating from cytomegalovirus (CMV), Epstein-
Barr Virus (EBV), and influenza virus, which are expected to stimulate IFN production 
from CD8+ T cells in the majority of donors. 

 CEFT: HLA class II restricted peptides originating from CMV, EBV, influenza virus,
and tetanus toxin, which are expected to stimulate IFN production from CD4+ T cells in 
the majority of donors.

The ELISPOT assay was used to measure the frequency of cytokine-secreting cells in 
samples of peripheral blood mononuclear cells (PBMCs) obtained from whole blood samples 
of vaccinated participants. Briefly, PBMCs enriched for CD4+ or CD8+ effector cells were
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placed in ELISPOT plates pre-coated with antibodies specific for IFNγ and incubated 
overnight (≥18 hours) with peptides originating from the vaccine antigens (ie, from RBD or 
full-length S protein). IFN secreted by CD4+ or CD8+ cells in response to stimulation by 
the peptides was bound to the plate by the coating antibody. After incubation, the plates were
developed by addition of alkaline phosphatase conjugated secondary anti-IFNγ antibody
followed by enzyme substrate; each spot corresponds to the IFN secreted by a single cell.  
Developed plates were read by an AID ELISPOT Reader.

Intracellular Cytokine Staining with FACS Analysis

Intracellular cytokine staining is a flow cytometry-based assay to detect production and 
accumulation of cytokines intracellularly upon cell stimulation. Antigen stimulation was 
performed using synthetic peptides covering the encoded antigens (eg, 15-mer overlapping 
peptides covering the whole length of the vaccine antigen with 11 amino acid overlap). These 
peptide pools represent the vaccine-encoded SARS-CoV-2 RBD, and SARS-CoV-2 S1 
subpool 1 and subpool 2 pepmixes as well as a combination of subpool 1 and subpool 2.

Briefly, vaccine antigen-stimulated PBMCs were treated with protein transport inhibitors to 
retain intracellular cytokines and labelled on the extracellular surface with fluor-conjugated 
antibodies for CD4, CD8, and CD3. PBMCs were fixed and permeabilized for intracellular 
cytokine staining of cytokines with fluor-conjugated antibodies, and samples were analyzed 
using FACS on a flow cytometer to visualize the proportions of vaccine antigen-specific Th1 
and Th2 CD4+ T cells and cytotoxic CD8+ T cells producing each cytokine. 

Comparisons between pre- and post-vaccination samples for each subject were used as a 
surrogate for induction or expansion of cellular immune responses, and to characterize the 
balance of generated Th1 and Th2 responses upon vaccination. For benchmarking, PBMCs 
from recovered COVID-19 patients were used.

2.5.4.2.3.2. Immunogenicity Analysis Methods in Study C4591001
The statistical analyses of immunogenicity data from Study C4591001 were based on the 
evaluable immunogenicity populations and all-available immunogenicity populations
(described in Module 2.7.3).

Data were reported for SARS-CoV-2 serum neutralizing titers and SARS-CoV-2 S1-binding 
and RBD-binding IgG concentrations, including:

 geometric mean titers/concentrations (GMTs/GMCs) 
 geometric mean-fold rise (GMFR) 

For immunogenicity results of SARS-CoV-2 serum neutralizing titers and S1- or RBD-
binding IgG concentrations, GMTs or GMCs were computed with associated 95% CIs. The 
GMTs and GMCs were calculated as the mean of assay results after logarithm transformation 
and then exponentiating the mean to express results on the original scale. Two-sided 95% CIs 
were obtained by taking log-transforms of titers, calculating the 95% CI with reference to 
Student’s t-distribution, and then exponentiating the confidence limits.  
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GMFRs were limited to participants with non-missing values prior to first dose and the post-
dose time point. The GMFR was calculated by exponentiating the mean of the difference of 
logarithm transformed assay results: (later time point) – (earlier time point). Two-sided CIs 
were obtained by calculating CIs using Student’s t-distribution for the mean difference of the 
logarithm transformed assay results and exponentiating the confidence limits.  

Exact 95% CIs for binary endpoints were computed using F distribution (Clopper-Pearson).

2.5.4.2.3.3. Human Convalescent Sera Panel for Serology Comparisons
To facilitate interpretation of immunogenicity data generated in Studies BNT162-01 and 
C4591001, a human convalescent serum (HCS) panel was obtained from Sanguine Biosciences 
(Sherman Oaks, CA), MT Group (Van Nuys, CA), and Pfizer Occupational Health and 
Wellness (Pearl River, NY).19,20 The 38 sera in the panel were collected from SARS-CoV-2 
infected or COVID-19 diagnosed individuals 18 to 83 years of age ≥14 days after PCR-
confirmed diagnosis at a time when they were asymptomatic. The serum donors had 
predominantly had symptomatic infections (35/38) including 1 who had been hospitalized.

2.5.4.3. Efficacy Results
Details of efficacy analysis results from the first planned (and successful) interim analysis 
and the planned final analysis of efficacy are provided in Module 5.3.5.1 C4591001 Efficacy 
Final Analysis Interim CSR Section 10 and Section 11. Updated efficacy results are provided 
in Module 5.3.5.1 C4591001 6-Month Update Interim CSR Section 10 and Section 11. 

All efficacy data are also presented in Module 2.7.3 and summarized below.

2.5.4.3.1. Interim Analysis of Efficacy in Study C4591001
A prespecified interim analysis of efficacy was conducted after accrual of 94 COVID-19 
cases. Efficacy data for the Phase 3 portion of Study C4591001 were analyzed for all 
enrolled participants who met the protocol-specified criteria for efficacy evaluation, with an 
interim analysis cutoff date of 04 November 2020. Data are summarized for the efficacy 
populations. Additional analyses were conducted by subgroups (age, sex, race, ethnicity, 
country, and baseline SARS-CoV-2 status). 

COVID-19 case evaluation is discussed in Section 2.5.4.1. For the first primary efficacy 
endpoint, VE for BNT162b2 against confirmed COVID-19 was evaluated in participants 
without evidence of past SARS-CoV-2 infection before and during the vaccination regimen. 
Participants with positive or unknown NAAT results at any illness visit prior to 7 days after 
Dose 2 were not included in VE evaluation. Cases were counted from 7 days after Dose 2.

Efficacy population characteristics in the interim analysis are presented in 
Section 2.5.4.3.1.1, and results of the interim analysis are presented in Section 2.5.4.3.1.2
(first primary endpoint) and Section 2.5.4.3.1.3 (additional descriptive results).
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2.5.4.3.1.1. Efficacy Populations – Interim Analysis
The proportions of participants included in the interim analysis efficacy populations was 
similar in the BNT162b2 and placebo groups (Table 1). Most participants who were excluded 
from the evaluable efficacy population had not received all vaccinations as randomized or 
did not receive Dose 2 within the predefined window (ie, 19 to 42 days after Dose 1). There 
were 302 participants (1.4%) in the BNT162b2 group and 52 participants (0.2%) in the 
placebo group excluded for having important protocol deviations on or prior to 7 days after 
Dose 2.

Table 1. Efficacy Populations – Interim Analysis 1

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
na (%)

Placebo
na (%)

Total
na (%)

Randomizedb 21653 (100.0) 21672 (100.0) 43325 (100.0)

Dose 1 all-available efficacy population 21617 (99.8) 21633 (99.8) 43250 (99.8)
Subjects without evidence of infection before Dose 1 17237 (79.6) 17221 (79.5) 34458 (79.5)

Subjects excluded from Dose 1 all-available efficacy population 36 (0.2) 39 (0.2) 75 (0.2)
Reason for exclusionc

Did not receive at least 1 vaccination 35 (0.2) 39 (0.2) 74 (0.2)
Did not provide informed consent 1 (0.0) 0 1 (0.0)

Dose 2 all-available efficacy population 18868 (87.1) 18877 (87.1) 37745 (87.1)
Subjects without evidence of infection prior to 7 days after 

Dose 2
16463 (76.0) 16426 (75.8) 32889 (75.9)

Subjects excluded from Dose 2 all-available efficacy population 2785 (12.9) 2795 (12.9) 5580 (12.9)
Reason for exclusionc

Did not complete 2 vaccination doses 2784 (12.9) 2795 (12.9) 5579 (12.9)
Did not provide informed consent 1 (0.0) 0 1 (0.0)

Evaluable efficacy population (7 Days) 18380 (84.9) 18618 (85.9) 36998 (85.4)
Subjects without evidence of infection prior to 7 days after 

Dose 2
16061 (74.2) 16218 (74.8) 32279 (74.5)

Subjects excluded from evaluable efficacy population (7 Days) 3273 (15.1) 3054 (14.1) 6327 (14.6)
Reason for exclusionc

Randomized but did not meet all eligibility criteria 15 (0.1) 16 (0.1) 31 (0.1)
Did not provide informed consent 1 (0.0) 0 1 (0.0)
Did not receive all vaccination(s) as randomized or did not 

receive Dose 2 
within the predefined window (19-42 days after Dose 1)

3038 (14.0) 3035 (14.0) 6073 (14.0)

Had other important protocol deviations on or prior to 7 days 
after Dose 2

302 (1.4) 52 (0.2) 354 (0.8)
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Table 1. Efficacy Populations – Interim Analysis 1

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
na (%)

Placebo
na (%)

Total
na (%)

Note: Data from subjects who are not confirmed 7 days post dose 2 cases are included in the analysis to comprehensively 
show all data reported and/or contribute to the total surveillance time calculation but may be subject to change with 
additional follow-up. 
a. n = Number of subjects with the specified characteristic. 
b. These values are the denominators for the percentage calculations. 
c. Subjects may have been excluded for more than 1 reason. 
PFIZER CONFIDENTIAL SDTM Creation: 06NOV2020 (01:29) Source Data: adsl Table Generation: 06NOV2020 
(16:35) 
(Cutoff Date: 04Nov2020, Snapshot Date: 04Nov2020) Output File: ./nda2 unblinded ia/C4591001 IA 62/adsl eff pop 

Demographics of participants in the interim analysis evaluable efficacy population for 
participants without evidence of infection before and during the vaccination regimen were 
similar in the BNT162b2 and placebo groups (Table 2). This analysis population had 
generally similar demographics compared to the safety population (refer to Section 2.5.5.5.1).

Demographic characteristics for the interim analysis Dose 2 all-available efficacy population 
were similar to the evaluable efficacy population.

Table 2. Demographic Characteristics – Subjects Without Evidence of Infection 
Prior to 7 Days After Dose 2 – Evaluable Efficacy Population (7 Days) –
Interim Analysis 1

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=16061)

nb (%)

Placebo
(Na=16218)

nb (%)

Total
(Na=32279)

nb (%)

Sex
Male 8197 (51.0) 8144 (50.2) 16341 (50.6)
Female 7864 (49.0) 8074 (49.8) 15938 (49.4)

Race
White 13502 (84.1) 13692 (84.4) 27194 (84.2)
Black or African American 1298 (8.1) 1303 (8.0) 2601 (8.1)
American Indian or Alaska native 88 (0.5) 82 (0.5) 170 (0.5)
Asian 712 (4.4) 716 (4.4) 1428 (4.4)
Native Hawaiian or other Pacific Islander 40 (0.2) 26 (0.2) 66 (0.2)
Multiracial 341 (2.1) 297 (1.8) 638 (2.0)
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Table 2. Demographic Characteristics – Subjects Without Evidence of Infection 
Prior to 7 Days After Dose 2 – Evaluable Efficacy Population (7 Days) –
Interim Analysis 1

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=16061)

nb (%)

Placebo
(Na=16218)

nb (%)

Total
(Na=32279)

nb (%)

Not reported 80 (0.5) 102 (0.6) 182 (0.6)

Ethnicity
Hispanic/Latino 4415 (27.5) 4383 (27.0) 8798 (27.3)
Non-Hispanic/non-Latino 11553 (71.9) 11736 (72.4) 23289 (72.1)
Not reported 93 (0.6) 99 (0.6) 192 (0.6)

Country
Argentina 2445 (15.2) 2415 (14.9) 4860 (15.1)
Brazil 889 (5.5) 889 (5.5) 1778 (5.5)
South Africa 215 (1.3) 218 (1.3) 433 (1.3)
USA 12512 (77.9) 12696 (78.3) 25208 (78.1)

Age group
16-55 Years 9093 (56.6) 9172 (56.6) 18265 (56.6)
>55 Years 6968 (43.4) 7046 (43.4) 14014 (43.4)

Age at vaccination (years)
Mean (SD) 50.9 (15.58) 50.7 (15.68) 50.8 (15.63)
Median 52.0 52.0 52.0
Min, max (16, 89) (16, 91) (16, 91)

Note: Data from subjects who are not confirmed 7 days post dose 2 cases are included in the analysis to comprehensively 
show all data reported and/or contribute to the total surveillance time calculation but may be subject to change with 
additional follow-up. 
a. N = number of subjects in the specified group, or the total sample. This value is the denominator for the percentage 
calculations. 
b. n = Number of subjects with the specified characteristic. 
PFIZER CONFIDENTIAL SDTM Creation: 06NOV2020 (01:29) Source Data: adsl Table Generation: 06NOV2020 
(16:35) 
(Cutoff Date: 04Nov2020, Snapshot Date: 04Nov2020) Output File: 
./nda2_unblinded_ia/C4591001_IA_62/adsl_demo_7d_eval_eff 
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2.5.4.3.1.2. Primary Efficacy – Interim Analysis
Among participants included in the evaluable efficacy population, 32,279 participants overall 
(16,061 in the BNT162b2 group and 16,218 in the placebo groups) did not have evidence of 
prior infection with SARS-CoV-2 through 7 days after Dose 2 (Table 2). 

As of the time of the interim analysis, there were 4 confirmed COVID-19 cases in the 
BNT162b2 group and 90 confirmed COVID-19 cases in the placebo group (Table 3). 
All evaluable cases were confirmed by tests conducted at the central laboratory. 

VE for BNT162b2 against confirmed COVID-19 cases was evaluated in participants without 
evidence of past SARS-CoV-2 infection before and during the vaccination regimen with 
cases counted from 7 days after Dose 2. 

VE of BNT162b2 was 95.5% with a >99.99% posterior probability for the true VE being 
>30% conditioning on available data, to overwhelmingly meet the prespecified interim 
analysis success criterion (>99.5%). 

The 95% credible interval for the vaccine efficacy was 88.8% to 98.4%, indicating that given 
these observed data there was a 95% probability that the true VE lies in this interval. Also, 
note that the posterior probability that true VE >86.0% is 99.5% and VE >88.8% is 97.5%.

VE of BNT162b2 for the same primary efficacy endpoint based on the all-available efficacy 
population was 95.7%, with 4 cases in the BNT162b2 group and 93 cases in the placebo group.
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Table 3. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2 
– Subjects Without Evidence of Infection Prior to 7 Days After Dose 2 –
Evaluable Efficacy Population (7 Days) – Interim Analysis 1

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=16061)

Placebo
(Na=16218)

Efficacy Endpoint n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE 
(%)

(95% 
CIe)

Pr (VE >30% | 
data)f

First COVID-19 occurrence from 
7 days after Dose 2

4 1.722 (15899) 90 1.732 (16010) 95.5 (88.8, 
98.4)

>0.9999

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein-binding; NAAT = nucleic acid amplification test; SARS-CoV-2 = 
severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy.
Note: Subjects who had no serological or virological evidence (prior to 7 days after receipt of the last dose) of past SARS-
CoV-2 infection (ie, N-binding antibody [serum] negative at Visit 1 and SARS-CoV-2 not detected by NAAT [nasal swab] 
at Visits 1 and 2), and had negative NAAT at any unscheduled visit prior to 7 days after Dose 2 were included in the 
analysis.
Note: Data from subjects who are not confirmed 7 days post dose 2 cases are included in the analysis to comprehensively 
show all data reported and/or contribute to the total surveillance time calculation but may be subject to change with 
additional follow-up.
a. N = number of subjects in the specified group. 
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for 
the endpoint. Time period for COVID-19 case accrual is from 7 days after Dose 2 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint.
e. Credible interval for VE was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for 
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
f. Posterior probability (Pr) was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for 
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details. This probability must be at least 
99.5% at the interim analysis in order to conclude that the vaccine is efficacious.
PFIZER CONFIDENTIAL SDTM Creation: 05NOV2020 (20:48) Source Data: adc19ef Table Generation: 09NOV2020 
(16:43) 
(Cutoff Date: 04Nov2020, Snapshot Date: 04Nov2020) Output File: 
./nda2 unblinded ia/C4591001 IA 62/adc19ef ve cov 7pd2 wo eval 

Efficacy in Subgroups – Interim Analysis

VE in participants without prior evidence of SARS-CoV-2 infection was further evaluated by 
subgroups based on age, sex, race, ethnicity, and country. VE was >90% in all subgroups 
(Table 4). 

Results for the Dose 2 all-available population were similar, with no clinically meaningful 
differences in VE on the basis of subgroup.
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Table 4. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2, 
by Subgroup – Subjects Without Evidence of Infection Prior to 7 Days 
After Dose 2 – Evaluable Efficacy Population (7 Days) – Interim Analysis 1

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=16061)

Placebo
(Na=16218)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

First COVID-19 occurrence from 7 days 
after Dose 2

Overall 4 1.722 (15899) 90 1.732 (16010) 95.5 (88.1, 98.8)
Age group (years)

16 to 55 2 0.954 (8994) 67 0.959 (9040) 97.0 (88.7, 99.6)
>55 2 0.767 (6905) 23 0.773 (6970) 91.2 (64.6, 99.0)

Sex
Male 2 0.874 (8115) 38 0.865 (8029) 94.8 (79.8, 99.4)
Female 2 0.848 (7784) 52 0.867 (7981) 96.1 (85.1, 99.5)

Race
White 4 1.477 (13399) 85 1.491 (13530) 95.3 (87.4, 98.7)
Black or African American 0 0.124 (1263) 4 0.124 (1277) 100.0 (-51.8, 100.0)
All othersf 0 0.121 (1237) 1 0.118 (1203) 100.0 (-3690.1, 100.0)

Ethnicity
Hispanic/Latino 1 0.464 (4389) 34 0.459 (4342) 97.1 (82.7, 99.9)
Non-Hispanic/non-Latino 3 1.247 (11418) 56 1.262 (11570) 94.6 (83.3, 98.9)

Country
Argentina 0 0.271 (2436) 28 0.266 (2402) 100.0 (86.2, 100.0)
Brazil 0 0.087 (878) 2 0.087 (879) 100.0 (-432.5, 100.0)
USA 4 1.360 (12384) 60 1.376 (12530) 93.3 (81.8, 98.2)

09
01

77
e1

96
ec

b5
62

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 3
0-

A
pr

-2
02

1 
20

:1
2 

(G
M

T
)

FDA-CBER-2021-5683-0002421



BNT162b2
2.5 Clinical Overview

CONFIDENTIAL
Page 42

Table 4. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2, 
by Subgroup – Subjects Without Evidence of Infection Prior to 7 Days 
After Dose 2 – Evaluable Efficacy Population (7 Days) – Interim Analysis 1

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=16061)

Placebo
(Na=16218)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein-binding; NAAT = nucleic acid amplification test; SARS-CoV-2 = 
severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy.
Note: Subjects who had no serological or virological evidence (prior to 7 days after receipt of the last dose) of past SARS-
CoV-2 infection (ie, N-binding antibody [serum] negative at Visit 1 and SARS-CoV-2 not detected by NAAT [nasal swab] 
at Visits 1 and 2), and had negative NAAT at any unscheduled visit prior to 7 days after Dose 2 were included in the 
analysis.
Note: Data from subjects who are not confirmed 7 days post dose 2 cases are included in the analysis to comprehensively 
show all data reported and/or contribute to the total surveillance time calculation but may be subject to change with 
additional follow-up.
a. N = number of subjects in the specified group. 
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for 
the endpoint. Time period for COVID-19 case accrual is from 7 days after Dose 2 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint.
e. Confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted to the surveillance 
time.
f. American Indian or Alaska native, Asian, Native Hawaiian or other Pacific Islander, multiracial, not reported race 
categories are presented as “All others”.
PFIZER CONFIDENTIAL SDTM Creation: 05NOV2020 (20:53) Source Data: adc19ef Table Generation: 09NOV2020 
(16:43) 
(Cutoff Date: 04Nov2020, Snapshot Date: 04Nov2020) Output File: 
./nda2 unblinded ia/C4591001 IA 62/adc19ef ve cov 7pd2 wo sg eval 

2.5.4.3.1.3. Additional Descriptive Efficacy Results – Interim Analysis
2.5.4.3.1.3.1. Vaccine Efficacy by Baseline SARS-CoV-2 Status – Interim Analysis
COVID-19 cases evaluable for efficacy after Dose 2 were further evaluated by participant 
SARS-CoV-2 status at baseline (ie, evidence of prior infection with SARS-CoV-2). 

At the time of the interim analysis, there were 2 participants in the evaluable efficacy 
population who had evaluable COVID-19 and were baseline positive for prior SARS-CoV-2 
infection: 1 participant in the BNT162b2 group and 1 participant in the placebo group. 

Results were similar for the Dose 2 all-available population (ie, 1 participant with COVID-19 
in each group was baseline SARS-CoV-2 positive.
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2.5.4.3.1.3.2. Efficacy for Severe COVID-19 Cases – Interim Analysis
Severe cases of COVID-19 were evaluated from after Dose 1 onwards, reported for the 
Dose 1 all-available efficacy population (see efficacy analysis populations in 
Section 2.5.4.3.1.1).

As of the time of the interim analysis of efficacy, a total of 7 severe cases of COVID-19 were 
reported as occurring from Dose 1 onwards (Table 5). All of these severe cases were reported 
in the placebo group. Of these, 5 of 7 severe cases were reported as occurring after Dose 1 
and prior to Dose 2; the remaining 2 cases were reported ≥7 days after Dose 2.

Of these 7 severe cases reported in the placebo group, all were confirmed as being 
SARS-CoV-2 negative at baseline. 

Severe COVID-19 cases are also discussed in Section 2.5.5.7.1 with regard to safety and the 
hypothetical risk of vaccine-associated enhanced disease (VAED) including vaccine-
associated enhanced respiratory disease (VAERD).

Table 5. Severe COVID-19 Occurrence After Dose 1 – Dose 1 All-Available Efficacy 
Population – Interim Analysis 1

Vaccine Group (as Randomized)
BNT162b2 (30 μg)

(Na=21617)
Placebo

(Na=21633)
Efficacy Endpoint nb nb

Severe COVID-19 occurrence after Dose 1 0 7

Note: Data from subjects who are not confirmed 7 days post dose 2 cases are included in the analysis to comprehensively 
show all data reported and/or contribute to the total surveillance time calculation but may be subject to change with 
additional follow-up.
a. N = number of subjects in the specified group.
b. n = Number of subjects meeting the endpoint definition.
PFIZER CONFIDENTIAL SDTM Creation: 05NOV2020 (20:48) Source Data: adc19ef Table Generation: 06NOV2020 
(18:47) 
(Cutoff Date: 04Nov2020, Snapshot Date: 04Nov2020) Output File: 
./nda2_unblinded_ia/C4591001_IA_62/adc19ef_sev_cov_d1_aai 
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2.5.4.3.1.4. Efficacy Conclusions – Interim Analysis
Interim Analysis of Efficacy Against Confirmed COVID-19

The first primary efficacy objective met success criteria at the first interim analysis 
performed on an accrued 94 cases of COVID-19. BNT162b2 achieved VE of 95.5% with a 
95% credible interval of 88.8% to 98.4% among participants without evidence of infection 
before and during the vaccination regimen, and a >99.99% posterior probability for the true 
VE being >30%, conditioning on available data.

Interim Analysis of Efficacy in Subgroups

There was no clinically meaningful difference in VE for the first primary efficacy endpoint 
by participant subgroup, as VE was >90% across age groups, for both male and female 
participants, across race and ethnic groups, and on the basis of geographic location across 
study countries.

Evaluation of efficacy among participants who had COVID-19 based on prior SARS-CoV-2 
infection status showed 2 participants with COVID-19 cases were SARS-CoV-2 positive at 
baseline, 1 in each group. 

Interim Analysis of Efficacy Against Severe Disease

A total of 7 severe cases of COVID-19 were reported in the interim analysis of efficacy, with 
5 cases reported after Dose 1 and prior to Dose 2 and the remaining 2 cases reported ≥7 days 
after Dose 2. All severe cases were reported in placebo recipients and none were reported in 
BNT162b2 recipients. None were baseline positive for SARS-CoV-2.

Overall Conclusions from Interim Analysis of Efficacy

The interim analysis efficacy results suggest BNT162b2 at 30 µg provided protection against 
COVID-19 overall and across subgroups of participants who had no evidence of prior 
infection with SARS-CoV-2, with severe cases observed exclusively in the placebo group.

2.5.4.3.2. Final Analysis of Efficacy in Study C4591001
Efficacy data for the Phase 3 portion of Study C4591001 were analyzed for all enrolled 
participants who met the protocol-specified criteria for efficacy evaluation, in the 
prespecified final analysis of primary and secondary endpoints after accrual of 170 confirmed 
COVID-18 cases, with a final analysis cutoff date of 14 November 2020. Data were analyzed 
for the efficacy populations.

COVID-19 case evaluation for primary and secondary efficacy endpoints is discussed in 
Section 2.5.4.1. Efficacy endpoints evaluated confirmed COVID-19 cases in participants 
either without or with or without evidence of prior SARS-CoV-2 infection before and during 
the vaccination regimen. Participants with positive or unknown NAAT results at any illness 
visit prior to either 7 days after Dose 2 or 14 days after Dose 2 (depending on the primary or 
secondary endpoint definition) were not included in the evaluation for VE. Cases were 
counted from either 7 days or 14 days (depending on the endpoint definition) after Dose 2.
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Efficacy population characteristics in the final analysis are presented in Section 2.5.4.3.2.1.1, 
and results of the final analysis are presented in Section 2.5.4.3.2.1.2 (primary endpoints) and 
Section 2.5.4.3.2.1.3 (secondary endpoints).

2.5.4.3.2.1.1. Efficacy Populations – Final Analysis
The proportions of participants included in the final analysis efficacy populations was similar 
in the BNT162b2 and placebo groups (Table 6). Most participants who were excluded from 
the evaluable efficacy population had not received all vaccinations as randomized or did not 
receive Dose 2 within the predefined window (ie, 19 to 42 days after Dose 1). 

There were 311 participants (1.4%) in the BNT162b2 group and 60 participants (0.3%) in the 
placebo group excluded for having important protocol deviations on or prior to 7 days after 
Dose 2. A post hoc evaluation was performed to assess the imbalance of these important 
protocol deviations in the BNT162b2 and placebo groups for the final analysis of efficacy. 
This showed that the majority of exclusions from the evaluable efficacy (7 days) population 
in the BNT162b2 group were due to dosing/administration errors or administration of study 
intervention that was deemed not suitable for use. This is detailed in the C4591001 Final 
Analysis Interim CSR and in Module 2.7.3.

Table 6. Efficacy Populations

Vaccine Group (as 
Randomized)

BNT162b2 (30 
μg)

na (%)

Placebo
na (%)

Total
na (%)

Randomizedb 21823 (100.0) 21828 (100.0) 43651 (100.0)

Dose 1 all-available efficacy population 21768 (99.7) 21783 (99.8) 43551 (99.8)
Subjects without evidence of infection before Dose 1 20314 (93.1) 20296 (93.0) 40610 (93.0)

Subjects excluded from Dose 1 all-available efficacy population 55 (0.3) 45 (0.2) 100 (0.2)
Reason for exclusionc

Did not receive at least 1 vaccination 54 (0.2) 45 (0.2) 99 (0.2)
Did not provide informed consent 1 (0.0) 0 1 (0.0)

Dose 2 all-available efficacy population 20566 (94.2) 20536 (94.1) 41102 (94.2)
Subjects without evidence of infection prior to 7 days after Dose 2 18701 (85.7) 18627 (85.3) 37328 (85.5)
Subjects without evidence of infection prior to 14 days after Dose 2 18678 (85.6) 18563 (85.0) 37241 (85.3)

Subjects excluded from Dose 2 all-available efficacy population 1257 (5.8) 1292 (5.9) 2549 (5.8)
Reason for exclusionc

Did not receive 2 vaccinations 1256 (5.8) 1292 (5.9) 2548 (5.8)
Did not provide informed consent 1 (0.0) 0 1 (0.0)

Evaluable efficacy (7 days) population 20033 (91.8) 20244 (92.7) 40277 (92.3)
Subjects without evidence of infection prior to 7 days after Dose 2 18242 (83.6) 18379 (84.2) 36621 (83.9)

Evaluable efficacy (14 days) population 20033 (91.8) 20243 (92.7) 40276 (92.3)
Subjects without evidence of infection prior to 14 days after Dose 2 18219 (83.5) 18315 (83.9) 36534 (83.7)

09
01

77
e1

96
ec

b5
62

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 3
0-

A
pr

-2
02

1 
20

:1
2 

(G
M

T
)

FDA-CBER-2021-5683-0002425



BNT162b2
2.5 Clinical Overview

CONFIDENTIAL
Page 46

Table 6. Efficacy Populations

Vaccine Group (as 
Randomized)

BNT162b2 (30 
μg)

na (%)

Placebo
na (%)

Total
na (%)

Subjects excluded from evaluable efficacy (7 days) population 1790 (8.2) 1584 (7.3) 3374 (7.7)
Subjects excluded from evaluable efficacy (14 days) population 1790 (8.2) 1585 (7.3) 3375 (7.7)
Reason for exclusionc

Randomized but did not meet all eligibility criteria 36 (0.2) 26 (0.1) 62 (0.1)
Did not provide informed consent 1 (0.0) 0 1 (0.0)
Did not receive all vaccinations as randomized or did not receive 

Dose 2 
within the predefined window (19-42 days after Dose 1)

1550 (7.1) 1561 (7.2) 3111 (7.1)

Had other important protocol deviations on or prior to 7 days after 
Dose 2

311 (1.4) 60 (0.3) 371 (0.8)

Had other important protocol deviations on or prior to 14 days after 
Dose 2

311 (1.4) 61 (0.3) 372 (0.9)

Note: HIV-positive subjects are included in this summary but not included in the analyses of the overall study objectives. 
a. n = Number of subjects with the specified characteristic. 
b. These values are the denominators for the percentage calculations. 
c. Subjects may have been excluded for more than 1 reason. 
PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (10:49) Source Data: adsl Table Generation: 17NOV2020 
(18:29) 
(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: 
./nda2_unblinded/C4591001_Efficacy_FA_164/adsl_eff_pop 

Demographics of participants in the final analysis evaluable efficacy population for 
participants without evidence of infection prior to 7 days after Dose 2 were similar in the
BNT162b2 and placebo groups (Table 7). This analysis population had generally similar 
demographics compared to the safety population (refer to Section 2.5.5.5.1).

Demographic characteristics for the final analysis Dose 2 all-available efficacy population 
and the evaluable population without evidence of infection prior to 14 days after Dose 2 were 
similar to the Dose 2 evaluable efficacy (7 days) population. 
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Table 7. Demographic Characteristics – Subjects Without Evidence of Infection 
Prior to 7 Days After Dose 2 – Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=18242)

nb (%)

Placebo
(Na=18379)

nb (%)

Total
(Na=36621)

nb (%)

Sex
Male 9318 (51.1) 9225 (50.2) 18543 (50.6)
Female 8924 (48.9) 9154 (49.8) 18078 (49.4)

Race
White 15110 (82.8) 15301 (83.3) 30411 (83.0)
Black or African American 1617 (8.9) 1617 (8.8) 3234 (8.8)
American Indian or Alaska native 118 (0.6) 106 (0.6) 224 (0.6)
Asian 815 (4.5) 810 (4.4) 1625 (4.4)
Native Hawaiian or other Pacific Islander 48 (0.3) 29 (0.2) 77 (0.2)
Multiracial 448 (2.5) 402 (2.2) 850 (2.3)
Not reported 86 (0.5) 114 (0.6) 200 (0.5)

Ethnicity
Hispanic/Latino 4886 (26.8) 4857 (26.4) 9743 (26.6)
Non-Hispanic/non-Latino 13253 (72.7) 13412 (73.0) 26665 (72.8)
Not reported 103 (0.6) 110 (0.6) 213 (0.6)

Country
Argentina 2561 (14.0) 2539 (13.8) 5100 (13.9)
Brazil 1232 (6.8) 1223 (6.7) 2455 (6.7)
Germany 121 (0.7) 126 (0.7) 247 (0.7)
South Africa 287 (1.6) 279 (1.5) 566 (1.5)
USA 14041 (77.0) 14212 (77.3) 28253 (77.1)

Age group
12-15 Years 46 (0.3) 42 (0.2) 88 (0.2)
16-55 Years 10428 (57.2) 10507 (57.2) 20935 (57.2)
>55 Years 7768 (42.6) 7830 (42.6) 15598 (42.6)
≥65 Years 3980 (21.8) 4038 (22.0) 8018 (21.9)

Age at vaccination (years)
Mean (SD) 50.6 (15.70) 50.4 (15.81) 50.5 (15.76)
Median 52.0 52.0 52.0
Min, max (12, 89) (12, 91) (12, 91)

Note: HIV-positive subjects are included in this summary but not included in the analyses of the overall study objectives. 
a. N = number of subjects in the specified group, or the total sample. This value is the denominator for the percentage 
calculations. 
b. n = Number of subjects with the specified characteristic. 
PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (10:49) Source Data: adsl Table Generation: 17NOV2020 
(18:29) 
(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: 
./nda2_unblinded/C4591001_Efficacy_FA_164/adsl_demo_7d_eval_eff 

09
01

77
e1

96
ec

b5
62

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 3
0-

A
pr

-2
02

1 
20

:1
2 

(G
M

T
)

FDA-CBER-2021-5683-0002427



BNT162b2
2.5 Clinical Overview

CONFIDENTIAL
Page 48

2.5.4.3.2.1.2. Primary Efficacy – Final Analysis
For the first primary efficacy endpoint, VE for BNT162b2 against confirmed COVID-19 was 
evaluated in participants without evidence of past SARS-CoV-2 infection before and during 
the vaccination regimen. Cases were counted from 7 days after Dose 2. For the second 
primary efficacy endpoint, VE for BNT162b2 against confirmed COVID-19 was evaluated in 
participants with or without evidence of past SARS-CoV-2 infection before and during the 
vaccination regimen. Cases were counted from 7 days after Dose 2. 

Signs and symptoms of COVID-19 cases contributing to efficacy analyses are presented in 
the C4591001 Final Analysis Interim CSR.

2.5.4.3.2.1.2.1. Vaccine Efficacy Without Prior Evidence of SARS-CoV-2 Infection –
7 Days After Dose 2 – Final Analysis

As noted above, overwhelming efficacy was declared at the first (and only) interim analysis 
for the first primary efficacy endpoint. A descriptive update based on 170 evaluable cases 
accrued at the time of the final analysis (of the other efficacy endpoints) is summarized 
below. 

Among participants without evidence of SARS-CoV-2 infection before and during the 
vaccination regimen, VE against confirmed COVID-19 occurring at least 7 days after Dose 2 
was 95.0%, with 8 COVID-19 cases in the BNT162b2 group compared to 162 COVID-19 
cases in the placebo group (Table 8). The 95% credible interval for the vaccine efficacy was 
90.3% to 97.6%, indicating that the true VE is at least 90.3% with a 97.5% probability given 
the observed data.

The vaccine efficacy of BNT162b2 for the same primary efficacy endpoint based on the 
Dose 2 all-available efficacy population was 95.2%, with 8 and 165 cases in the BNT162b2 
and placebo group (Table 9).
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Table 8. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2 
– Subjects Without Evidence of Infection Prior to 7 Days After Dose 2 –
Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=18198)

Placebo
(Na=18325)

Efficacy Endpoint n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE 
(%)

(95% 
CIe)

Pr (VE >30% | 
data)f

First COVID-19 occurrence from 
7 days after Dose 2

8 2.214 (17411) 162 2.222 (17511) 95.0 (90.3, 
97.6)

>0.9999

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein–binding; NAAT = nucleic acid amplification test; SARS-CoV-2 
= severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy.
Note: Subjects who had no serological or virological evidence (prior to 7 days after receipt of the last dose) of past SARS-
CoV-2 infection (ie, N-binding antibody [serum] negative at Visit 1 and SARS-CoV-2 not detected by NAAT [nasal swab] 
at Visits 1 and 2), and had negative NAAT (nasal swab) at any unscheduled visit prior to 7 days after Dose 2 were 
included in the analysis.
a. N = number of subjects in the specified group. 
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for 
the endpoint. Time period for COVID-19 case accrual is from 7 days after Dose 2 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint.
e. Credible interval for VE was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for 
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
f. Posterior probability (Pr) was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for 
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:48) Source Data: adc19ef Table Generation: 17NOV2020 
(16:46) 
(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: 
./nda2_unblinded/C4591001_Efficacy_FA_164/adc19ef_ve_cov_7pd2_wo_eval 
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Table 9. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2 
– Subjects Without Evidence of Infection Prior to 7 Days After Dose 2 –
Dose 2 All-Available Efficacy Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=18650)

Placebo
(Na=18570)

Efficacy Endpoint n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE 
(%)

(95% 
CIe)

Pr (VE >30% | 
data)f

First COVID-19 occurrence from 
7 days after Dose 2

8 2.266 (17852) 165 2.244 (17746) 95.2 (90.6, 
97.7)

>0.9999

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein–binding; NAAT = nucleic acid amplification test; SARS-CoV-2 
= severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy.
Note: Subjects who had no serological or virological evidence (prior to 7 days after receipt of the last dose) of past SARS-
CoV-2 infection (ie, N-binding antibody [serum] negative at Visit 1 and SARS-CoV-2 not detected by NAAT [nasal swab] 
at Visits 1 and 2), and had negative NAAT (nasal swab) at any unscheduled visit prior to 7 days after Dose 2 were 
included in the analysis.
a. N = number of subjects in the specified group. 
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for 
the endpoint. Time period for COVID-19 case accrual is from 7 days after Dose 2 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint.
e. Credible interval for VE was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for 
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
f. Posterior probability (Pr) was calculated using a beta-binomial model with prior beta (0.700102,1) adjusted for 
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:48) Source Data: adc19ef Table Generation: 17NOV2020 
(16:46) 
(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: 
./nda2 unblinded/C4591001 Efficacy FA 164/adc19ef ve cov 7pd2 wo aai 

2.5.4.3.2.1.2.2. Vaccine Efficacy With or Without Prior Evidence of SARS-CoV-2 
Infection – 7 Days After Dose 2 – Final Analysis

For the second primary efficacy endpoint, VE for BNT162b2 against confirmed COVID-19 
was evaluated in participants with or without evidence of prior SARS-CoV-2 infection 
through 7 days after Dose 2. Cases were counted from 7 days after Dose 2.

Among participants with or without evidence of SARS-CoV-2 infection before and during 
the vaccination regimen, VE against confirmed COVID-19 occurring at least 7 days after 
Dose 2 was 94.6%, with 9 and 169 cases in the BNT162b2 and placebo groups respectively. 
The posterior probability of >99.99% for the true VE greater than 30% met the prespecified 
success criterion of >98.6% for this endpoint. The 95% credible interval for the vaccine 
efficacy was 89.9% to 97.3%, indicating that the true VE is at least 89.9% with a 97.5% 
probability given the available data (Table 10). Note that with a posterior probability of 
98.6%, the true vaccine efficacy is at least 89.2% given the available data.
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The vaccine efficacy of BNT162b2 for the same primary efficacy endpoint based on the 
Dose 2 all-available efficacy population was 94.8%, with 9 and 172 cases in the BNT162b2 
and placebo group respectively (Table 11).

Table 10. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2 
– Subjects With or Without Evidence of Infection Prior to 7 Days After 
Dose 2 – Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=19965)

Placebo
(Na=20172)

Efficacy Endpoint n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE 
(%)

(95% 
CIe)

Pr (VE >30% | 
data)f

First COVID-19 occurrence from 
7 days after Dose 2

9 2.332 (18559) 169 2.345 (18708) 94.6 (89.9, 
97.3)

>0.9999

Abbreviations: VE = vaccine efficacy.
a. N = number of subjects in the specified group. 
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for 
the endpoint. Time period for COVID-19 case accrual is from 7 days after Dose 2 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint.
e. Credible interval for VE was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for 
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
f. Posterior probability (Pr) was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for 
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:48) Source Data: adc19ef Table Generation: 17NOV2020 
(16:46) 
(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: 
./nda2 unblinded/C4591001 Efficacy FA 164/adc19ef ve cov 7pd2 eval 
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Table 11. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2 
– Subjects With or Without Evidence of Infection Prior to 7 Days After 
Dose 2 – Dose 2 All-Available Efficacy Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=20488)

Placebo
(Na=20459)

Efficacy Endpoint n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE 
(%)

(95% 
CIe)

Pr (VE >30% | 
data)f

First COVID-19 occurrence from 
7 days after Dose 2

9 2.389 (19049) 172 2.370 (18971) 94.8 (90.2, 
97.4)

>0.9999

Abbreviations: VE = vaccine efficacy.
a. N = number of subjects in the specified group. 
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for 
the endpoint. Time period for COVID-19 case accrual is from 7 days after Dose 2 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint.
e. Credible interval for VE was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for 
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
f. Posterior probability (Pr) was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for 
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:48) Source Data: adc19ef Table Generation: 17NOV2020 
(16:46) 
(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: 
./nda2_unblinded/C4591001_Efficacy_FA_164/adc19ef_ve_cov_7pd2_aai 

All Confirmed Cases of COVID-19 After Dose 1 – All-Available Efficacy Population

A number of confirmed cases of COVID-19 are not captured in the analyses of the first 
primary endpoint for the evaluable efficacy population because they occurred less than 
7 days after Dose 2, or because they occurred in participants who were excluded from the 
evaluable efficacy population or who had evidence of infection before or during the 
vaccination regimen. 

All reports of COVID-19 with onset at any time after Dose 1 are accounted for in Table 12, 
which provides a summary of cases for all participants in the Dose 1 all-available efficacy 
(modified intention-to-treat) population, regardless of evidence of infection before or during 
the vaccination regimen. Among these participants, 50 cases of COVID-19 occurred after 
Dose 1 in the BNT162b2 group compared to 275 cases in the placebo group (Table 12). 
Notably, in the BNT162b2 group, most cases occurred before Dose 2. The estimated VE 
against confirmed COVID-19 occurring after Dose 1 was 82% (2-sided 95% CI: 75.6 %, 
86.9%), with an estimated VE of 52.4% (2-sided 95% CI: 29.5%, 68.4%) against confirmed 
COVID-19 occurring after Dose 1 but before Dose 2.
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Table 12. Vaccine Efficacy – First COVID-19 Occurrence After Dose 1 – Dose 1 All-
Available Efficacy Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=21669)

Placebo
(Na=21686)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

First COVID-19 occurrence after Dose 1 50 4.015 (21314) 275 3.982 (21258) 82.0 (75.6, 86.9)
After Dose 1 to before Dose 2 39 82 52.4 (29.5, 68.4)
Dose 2 to 7 days after Dose 2 2 21 90.5 (61.0, 98.9)
≥7 Days after Dose 2 9 172 94.8 (89.8, 97.6)

Abbreviations: VE = vaccine efficacy.
a. N = number of subjects in the specified group.
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for 
the endpoint. Time period for COVID-19 case accrual is from Dose 1 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint.
e. Confidence interval (CI) for VE is derived based on the Clopper and Pearson method (adjusted for surveillance time 
for overall row).
PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:48) Source Data: adc19ef Table Generation: 18NOV2020 
(17:06) 
(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: 
./nda2_unblinded/C4591001_Efficacy_FA_164/adc19ef_ve_cov_pd1_aai 

The early onset of protection is readily apparent in Figure 1, which displays cumulative 
incidence for the first COVID-19 occurrence after Dose 1 among all vaccinated participants 
based on Dose 1 all-available efficacy (modified intention-to-treat) population. Disease onset 
appears to track together for BNT162b2 and placebo until approximately 14 days after 
Dose 1, at which point the curves diverge, with cases steadily accumulating in the placebo 
group, while remaining virtually flat in the BNT162b2 group. The darker-appearing symbols 
for both BNT162b2 (blue circles) and placebo (red squares) curves in Figure 1 have an “S” 
written inside the open symbol, which denotes severe cases; note that there are instances in 
which 2 cases in the placebo group are “overlapping” relative to the placebo curve. Severe 
COVID-19 cases reported in the final analysis are discussed further in 
Section 2.5.4.3.2.1.3.2.
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Figure 1. Cumulative Incidence Curves for the First COVID-19 Occurrence After Dose 1 – Dose 1 All-Available Efficacy 
Population – Final Analysis
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2.5.4.3.2.1.2.3. Vaccine Efficacy by Subgroup – Final Analysis
Subgroup Analyses by Age, Sex, Race, Ethnicity, and Country

For both primary endpoints, VE was also evaluated for subgroups of participants by age, sex 
race, ethnicity, and country (Table 13) (without evidence of prior infection) and Table 14
(with or without evidence of prior infection).  

Among participants without prior evidence of SARS-CoV-2 infection, VE was >93% in all 
subgroups, with the exception of “all others” race group (89.3% VE) and Brazil (87.7% VE) 
(Table 13). Notably, VE was 94.7% (2-sided 95% CI: 66.7%, 99.9%) in participants 
≥65 years of age (1 case in BNT162b2 group vs 19 cases in placebo group). 

An additional analysis of age subgroups showed observed VE in participants ≥75 years of 
age was 100% (0 cases in BNT162b2 group vs 5 cases in placebo group; 2-sided 95% 
CI: -13.1%, 100.0%) (Table 15).

Among participants with or without prior evidence of SARS-CoV-2 infection, VE was >93% 
in all subgroups, with the exception of “all others” race group (78.2% VE), Brazil (75.4% 
VE), and positive prior SARS-CoV-2 infection at baseline (-7.1% VE, 1 case in each vaccine 
group) (Table 14).

Results for the all-available population were similar; no clinically meaningful differences 
were observed in VE on the basis of subgroup.

Post Hoc Subgroup Analyses by Risk Status

Post hoc analyses of efficacy based on risk status were performed. Risk assessment included 
select comorbidities. At-risk participants were those meeting at least one Charlson 
Comorbidity Index condition (see Section 2.5.5.5.1 for Charlson comorbidities) or who were 
obese (defined as body mass index ≥30 kg/m2).

Among participants without prior evidence of SARS-CoV-2 infection before and during the 
vaccination regimen, VE for at-risk participants was 95.3%, as compared with 94.7% for 
those not at-risk (Table 16). VE for participants ≥65 years of age and at-risk was 91.7%, as 
compared with 100% for those ≥65 years of age and not at-risk. VE was similar in obese 
(95.4%) and non-obese (94.8%) participants. A summary of VE for groups of participants by 
specific comorbidity is provided in Table 17.
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Table 13. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2, by Subgroup – Subjects Without 
Evidence of Infection Prior to 7 Days After Dose 2 – Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=18198)

Placebo
(Na=18325)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

First COVID-19 occurrence from 7 days after Dose 2

Overall 8 2.214 (17411) 162 2.222 (17511) 95.0 (90.0, 97.9)

Age group (years)
16 to 55 5 1.234 (9897) 114 1.239 (9955) 95.6 (89.4, 98.6)
>55 3 0.980 (7500) 48 0.983 (7543) 93.7 (80.6, 98.8)
≥65 1 0.508 (3848) 19 0.511 (3880) 94.7 (66.7, 99.9)

Sex
Male 3 1.124 (8875) 81 1.108 (8762) 96.4 (88.9, 99.3)
Female 5 1.090 (8536) 81 1.114 (8749) 93.7 (84.7, 98.0)

Race
White 7 1.889 (14504) 146 1.903 (14670) 95.2 (89.8, 98.1)
Black or African American 0 0.165 (1502) 7 0.164 (1486) 100.0 (31.2, 100.0)
All othersf 1 0.160 (1405) 9 0.155 (1355) 89.3 (22.6, 99.8)

Ethnicity
Hispanic/Latino 3 0.605 (4764) 53 0.600 (4746) 94.4 (82.7, 98.9)
Non-Hispanic/non-Latino 5 1.596 (12548) 109 1.608 (12661) 95.4 (88.9, 98.5)

Country
Argentina 1 0.351 (2545) 35 0.346 (2521) 97.2 (83.3, 99.9)
Brazil 1 0.119 (1129) 8 0.117 (1121) 87.7 (8.1, 99.7)
USA 6 1.732 (13359) 119 1.747 (13506) 94.9 (88.6, 98.2)
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Table 13. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2, by Subgroup – Subjects Without 
Evidence of Infection Prior to 7 Days After Dose 2 – Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=18198)

Placebo
(Na=18325)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein–binding; NAAT = nucleic acid amplification test; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2; VE 
= vaccine efficacy.
Note: Subjects who had no serological or virological evidence (prior to 7 days after receipt of the last dose) of past SARS-CoV-2 infection (ie, N-binding antibody [serum] 
negative at Visit 1 and SARS-CoV-2 not detected by NAAT [nasal swab] at Visits 1 and 2), and had negative NAAT (nasal swab) at any unscheduled visit prior to 7 days after 
Dose 2 were included in the analysis.
a. N = number of subjects in the specified group. 
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for the endpoint. Time period for COVID-19 case accrual is 
from 7 days after Dose 2 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint. 
e. Confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for surveillance time. 
f. All others = American Indian or Alaska native, Asian, Native Hawaiian or other Pacific Islander, multiracial, and not reported race categories.
PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:54) Source Data: adc19ef Table Generation: 18NOV2020 (15:55) 
(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: ./nda2_unblinded/C4591001_Efficacy_FA_164/adc19ef_ve_cov_7pd2_wo_sg_eval 
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Table 14. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2, by Subgroup – Subjects With or 
Without Evidence of Infection Prior to 7 Days After Dose 2 – Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=19965)

Placebo
(Na=20172)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

First COVID-19 occurrence from 7 days after Dose 2

Overall 9 2.332 (18559) 169 2.345 (18708) 94.6 (89.6, 97.6)

Age group (years)
16 to 55 6 1.309 (10653) 120 1.317 (10738) 95.0 (88.7, 98.2)
>55 3 1.022 (7892) 49 1.028 (7956) 93.8 (80.9, 98.8)
≥65 1 0.530 (4044) 19 0.532 (4067) 94.7 (66.8, 99.9)

Sex
Male 4 1.183 (9457) 85 1.170 (9342) 95.3 (87.6, 98.8)
Female 5 1.149 (9102) 84 1.176 (9366) 93.9 (85.2, 98.1)

Race
White 7 1.975 (15294) 153 1.990 (15473) 95.4 (90.3, 98.2)
Black or African American 0 0.187 (1758) 7 0.188 (1758) 100.0 (30.4, 100.0)
All othersf 2 0.170 (1507) 9 0.167 (1477) 78.2 (-5.4, 97.7)

Ethnicity
Hispanic/Latino 3 0.637 (5074) 55 0.638 (5090) 94.5 (83.2, 98.9)
Non-Hispanic/non-Latino 6 1.681 (13380) 114 1.693 (13509) 94.7 (88.1, 98.1)

Country
Argentina 1 0.366 (2664) 36 0.367 (2684) 97.2 (83.5, 99.9)
Brazil 2 0.134 (1274) 8 0.132 (1257) 75.4 (-23.5, 97.5)
USA 6 1.816 (14141) 124 1.830 (14287) 95.1 (89.1, 98.2)
South Africa 0 0.015 (362) 1 0.015 (363) 100.0 (-3818.9, 100.0)

09
01

77
e1

96
ec

b5
62

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 3
0-

A
pr

-2
02

1 
20

:1
2 

(G
M

T
)

FDA-CBER-2021-5683-0002438



BNT162b2
2.5 Clinical Overview

CONFIDENTIAL
Page 59

Table 14. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2, by Subgroup – Subjects With or 
Without Evidence of Infection Prior to 7 Days After Dose 2 – Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=19965)

Placebo
(Na=20172)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

Prior SARS-CoV-2 Status
Positive at baselineg 1 0.056 (526) 1 0.060 (567) -7.1 (-8309.9, 98.6)
Negative at baseline but positive prior to 7 days after Dose 2h 0 0.003 (27) 1 0.004 (34) 100.0 (-6004.9, 100.0)
Negative prior to 7 days after Dose 2i 8 2.214 (17411) 162 2.222 (17511) 95.0 (90.0, 97.9)
Unknown 0 0.059 (595) 5 0.060 (596) 100.0 (-9.6, 100.0)

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein–binding; NAAT = nucleic acid amplification test; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2; VE 
= vaccine efficacy.
a. N = number of subjects in the specified group. 
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for the endpoint. Time period for COVID-19 case accrual is 
from 7 days after Dose 2 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint. 
e. Confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for surveillance time.
f. All others = American Indian or Alaska native, Asian, Native Hawaiian or other Pacific Islander, multiracial, and not reported race categories.
g. Positive N-binding antibody result at Visit 1, positive NAAT result at Visit 1, or medical history of COVID-19. 
h. Negative N-binding antibody result and negative NAAT result at Visit 1, positive NAAT result at Visit 2 or at unscheduled visit, if any, prior to 7 days after Dose 2.
i. Negative N-binding antibody result at Visit 1, negative NAAT result at Visit 1 and Visit 2, and negative NAAT result at unscheduled visit, if any, prior to 7 days after Dose 
2.
PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:54) Source Data: adc19ef Table Generation: 18NOV2020 (15:55) 
(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: ./nda2_unblinded/C4591001_Efficacy_FA_164/adc19ef_ve_cov_7pd2_sg_eval 
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Table 15. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2, by Requested Subgroup – Subjects 
Without Evidence of Infection Prior to 7 Days After Dose 2 – Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=18198)

Placebo
(Na=18325)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

First COVID-19 occurrence from 7 days after Dose 2

Overall 8 2.214 (17411) 162 2.222 (17511) 95.0 (90.0, 97.9)

Age group (years)
12 to 15 0 0.000 (14) 0 0.000 (13) NE (NE, NE)
16 to 17 0 0.002 (52) 0 0.003 (55) NE (NE, NE)
18 to 64 7 1.703 (13497) 143 1.708 (13563) 95.1 (89.6, 98.1)
65 to 74 1 0.406 (3074) 14 0.406 (3095) 92.9 (53.1, 99.8)
≥75 0 0.102 (774) 5 0.106 (785) 100.0 (-13.1, 100.0)

Race
White 7 1.889 (14504) 146 1.903 (14670) 95.2 (89.8, 98.1)
Black or African American 0 0.165 (1502) 7 0.164 (1486) 100.0 (31.2, 100.0)
American Indian or Alaska native 0 0.011 (100) 1 0.010 (96) 100.0 (-3429.0, 100.0)
Asian 1 0.092 (764) 4 0.093 (769) 74.6 (-156.6, 99.5)
Native Hawaiian or other Pacific Islander 0 0.006 (46) 1 0.003 (29) 100.0 (-2266.9, 100.0)
Multiracial 0 0.042 (414) 1 0.036 (359) 100.0 (-3231.3, 100.0)
Not reported 0 0.010 (81) 2 0.012 (102) 100.0 (-563.3, 100.0)
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Table 15. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2, by Requested Subgroup – Subjects 
Without Evidence of Infection Prior to 7 Days After Dose 2 – Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=18198)

Placebo
(Na=18325)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein–binding; NAAT = nucleic acid amplification test; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2; VE 
= vaccine efficacy.
Note: Subjects who had no serological or virological evidence (prior to 7 days after receipt of the last dose) of past SARS-CoV-2 infection (ie, N-binding antibody [serum]
negative at Visit 1 and SARS-CoV-2 not detected by NAAT [nasal swab] at Visits 1 and 2), and had negative NAAT (nasal swab) at any unscheduled visit prior to 7 days after 
Dose 2 were included in the analysis.
a. N = number of subjects in the specified group. 
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for the endpoint. Time period for COVID-19 case accrual is 
from 7 days after Dose 2 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint. 
e. Confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for surveillance time.
PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:54) Source Data: adc19ef Table Generation: 23NOV2020 (16:38) 
(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: ./nda2 unblinded/C4591001 EUA FAEF RR/adc19ef ve cov 7pd2 worq sg eval 
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Table 16. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2, by Risk Status – Subjects Without 
Evidence of Infection Prior to 7 Days After Dose 2 – Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=18198)

Placebo
(Na=18325)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

First COVID-19 occurrence from 7 days after Dose 2

Overall 8 2.214 (17411) 162 2.222 (17511) 95.0 (90.0, 97.9)

At riskf

Yes 4 1.025 (8030) 86 1.025 (8029) 95.3 (87.7, 98.8)
No 4 1.189 (9381) 76 1.197 (9482) 94.7 (85.9, 98.6)

Age group (years) and at risk
16-64 and not at risk 4 0.962 (7671) 69 0.964 (7701) 94.2 (84.4, 98.5)
16-64 and at risk 3 0.744 (5878) 74 0.746 (5917) 95.9 (87.6, 99.2)
≥65 and not at risk 0 0.227 (1701) 7 0.233 (1771) 100.0 (29.0, 100.0)
≥65 and at risk 1 0.281 (2147) 12 0.279 (2109) 91.7 (44.2, 99.8)

Obeseg

Yes 3 0.763 (6000) 67 0.782 (6103) 95.4 (86.0, 99.1)
No 5 1.451 (11406) 95 1.439 (11404) 94.8 (87.4, 98.3)

Age group (years) and obese
16-64 and not obese 4 1.107 (8811) 83 1.101 (8825) 95.2 (87.3, 98.7)
16-64 and obese 3 0.598 (4734) 60 0.609 (4789) 94.9 (84.4, 99.0)
≥65 and not obese 1 0.343 (2582) 12 0.338 (2567) 91.8 (44.5, 99.8)
≥65 and obese 0 0.165 (1265) 7 0.173 (1313) 100.0 (27.1, 100.0)
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Table 16. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2, by Risk Status – Subjects Without 
Evidence of Infection Prior to 7 Days After Dose 2 – Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=18198)

Placebo
(Na=18325)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein–binding; NAAT = nucleic acid amplification test; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2; VE 
= vaccine efficacy.
Note: Subjects who had no serological or virological evidence (prior to 7 days after receipt of the last dose) of past SARS-CoV-2 infection (ie, N-binding antibody [serum] 
negative at Visit 1 and SARS-CoV-2 not detected by NAAT [nasal swab] at Visits 1 and 2), and had negative NAAT (nasal swab) at any unscheduled visit prior to 7 days after 
Dose 2 were included in the analysis.
a. N = number of subjects in the specified group. 
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for the endpoint. Time period for COVID-19 case accrual is 
from 7 days after Dose 2 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint. 
e. Confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for surveillance time. 
f. At risk is defined as having at least one of the Charlson Comorbidity Index (CMI) category or obesity (BMI ≥30 kg/m2).
g. Obese is defined as BMI ≥30 kg/m2.
PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:54) Source Data: adc19ef Table Generation: 24NOV2020 (17:41) 
(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: ./nda2_unblinded/C4591001_EUA_FAEF_RR/adc19ef_ve_cov_7pd2_wo_rg_eval 
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Table 17. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2, by Comorbidity Status – Subjects
Without Evidence of Infection Prior to 7 Days After Dose 2 – Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=18198)

Placebo
(Na=18325)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

First COVID-19 occurrence from 7 days after Dose 2

Overall 8 2.214 (17411) 162 2.222 (17511) 95.0 (90.0, 97.9)

Comorbidity
No comorbidity 4 1.189 (9381) 76 1.197 (9482) 94.7 (85.9, 98.6)
Any comorbidityf 4 1.025 (8030) 86 1.025 (8029) 95.3 (87.7, 98.8)

Any malignancy 1 0.092 (704) 4 0.090 (681) 75.7 (-145.8, 99.5)
Cardiovascular 0 0.067 (534) 5 0.062 (492) 100.0 (-0.8, 100.0)
Chronic pulmonary disease 1 0.175 (1374) 14 0.171 (1358) 93.0 (54.1, 99.8)
Diabetes 1 0.176 (1372) 19 0.176 (1374) 94.7 (66.8, 99.9)
Obese (≥30.0 kg/m2) 3 0.763 (6000) 67 0.782 (6103) 95.4 (86.0, 99.1)

Hypertension 2 0.567 (4413) 44 0.567 (4437) 95.4 (82.6, 99.5)

Diabetes (including gestational diabetes) 1 0.177 (1381) 20 0.178 (1384) 95.0 (68.7, 99.9)
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Table 17. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2, by Comorbidity Status – Subjects
Without Evidence of Infection Prior to 7 Days After Dose 2 – Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=18198)

Placebo
(Na=18325)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein–binding; NAAT = nucleic acid amplification test; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2; VE 
= vaccine efficacy.
Note: Subjects who had no serological or virological evidence (prior to 7 days after receipt of the last dose) of past SARS-CoV-2 infection (ie, N-binding antibody [serum] 
negative at Visit 1 and SARS-CoV-2 not detected by NAAT [nasal swab] at Visits 1 and 2), and had negative NAAT (nasal swab) at any unscheduled visit prior to 7 days after 
Dose 2 were included in the analysis.
a. N = number of subjects in the specified group. 
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for the endpoint. Time period for COVID-19 case accrual is 
from 7 days after Dose 2 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint. 
e. Confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for surveillance time. 
f. Subject who had 1 or more comorbidities that increase the risk of severe COVID-19 disease: defined as subjects who had at least one of the Charlson comorbidity index 
category or BMI ≥30 kg/m2.
PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:54) Source Data: adc19ef Table Generation: 29NOV2020 (21:33) 
(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: ./nda2_unblinded/C4591001_EUA_FAEF_RR/adc19ef_ve_cov_7pd2_wo_cg_eval 
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2.5.4.3.2.1.3. Secondary Efficacy – Final Analysis
2.5.4.3.2.1.3.1. Vaccine Efficacy For COVID-19 Occurring at Least 14 Days After 

Dose 2 – Final Analysis
Participants Without Evidence of Infection Before and During Vaccination Regimen

For this efficacy endpoint, participants with positive or unknown NAAT results at any illness 
visit prior to 14 days after Dose 2 were not included in the evaluation for efficacy. 

Among participants without evidence of SARS-CoV-2 infection before and during the 
vaccination regimen, VE against confirmed COVID-19 occurring at least 14 days after 
Dose 2 was 94.2%, with 8 and 139 cases in the BNT162b2 and placebo groups respectively 
(Table 18). The posterior probability of >99.99% for the true VE greater than 30% met the 
prespecified success criterion of >98.6% for this endpoint. The 95% credible interval for the 
vaccine efficacy was 88.7% to 97.2%, indicating that the true VE is at least 88.7% with a 
97.5% probability given the available data.

Table 18. Vaccine Efficacy – First COVID-19 Occurrence From 14 Days After Dose 2 
– Subjects Without Evidence of Infection Prior to 14 Days After Dose 2 –
Evaluable Efficacy (14 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=18175)

Placebo
(Na=18261)

Efficacy Endpoint n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE 
(%)

(95% 
CIe)

Pr (VE >30% | 
data)f

First COVID-19 occurrence from 
14 days after Dose 2

8 1.887 (16612) 139 1.893 (16663) 94.2 (88.7, 
97.2)

>0.9999

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein–binding; NAAT = nucleic acid amplification test; SARS-CoV-2 
= severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy.
Note: Subjects who had no serological or virological evidence (prior to 14 days after receipt of the last dose) of past 
SARS-CoV-2 infection (ie, N-binding antibody [serum] negative at Visit 1 and SARS-CoV-2 not detected by NAAT 
[nasal swab] at Visits 1 and 2), and had negative NAAT (nasal swab) at any unscheduled visit prior to 14 days after Dose 2 
were included in the analysis.
a. N = number of subjects in the specified group. 
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for 
the endpoint. Time period for COVID-19 case accrual is from 14 days after Dose 2 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint.
e. Credible interval for VE was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for 
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
f. Posterior probability (Pr) was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for 
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:48) Source Data: adc19ef Table Generation: 17NOV2020 
(16:46) 
(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: 
./nda2 unblinded/C4591001 Efficacy FA 164/adc19ef ve cov 14pd2 wo eval 
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Participants With or Without Evidence of Infection Before and During Vaccination
Regimen

Among participants with or without evidence of SARS-CoV-2 infection before and during 
the vaccination regimen, VE against confirmed COVID-19 occurring at least 14 days after 
Dose 2 was 94.4%, with 8 and 144 cases in the BNT162b2 and placebo groups respectively 
(Table 19). The posterior probability of >99.99% for the true VE greater than 30% met the 
prespecified success criterion of >98.6% for this endpoint. The 95% credible interval for the 
vaccine efficacy was 89.1% to 97.3%, indicating that the true VE is at least 89.1% with a 
97.5% probability given the available data.

Table 19. Vaccine Efficacy – First COVID-19 Occurrence From 14 Days After Dose 2 
– Subjects With or Without Evidence of Infection Prior to 14 Days After 
Dose 2 – Evaluable Efficacy (14 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=19965)

Placebo
(Na=20171)

Efficacy Endpoint n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE 
(%)

(95% 
CIe)

Pr (VE >30% | 
data)f

First COVID-19 occurrence from 
14 days after Dose 2

8 1.984 (17645) 144 1.995 (17746) 94.4 (89.1, 
97.3)

>0.9999

Abbreviations: VE = vaccine efficacy.
a. N = number of subjects in the specified group. 
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for 
the endpoint. Time period for COVID-19 case accrual is from 14 days after Dose 2 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint.
e. Credible interval for VE was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for 
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
f. Posterior probability (Pr) was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for 
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:48) Source Data: adc19ef Table Generation: 17NOV2020 
(16:46) 
(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: 
./nda2 unblinded/C4591001 Efficacy FA 164/adc19ef ve cov 14pd2 eval 
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2.5.4.3.2.1.3.2. Efficacy for Severe COVID-19 Cases – Final Analysis
Efficacy Against Severe COVID-19 (≥7 Days After Dose 2)

Participants Without Evidence of Infection Before and During Vaccination Regimen

For this efficacy endpoint, participants with positive or unknown NAAT results at any illness 
visit prior to 7 days after Dose 2 were not included in the evaluation for efficacy.

Among participants without evidence of SARS-CoV-2 infection before and during the 
vaccination regimen, the estimated VE against severe COVID-19 occurring at least 7 days 
after Dose 2 was 66.4%, with 1 and 3 cases in the BNT162b2 and placebo groups 
respectively (Table 20). The posterior probability for the true vaccine efficacy greater than 
30% is 74.29%, which did not meet the prespecified success criterion of >98.6% for this 
endpoint due to the small number of severe cases observed after Dose 2 in the study.
Consequently, statistical testing of subsequent secondary endpoints (ie, the additional 
secondary endpoints related to severe disease with pre-specified control of overall type 1 
error) ended. However, descriptive summaries for the additional endpoints are provided.

Table 20. Vaccine Efficacy – First Severe COVID-19 Occurrence From 7 Days After 
Dose 2 – Subjects Without Evidence of Infection Prior to 7 Days After Dose 
2 – Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=18198)

Placebo
(Na=18325)

Efficacy Endpoint n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE 
(%)

(95% CIe) Pr (VE >30% | 
data)f

First severe COVID-19 
occurrence from 7 days after 
Dose 2

1 2.215 (17411) 3 2.232 (17511) 66.4 (-124.8, 96.3) 0.7429

09
01

77
e1

96
ec

b5
62

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 3
0-

A
pr

-2
02

1 
20

:1
2 

(G
M

T
)

FDA-CBER-2021-5683-0002448



BNT162b2
2.5 Clinical Overview

CONFIDENTIAL
Page 69

Table 20. Vaccine Efficacy – First Severe COVID-19 Occurrence From 7 Days After 
Dose 2 – Subjects Without Evidence of Infection Prior to 7 Days After Dose 
2 – Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=18198)

Placebo
(Na=18325)

Efficacy Endpoint n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE 
(%)

(95% CIe) Pr (VE >30% | 
data)f

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein–binding; NAAT = nucleic acid amplification test; SARS-CoV-2 
= severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy.
Note: Subjects who had no serological or virological evidence (prior to 7 days after receipt of the last dose) of past SARS-
CoV-2 infection (ie, N-binding antibody [serum] negative at Visit 1 and SARS-CoV-2 not detected by NAAT [nasal swab] 
at Visits 1 and 2), and had negative NAAT (nasal swab) at any unscheduled visit prior to 7 days after Dose 2 were 
included in the analysis.
a. N = number of subjects in the specified group. 
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for 
the endpoint. Time period for COVID-19 case accrual is from 7 days after Dose 2 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint.
e. Credible interval for VE was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for 
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
f. Posterior probability (Pr) was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for 
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:48) Source Data: adc19ef Table Generation: 17NOV2020 
(16:47) 
(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: 
./nda2 unblinded/C4591001 Efficacy FA 164/adc19ef ve sev cov 7pd2 wo eval 

Participants With or Without Evidence of Infection Before and During Vaccination Regimen

Among participants with or without evidence of SARS-CoV-2 infection before and during 
the vaccination regimen, VE against severe COVID-19 occurring at least 7 days after Dose 2 
was 66.3%, with 1 and 3 cases in the BNT162b2 and placebo groups respectively (Table 21). 
The posterior probability for the true vaccine efficacy greater than 30% is 74.19%.
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Table 21. Vaccine Efficacy – First Severe COVID-19 Occurrence From 7 Days After 
Dose 2 – Subjects With or Without Evidence of Infection Prior to 7 Days 
After Dose 2 – Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=19965)

Placebo
(Na=20172)

Efficacy Endpoint n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE 
(%)

(95% CIe) Pr (VE >30% | 
data)f

First severe COVID-19 
occurrence from 7 days after 
Dose 2

1 2.333 (18566) 3 2.358 (18733) 66.3 (-125.5, 96.3) 0.7419

Abbreviations: VE = vaccine efficacy.
a. N = number of subjects in the specified group. 
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for 
the endpoint. Time period for COVID-19 case accrual is from 7 days after Dose 2 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint.
e. Credible interval for VE was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for 
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
f. Posterior probability (Pr) was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for 
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:48) Source Data: adc19ef Table Generation: 17NOV2020 
(16:46) 
(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: 
./nda2_unblinded/C4591001_Efficacy_FA_164/adc19ef_ve_sev_cov_7pd2_eval 

All Confirmed Cases of Severe COVID-19 After Dose 1 – All-Available Population

Among participants in the all-available efficacy population, 1 case of severe COVID-19 
occurred after Dose 1 in the BNT162b2 group compared to 9 cases in the placebo group 
(Table 22). The estimated VE against severe COVID-19 occurring after Dose 1 was 88.9% 
(2-sided 95% CI: 20.1%, 99.7%), with an estimated VE of 75.0% (1 case in BNT162b2 and 
4 cases in placebo groups) against severe COVID-19 occurring at least 7 days after Dose 2.

In addition to the C4591001 protocol specified definition of severe COVID-19 (provided in 
Section 2.5.4.1.1.3), a post hoc efficacy analysis for severe COVID-19 cases was conducted 
using the CDC definition of severe COVID-19 (hospitalization, admission to the ICU, 
intubation or mechanical ventilation, or death).18 In this analysis, the Dose 1 all-available 
efficacy population, 1 case of severe COVID-19 occurred after Dose 1 in the BNT162b2 
group compared to 14 cases in the placebo group (Table 23). The estimated VE against 
severe COVID-19 occurring after Dose 1 was 92.9% (2-sided 95% CI: 53.2%, 99.8%), with 
an estimated VE of 100.0% against severe COVID-19 occurring at least 7 days after Dose 2 
(no cases in the BNT162b2 group and 5 cases in the placebo group).

09
01

77
e1

96
ec

b5
62

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 3
0-

A
pr

-2
02

1 
20

:1
2 

(G
M

T
)

FDA-CBER-2021-5683-0002450



BNT162b2
2.5 Clinical Overview

CONFIDENTIAL
Page 71

Table 22. Vaccine Efficacy – First Severe COVID-19 Occurrence After Dose 1 – Dose 
1 All-Available Efficacy Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=21669)

Placebo
(Na=21686)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

First severe COVID-19 occurrence after 
Dose 1

1 4.021 (21314) 9 4.006 (21259) 88.9 (20.1, 99.7)

After Dose 1 to before Dose 2 0 4 100.0 (-51.5, 100.0)
Dose 2 to 7 days after Dose 2 0 1 100.0 (-3800.0, 100.0)
≥7 Days after Dose 2 1 4 75.0 (-152.6, 99.5)

Abbreviations: VE = vaccine efficacy.
a. N = number of subjects in the specified group.
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for 
the endpoint. Time period for COVID-19 case accrual is from Dose 1 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint.
e. Confidence interval (CI) for VE is derived based on the Clopper and Pearson method (adjusted for surveillance time 
for overall row).
PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:48) Source Data: adc19ef Table Generation: 18NOV2020 
(17:43) 
(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: 
./nda2_unblinded/C4591001_Efficacy_FA_164/adc19ef_ve_sev_cov_pd1_aai 
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Table 23. Vaccine Efficacy – First Severe COVID-19 Occurrence Based on CDC-
Definition After Dose 1 – Dose 1 All-Available Efficacy Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=21669)

Placebo
(Na=21686)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE 
(%)

(95% CIe)

First Severe COVID-19 occurrence based on 
CDC-definition after Dose 1

1 4.018 (21299) 14 4.001 (21238) 92.9 (53.2, 99.8)

After Dose 1 to before Dose 2 1 8 87.5 (6.8, 99.7)
Dose 2 to 7 days after Dose 2 0 1 100.0 (-3800.0, 100.0)
≥7 Days after Dose 2 0 5 100.0 (-9.1, 100.0)

Abbreviations: VE = vaccine efficacy.
a. N = number of subjects in the specified group.
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for 
the endpoint. Time period for COVID-19 case accrual is from Dose 1 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint.
e. Confidence interval (CI) for VE is derived based on the Clopper and Pearson method (adjusted for surveillance time 
for overall row).
PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:48) Source Data: adc19ef Table Generation: 03DEC2020 
(22:53) 
(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: 
./nda2_unblinded/C4591001_VRBPAC/adc19ef_ve_sev_cdc_pd1_aai 

Participants Without Evidence of Infection Before and During Vaccination Regimen 
(14 Days) – Severe – Evaluable Efficacy Population

For this efficacy endpoint, participants with positive or unknown NAAT results at any illness 
visit prior to 14 days after Dose 2 were not included in the evaluation for efficacy.

Among participants without evidence of SARS-CoV-2 infection before and during the 
vaccination regimen, the estimated VE against severe COVID-19 occurring at least 14 days 
after Dose 2 was 66.4%, with 1 and 3 cases in the BNT162b2 and placebo groups 
respectively (Table 24). The posterior probability for the true vaccine efficacy greater than 
30% is 74.32%.
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Table 24. Vaccine Efficacy – First Severe COVID-19 Occurrence From 14 Days After 
Dose 2 – Subjects Without Evidence of Infection Prior to 14 Days After 
Dose 2 – Evaluable Efficacy (14 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=18175)

Placebo
(Na=18261)

Efficacy Endpoint n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE 
(%)

(95% CIe) Pr (VE >30% | 
data)f

First severe COVID-19 
occurrence from 14 days after 
Dose 2

1 1.888 (16612) 3 1.901 (16663) 66.4 (-124.7, 96.3) 0.7432

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein–binding; NAAT = nucleic acid amplification test; SARS-CoV-2 
= severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy.
Note: Subjects who had no serological or virological evidence (prior to 14 days after receipt of the last dose) of past 
SARS-CoV-2 infection (ie, N-binding antibody [serum] negative at Visit 1 and SARS-CoV-2 not detected by NAAT 
[nasal swab] at Visits 1 and 2), and had negative NAAT (nasal swab) at any unscheduled visit prior to 14 days after Dose 2 
were included in the analysis.
a. N = number of subjects in the specified group. 
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for 
the endpoint. Time period for COVID-19 case accrual is from 14 days after Dose 2 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint.
e. Credible interval for VE was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for 
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
f. Posterior probability (Pr) was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for 
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:48) Source Data: adc19ef Table Generation: 17NOV2020 
(16:46) 
(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: 
./nda2_unblinded/C4591001_Efficacy_FA_164/adc19ef_ve_sev_cov_14pd2_wo_eval 

Participants With or Without Evidence of Infection Before and During Vaccination Regimen 
(14 Days) – Severe – Evaluable Efficacy Population

Among participants with or without evidence of SARS-CoV-2 infection before and during 
vaccination phase, VE against severe COVID-19 occurring at least 14 days after Dose 2 was 
66.3%, with 1 and 3 cases in the BNT162b2 and placebo groups respectively (Table 25). The 
posterior probability for the true vaccine efficacy greater than 30% is 74.18%.
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Table 25. Vaccine Efficacy – First Severe COVID-19 Occurrence From 14 Days After 
Dose 2 – Subjects With or Without Evidence of Infection Prior to 14 Days 
After Dose 2 – Evaluable Efficacy (14 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=19965)

Placebo
(Na=20171)

Efficacy Endpoint n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE 
(%)

(95% CIe) Pr (VE >30% | 
data)f

First severe COVID-19 
occurrence from 14 days after 
Dose 2

1 1.985 (17652) 3 2.007 (17792) 66.3 (-125.6, 96.3) 0.7418

Abbreviations: VE = vaccine efficacy.
a. N = number of subjects in the specified group. 
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for 
the endpoint. Time period for COVID-19 case accrual is from 14 days after Dose 2 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint.
e. Credible interval for VE was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for 
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
f. Posterior probability (Pr) was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for 
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:48) Source Data: adc19ef Table Generation: 17NOV2020 
(16:47) 
(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: 
./nda2_unblinded/C4591001_Efficacy_FA_164/adc19ef_ve_sev_cov_14pd2_eval 

2.5.4.3.2.1.3.3. Efficacy for COVID-19 per CDC Definition – Final Analysis
Efficacy Against COVID-19 Based on CDC-Defined Symptoms (≥7 Days After Dose 2)

Participants Without Evidence of Infection Before and During Vaccination Regimen –
CDC Defined – 7 Days

For this efficacy endpoint, participants with positive or unknown NAAT results at any illness 
visit prior to 7 days after Dose 2 were not included in the evaluation for efficacy.

Among participants without evidence of SARS-CoV-2 infection before and during the 
vaccination regimen, VE against CDC-defined COVID-19 occurring at least 7 days after 
Dose 2 was 95.1% (2-sided 95% CI: 90.2%, 97.9%), with 8 and 165 cases in the BNT162b2 
and placebo groups respectively (Table 26).
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Table 26. Vaccine Efficacy – First COVID-19 Occurrence Based on CDC-Defined 
Symptoms From 7 Days After Dose 2 – Subjects Without Evidence of
Infection Prior to 7 Days After Dose 2 – Evaluable Efficacy (7 Days) 
Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=18198)

Placebo
(Na=18325)

Efficacy Endpoint n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE 
(%)

(95% CIe)

First COVID-19 occurrence based on CDC-
defined symptoms from 7 days after Dose 2

8 2.213 (17399) 165 2.220 (17495) 95.1 (90.2, 97.9)

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein–binding; NAAT = nucleic acid amplification test; SARS-CoV-2 
= severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy.
Note: Subjects who had no serological or virological evidence (prior to 7 days after receipt of the last dose) of past SARS-
CoV-2 infection (ie, N-binding antibody [serum] negative at Visit 1 and SARS-CoV-2 not detected by NAAT [nasal swab] 
at Visits 1 and 2), and had negative NAAT (nasal swab) at any unscheduled visit prior to 7 days after Dose 2 were 
included in the analysis.
a. N = number of subjects in the specified group. 
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for 
the endpoint. Time period for COVID-19 case accrual is from 7 days after Dose 2 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint.
e. Confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for surveillance time.
PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:48) Source Data: adc19ef Table Generation: 18NOV2020 
(07:39) 
(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: 
./nda2 unblinded/C4591001 Efficacy FA 164/adc19ef ve cov 7pd2 wo cdc eval 

Participants With or Without Evidence of Infection Before and During Vaccination Regimen
– CDC Defined – 7 Days

Among participants with or without evidence of SARS-CoV-2 infection before and during 
the vaccination regimen, VE against CDC-defined COVID-19 occurring at least 7 days after 
Dose 2 was 94.7% (2-sided 95% CI: 89.8%, 97.6%), with 9 and 172 cases in the BNT162b2 
and placebo groups respectively (Table 27).
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Table 27. Vaccine Efficacy – First COVID-19 Occurrence Based on CDC-Defined 
Symptoms From 7 Days After Dose 2 – Subjects With or Without Evidence 
of Infection Prior to 7 Days After Dose 2 – Evaluable Efficacy (7 Days) 
Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=19965)

Placebo
(Na=20172)

Efficacy Endpoint n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE 
(%)

(95% CIe)

First COVID-19 occurrence based on CDC-defined 
symptoms from 7 days after Dose 2

9 2.330 (18544) 172 2.343 (18690) 94.7 (89.8, 97.6)

Abbreviations: VE = vaccine efficacy.
a. N = number of subjects in the specified group. 
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for 
the endpoint. Time period for COVID-19 case accrual is from 7 days after Dose 2 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint.
e. Confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for surveillance time.
PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:48) Source Data: adc19ef Table Generation: 18NOV2020 
(07:39) 
(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File: 
./nda2 unblinded/C4591001 Efficacy FA 164/adc19ef ve cov 7pd2 cdc eval 

Efficacy Against COVID-19 Based on CDC-Defined Symptoms (≥14 Days After Dose 2)

Among participants without and with or without evidence of SARS-CoV-2 infection before 
and during the vaccination regimen, observed VE results against CDC-defined COVID-19 
occurring at least 14 days after Dose 2 were similar to those occurring at least 7 days after 
Dose 2.
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2.5.4.3.2.2. Efficacy Conclusions – Final Analysis
Final Analysis of Efficacy in the Evaluable Efficacy Population

In the final efficacy analysis, among participants without evidence of SARS-CoV-2 infection 
before and during the vaccination regimen, VE against confirmed COVID-19 occurring at 
least 7 days after Dose 2 was 95.0%, with 8 COVID-19 cases in the BNT162b2 group 
compared to 162 COVID-19 cases in the placebo group. The 95% credible interval for the 
vaccine efficacy was 90.3% to 97.6%. 

For the second primary endpoint, VE against confirmed COVID-19 occurring at least 7 days 
after Dose 2 in participants with or without evidence of SARS-CoV-2 infection before and 
during the vaccination regimen was 94.6%, with 9 and 169 cases in the BNT162b2 and 
placebo groups respectively. The posterior probability of >99.99% for the true VE greater 
than 30% met the prespecified success criterion of >98.6% for this endpoint. The 95% 
credible interval for the vaccine efficacy was 89.9% to 97.3%.

Observed VE was very high for the first primary efficacy endpoint across subgroups of age, 
sex, race, ethnicity, and country, as VE was >93% in all subgroups, with the exception of “all 
others” race group (89.3% VE) and Brazil (87.7% VE).

For the secondary efficacy endpoint analyses, observed VE against confirmed COVID-19 
occurring at least 14 days after Dose 2 in participants without evidence of SARS-CoV-2 
infection before and during the vaccination regimen, was 94.2%, with 8 and 139 cases in the 
BNT162b2 and placebo groups respectively. The posterior probability of >99.99% for the 
true VE >30% met the prespecified success criterion of >98.6% for this endpoint. The 95% 
credible interval for the vaccine efficacy was 88.7% to 97.2%.

Similarly, among participants with or without evidence of SARS-CoV-2 infection before and 
during the vaccination regimen, VE against confirmed COVID-19 occurring at least 14 days 
after Dose 2 was 94.4%, with 8 and 144 cases in the BNT162b2 and placebo groups 
respectively. The posterior probability of >99.99% for the true VE >30% met the 
prespecified success criterion of >98.6% for this endpoint. The 95% credible interval for the 
vaccine efficacy was 89.1% to 97.3%.

Among participants without evidence of SARS-CoV-2 infection before and during the 
vaccination regimen, observed VE of 66.3% against severe COVID-19 occurring at least 
7 days after Dose 2 did not meet the prespecified success criterion of the posterior probability 
>98.6%, due to the small number of severe cases (1 in the BNT162b2 group, 3 in the placebo 
group) observed after Dose 2 in the study.

The efficacy analyses using CDC defined symptoms to identify a COVID-19 case gave 
similar efficacy results as the primary endpoints.
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Final Analysis of Efficacy in the All-Available Efficacy Population

The early onset of protection is readily apparent from cumulative incidence curves, which 
show that disease onset tracks conjointly for BNT162b2 and placebo until approximately 
14 days after Dose 1, at which point the curves diverge, with cases steadily accumulating in 
the placebo group, while remaining virtually flat after BNT162b2.

Among all participants, regardless of evidence of infection before or during the vaccination 
regimen, 50 cases of COVID-19 occurred after Dose 1 in the BNT162b2 group compared 
with 275 cases in the placebo group, indicating an estimated VE of 82% (2-sided 95% CI: 
75.6%, 86.9%) against confirmed COVID-19 occurring after Dose 1, with VE of 52.4% 
(95% CI: 29.5%, 68.4%) between Dose 1 and Dose 2.

Among the total of 10 severe COVID-19 cases observed after Dose 1, only 1 severe case was 
seen in BNT162b2 recipients compared to 9 severe COVID-19 cases in placebo recipients; 
these results, as well as case splits between Dose 1 and Dose 2 and after Dose 2, were 
consistent with overall efficacy seen against COVID-19. Similar results were observed when 
using the CDC definition of severe disease.

Overall Conclusions from Final Analysis of Efficacy 

Final efficacy results show that BNT162b2 at 30 µg provided protection against COVID-19 
in participants with or without evidence of prior infection with SARS-CoV-2, including 
across demographic subgroups, with severe cases observed predominantly in the placebo 
group.

2.5.4.3.3. Updated Analysis of Efficacy in Study C4591001
Updated analyses of 1165 confirmed cases in blinded placebo-controlled follow-up from 
Dose 1 to the data cutoff date (13 March 2021) evaluated duration of protection. Updated 
efficacy data for the Phase 3 portion of Study C4591001 were analyzed for all enrolled 
participants who met the protocol-specified criteria for efficacy evaluation. Data are 
summarized for the efficacy populations. 

COVID-19 case evaluation for primary and secondary efficacy endpoints is discussed in 
Section 2.5.4.1. Efficacy endpoints evaluated confirmed COVID-19 cases in participants 
either without or with or without evidence of past SARS-CoV-2 infection before and during 
the vaccination regimen. Participants with positive or unknown NAAT results at any illness 
visit prior to either 7 days after Dose 2 were not included in the evaluation for VE. Cases 
were counted from 7 days after Dose 2.

Efficacy population characteristics in the updated analysis are presented in Section 2.5.4.3.3.1, 
and results of the updated analysis are presented in Section 2.5.4.3.3.2 and Section 2.5.4.3.3.3
(VE for participants either without or with or without prior evidence of SARS-CoV-2 infection, 
respectively), Section 2.5.4.3.3.4 (VE in demographic, risk, and comorbidity subgroups), and 
Section 2.5.4.3.3.5 (VE for severe disease as defined by the FDA and by the CDC).
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2.5.4.3.3.1. Efficacy Populations – Updated Analysis
Disposition and Data Sets Analyzed

The proportions of participants included in the updated efficacy populations were similar in 
the BNT162b2 and placebo groups (Table 28). 

Most participants who were excluded from the evaluable efficacy population had not 
received all vaccinations as randomized or did not receive Dose 2 within the predefined 
window (ie, 19 to 42 days after Dose 1). There were 240 participants in the BNT162b2 group 
and 60 participants in the placebo group excluded for having important protocol deviations 
on or prior to 7 days after Dose 2. In the BNT162b2 group, most of these deviations were 
related to improper administration of the investigational product (203 participants, as 
compared with 23 participants in the placebo group). Specifically, in the BNT162b2 group 
most PDs were due to dosing/administration errors (errors in dilution of the vaccine,
76 participants) or administration of investigational product that was deemed not suitable for 
use (temperature excursions in shipment or storage at the distributor, 110 participants) that 
would have not applied to placebo.

Table 28. Efficacy Populations – Blinded Placebo-Controlled Follow-up Period

Vaccine Group (as 
Randomized)

BNT162b2 (30 
μg)

na (%)

Placebo
na (%)

Total
na (%)

Randomizedb 23219 (100.0) 23210 (100.0) 46429 (100.0)

Dose 1 all-available efficacy population 23140 (99.7) 23137 (99.7) 46277 (99.7)
Subjects without evidence of infection before Dose 1 22200 (95.6) 22191 (95.6) 44391 (95.6)

Subjects excluded from Dose 1 all-available efficacy population 79 (0.3) 73 (0.3) 152 (0.3)
Reason for exclusionc

Did not receive at least 1 vaccination 58 (0.2) 51 (0.2) 109 (0.2)
Data considered potentially unreliable due to lack of PI oversight 
identified as significant quality event

21 (0.1) 22 (0.1) 43 (0.1)

Dose 2 all-available efficacy population 22771 (98.1) 22741 (98.0) 45512 (98.0)
Subjects without evidence of infection prior to 7 days after Dose 2 21544 (92.8) 21470 (92.5) 43014 (92.6)

Subjects excluded from Dose 2 all-available efficacy population 448 (1.9) 469 (2.0) 917 (2.0)
Reason for exclusionc

Did not receive 2 vaccinations 384 (1.7) 443 (1.9) 827 (1.8)
Data considered potentially unreliable due to lack of PI oversight 
identified as significant quality event

21 (0.1) 22 (0.1) 43 (0.1)

Unblinded prior to 7 days after Dose 2 45 (0.2) 11 (0.0) 56 (0.1)

Evaluable efficacy (7 days) population 22255 (95.8) 22410 (96.6) 44665 (96.2)
Subjects without evidence of infection prior to 7 days after Dose 2 21069 (90.7) 21175 (91.2) 42244 (91.0)

Subjects excluded from evaluable efficacy (7 days) population 964 (4.2) 800 (3.4) 1764 (3.8)
Reason for exclusionc
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Table 28. Efficacy Populations – Blinded Placebo-Controlled Follow-up Period

Vaccine Group (as 
Randomized)

BNT162b2 (30 
μg)

na (%)

Placebo
na (%)

Total
na (%)

Randomized but did not meet all eligibility criteria 33 (0.1) 30 (0.1) 63 (0.1)
Data considered potentially unreliable due to lack of PI oversight 
identified as significant quality event

21 (0.1) 22 (0.1) 43 (0.1)

Did not receive all vaccinations as randomized or did not receive 
Dose 2 

within the predefined window (19-42 days after Dose 1)

732 (3.2) 748 (3.2) 1480 (3.2)

Unblinded prior to 7 days after Dose 2 45 (0.2) 11 (0.0) 56 (0.1)
Had other important protocol deviations on or prior to 7 days after 

Dose 2
240 (1.0) 60 (0.3) 300 (0.6)

Note: HIV-positive subjects are included in this summary but not included in the analyses of the overall study objectives. 
a. n = Number of subjects with the specified characteristic. 
b. These values are the denominators for the percentage calculations. 
c. Subjects may have been excluded for more than 1 reason. 
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (23:24) Source Data: adsl Table Generation: 27MAR2021 
(02:27) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: ./nda2_unblinded/C4591001_BLA/adsl_eff_pop 

Demographics

Demographics of participants in the updated evaluable efficacy population for participants 
without evidence of infection prior to 7 days after Dose 2 were similar in the BNT162b2 and 
placebo groups (Table 29). This analysis population had generally similar demographics 
compared to the safety population (refer to Section 2.5.5.5.1).

Demographic characteristics for the Dose 1 all-available efficacy population and for 
participants with or without evidence of infection prior to 7 days after Dose 2 (evaluable 
efficacy [7 days] population) were similar to the evaluable efficacy (7 days) population.
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Table 29. Demographic Characteristics – Blinded Placebo-Controlled Follow-up 
Period – Subjects Without Evidence of Infection Prior to 7 Days After Dose 
2 – Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=21069)

nb (%)

Placebo
(Na=21175)

nb (%)

Total
(Na=42244)

nb (%)

Sex
Male 10824 (51.4) 10689 (50.5) 21513 (50.9)
Female 10245 (48.6) 10486 (49.5) 20731 (49.1)

Race
White 17458 (82.9) 17604 (83.1) 35062 (83.0)
Black or African American 1799 (8.5) 1812 (8.6) 3611 (8.5)
American Indian or Alaska Native 188 (0.9) 182 (0.9) 370 (0.9)
Asian 959 (4.6) 949 (4.5) 1908 (4.5)
Native Hawaiian or other Pacific Islander 55 (0.3) 31 (0.1) 86 (0.2)
Multiracial 522 (2.5) 489 (2.3) 1011 (2.4)
Not reported 88 (0.4) 108 (0.5) 196 (0.5)
All othersc 1812 (8.6) 1759 (8.3) 3571 (8.5)

Racial Designation
Japanese 78 (0.4) 74 (0.3) 152 (0.4)

Ethnicity
Hispanic/Latino 5241 (24.9) 5217 (24.6) 10458 (24.8)
Non-Hispanic/non-Latino 15725 (74.6) 15846 (74.8) 31571 (74.7)
Not reported 103 (0.5) 112 (0.5) 215 (0.5)

Country
Argentina 2624 (12.5) 2617 (12.4) 5241 (12.4)
Brazil 1326 (6.3) 1314 (6.2) 2640 (6.2)
Germany 238 (1.1) 242 (1.1) 480 (1.1)
South Africa 307 (1.5) 297 (1.4) 604 (1.4)
Turkey 231 (1.1) 226 (1.1) 457 (1.1)
USA 16343 (77.6) 16479 (77.8) 32822 (77.7)

Age group (years)
12 to 15 1005 (4.8) 978 (4.6) 1983 (4.7)
16 to 55 11753 (55.8) 11824 (55.8) 23577 (55.8)
>55 8311 (39.4) 8373 (39.5) 16684 (39.5)
≥65 4245 (20.1) 4296 (20.3) 8541 (20.2)
16 to 17 344 (1.6) 334 (1.6) 678 (1.6)
16 to 25 1657 (7.9) 1668 (7.9) 3325 (7.9)
16 to 64 15819 (75.1) 15901 (75.1) 31720 (75.1)
18 to 64 15475 (73.4) 15567 (73.5) 31042 (73.5)
55 to 64 4499 (21.4) 4493 (21.2) 8992 (21.3)
65 to 74 3392 (16.1) 3442 (16.3) 6834 (16.2)
≥75 853 (4.0) 854 (4.0) 1707 (4.0)
75 to 85 848 (4.0) 848 (4.0) 1696 (4.0)
>85 5 (0.0) 6 (0.0) 11 (0.0)
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Table 29. Demographic Characteristics – Blinded Placebo-Controlled Follow-up 
Period – Subjects Without Evidence of Infection Prior to 7 Days After Dose 
2 – Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=21069)

nb (%)

Placebo
(Na=21175)

nb (%)

Total
(Na=42244)

nb (%)

Comorbiditiesd

Yes 9390 (44.6) 9411 (44.4) 18801 (44.5)
No 11679 (55.4) 11764 (55.6) 23443 (55.5)

Age at vaccination (years)
Mean (SD) 48.3 (17.41) 48.2 (17.41) 48.3 (17.41)
Median 50.0 50.0 50.0
Min, max (12, 89) (12, 91) (12, 91)

Note: HIV-positive subjects are included in this summary but not included in the analyses of the overall study objectives. 
a. N = number of subjects in the specified group, or the total sample. This value is the denominator for the percentage 
calculations. 
b. n = Number of subjects with the specified characteristic. 
c. All others = American Indian or Alaska native, Asian, Native Hawaiian or other Pacific Islander, multiracial, and not 
reported race categories. 
d. Number of subjects who have 1 or more comorbidities that increase the risk of severe COVID-19 disease: defined as 
subjects who had at least one of the Charlson comorbidity index category or BMI ≥30 kg/m2 (≥16 Years of age) or BMI 
≥95th percentile (12-15 Years of age). 
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (23:24) Source Data: adsl Table Generation: 19APR2021 
(17:13) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: 
./nda2 unblinded/C4591001 BLA/adsl demo 7d eval eff 

2.5.4.3.3.2. Vaccine Efficacy Without Prior Evidence of SARS-CoV-2 Infection – 7 Days 
After Dose 2 – Updated Analysis

Among participants without evidence of SARS-CoV-2 infection before and during the 
vaccination regimen, the estimated VE against confirmed COVID-19 occurring at least 
7 days after Dose 2 was 91.3%, with 77 COVID-19 cases in the BNT162b2 group compared 
to 850 cases in the placebo group (Table 30). The 2-sided 95% CI for vaccine efficacy was
89.0% to 93.2%. The posterior probability for the true VE being >30%, given the available 
data, was >99.99%.

The vaccine efficacy of BNT162b2 for the same efficacy endpoint based on the Dose 2 
all-available efficacy population was 91.4 % (2-sided 95% CI: 89.1%, 93.3%), with 78 and 
866 cases in the BNT162b2 and placebo group, respectively.
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Table 30. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2
– Blinded Placebo-Controlled Follow-up Period – Subjects Without 
Evidence of Infection Prior to 7 Days After Dose 2 – Evaluable Efficacy (7 
Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=20998)

Placebo
(Na=21096)

Efficacy Endpoint n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE 
(%)

(95% 
CIe)

Pr (VE >30% | 
data)f

First COVID-19 occurrence from 
7 days after Dose 2

77 6.247 (20712) 850 6.003 (20713) 91.3 (89.0, 
93.2)

>0.9999

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein–binding; NAAT = nucleic acid amplification test; 
SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy.
Note: Subjects who had no serological or virological evidence (prior to 7 days after receipt of the last dose) of past SARS-
CoV-2 infection (ie, N-binding antibody [serum] negative at Visit 1 and SARS-CoV-2 not detected by NAAT [nasal swab] 
at Visits 1 and 2), and had negative NAAT (nasal swab) at any unscheduled visit prior to 7 days after Dose 2 were 
included in the analysis.
a. N = number of subjects in the specified group. 
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for 
the endpoint. Time period for COVID-19 case accrual is from 7 days after Dose 2 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint.
e. Confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for surveillance time.
f. Posterior probability (Pr) was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for 
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (19:19) Source Data: adc19ef Table Generation: 27MAR2021 
(01:59) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: 
./nda2 unblinded/C4591001 BLA/adc19ef ve cov 7pd2 wo eval 

2.5.4.3.3.3. Vaccine Efficacy With or Without Prior Evidence of SARS-CoV-2 Infection 
– 7 Days After Dose 2 – Updated Analysis

Among participants with or without evidence of SARS-CoV-2 infection before and during 
the vaccination regimen, estimated VE against confirmed COVID-19 occurring at least 7 
days after Dose 2 was 91.1%, with 81 and 873 cases in the BNT162b2 and placebo groups,
respectively (Table 31). The 2-sided 95% CI for vaccine efficacy was 88.8% to 93.0%.  The 
posterior probability for the true VE being >30%, given the available data, was >99.99%.

The vaccine efficacy of BNT162b2 for the same efficacy endpoint based on the Dose 2 
all-available efficacy population was 91.2 % (2-sided 95% CI: 88.9%, 93.0%), with 82 and 
889 cases in the BNT162b2 and placebo group, respectively.
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Table 31. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2
– Blinded Placebo-Controlled Follow-up Period – Subjects With or 
Without Evidence of Infection Prior to 7 Days After Dose 2 – Evaluable 
Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=22166)

Placebo
(Na=22320)

Efficacy Endpoint n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE 
(%)

(95% 
CIe)

Pr (VE >30% | 
data)f

First COVID-19 occurrence from 
7 days after Dose 2

81 6.509 (21642) 873 6.274 (21689) 91.1 (88.8, 
93.0)

>0.9999

Abbreviation: VE = vaccine efficacy.
a. N = number of subjects in the specified group. 
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for 
the endpoint. Time period for COVID-19 case accrual is from 7 days after Dose 2 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint.
e. Confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for surveillance time.
f. Posterior probability (Pr) was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for 
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (19:19) Source Data: adc19ef Table Generation: 27MAR2021 
(01:59) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: 
./nda2_unblinded/C4591001_BLA/adc19ef_ve_cov_7pd2_eval 

All Confirmed Cases of COVID-19 After Dose 1 – Dose 1 All-Available Efficacy Population

A number of confirmed cases of COVID-19 are not captured in the analyses of the primary
endpoints for the evaluable efficacy population because they either occurred in participants 
who were excluded from the evaluable efficacy population or occurred <7 days after Dose 2.

All reports of COVID-19 with onset at any time after Dose 1 are accounted for in Table 32, 
which provides a summary of confirmed cases for all participants in the Dose 1 all-available 
efficacy (modified intention-to-treat) population adjusted for exposure, regardless of 
evidence of infection before or during the vaccination regimen. Among these participants, 
131 cases of COVID-19 occurred after Dose 1 in the BNT162b2 group compared to 1034
cases in the placebo group. The estimated VE against confirmed COVID-19 occurring after 
Dose 1 was 87.8% (2-sided 95% CI: 85.3%, 89.9%).

In this population, the estimated VE against all cases occurring ≥7 days after Dose 2 was 
91.2%. The estimated VE was 91.7% from ≥11 days after Dose 1 to before Dose 2, 96.2% for 
cases occurring from ≥7 days after Dose 2 to <2 months after Dose 2, 90.1% for the period 
from ≥2 months to <4 months after Dose 2, and 83.7% for the period ≥4 months after Dose 2. 
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The early onset of protection is readily apparent in Figure 2, which displays cumulative 
incidence for the first COVID-19 occurrence after Dose 1 among all vaccinated participants 
based on Dose 1 all-available efficacy (modified intention-to-treat) population. Disease onset 
appears to track together for BNT162b2 and placebo until approximately 11 days after 
Dose 1 (consistent with the data shown in Table 32), at which point the curves diverge with 
cases steadily accumulating in the placebo group and remaining virtually flat in the 
BNT162b2 group.

The darker-appearing symbols for both BNT162b2 (blue circles) and placebo (red squares) 
curves in Figure 2 have an “S” written inside the open symbol, which denotes severe cases.
Severe COVID-19 cases reported in the updated analysis are discussed further in 
Section 2.5.4.3.3.5.
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Table 32. Vaccine Efficacy – First COVID-19 Occurrence After Dose 1 – Blinded Placebo-Controlled Follow-up Period –
Dose 1 All-Available Efficacy Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=23040)

Placebo
(Na=23037)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

First COVID-19 occurrence after Dose 1 131 8.412 (22505) 1034 8.124 (22434) 87.8 (85.3, 89.9)
After Dose 1 to before Dose 2 46 1.339 (22505) 110 1.331 (22434) 58.4 (40.8, 71.2)

After Dose 1 to <11 days after Dose 1 41 0.677 (22505) 50 0.675 (22434) 18.2 (-26.1, 47.3)
≥11 Days after Dose 1 to before Dose 2 5 0.662 (22399) 60 0.656 (22369) 91.7 (79.6, 97.4)

Dose 2 to 7 days after Dose 2 3 0.424 (22163) 35 0.422 (22057) 91.5 (72.9, 98.3)
≥7 Days after Dose 2 82 6.649 (22132) 889 6.371 (22001) 91.2 (88.9, 93.0)

≥7 days after Dose 2 to <2 Months after Dose 2 12 2.923 (22132) 312 2.884 (22001) 96.2 (93.3, 98.1)
≥2 Months after Dose 2 to <4 Months after Dose 2 46 2.696 (20814) 449 2.593 (20344) 90.1 (86.6, 92.9)
≥4 Months after Dose 2 24 1.030 (12670) 128 0.895 (11802) 83.7 (74.7, 89.9)

Abbreviation: VE = vaccine efficacy.
a. N = number of subjects in the specified group.
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for the endpoint. Time period for COVID-19 case accrual is 
from Dose 1 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint.
e. Confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for surveillance time.
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (19:19) Source Data: adc19ef Table Generation: 19APR2021 (17:34) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: ./nda2 unblinded/C4591001 BLA/adc19ef ve cov pd1 aai 
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Figure 2. Cumulative Incidence Curves for the First COVID-19 Occurrence After Dose 1 – Blinded Placebo-Controlled 
Follow-up Period – Dose 1 All-Available Efficacy Population – Updated Analysis
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2.5.4.3.3.4. Vaccine Efficacy by Subgroup – Updated Analysis
Subgroup Analyses by Demographics and by Country 

For both primary endpoints, VE was also evaluated for subgroups of participants by age, sex,
race, ethnicity, country, and baseline SARS-CoV-2 status. Overall, the results show high VE 
across the subgroups. In the evaluable efficacy population among participants without
evidence of SARS-CoV-2 infection before and during the vaccination regimen, the estimated
VE was ≥90% in most subgroups, similar to the estimated 91.3% overall VE (Table 33).

High estimated VE was observed across age ranges/groups:

 100.0% in participants 12 to 15 years of age
 90.6% in participants 16 to 64 years of age
 94.5% in participants ≥65 years of age
 96.2% in those ≥75 years of age. 

Estimated VE was 90.1% and 92.4% in male and female participants, respectively. 

Estimated VE among race/ethnicity groups was:

 91.3% among White participants
 87.6% among Asian participants
 88.5% among Hispanic/Latino participants.

Estimated VE by country was:

 92.6% in the US
 86.5% in Argentina
 86.2% in Brazil
 100.0% in South Africa, Germany, and Turkey. 

Similar results were observed for subgroup analyses among participants with or without 
evidence of SARS-CoV-2 infection before and during the vaccination regimen (Table 34). 
In analyses for the Dose 1 all-available efficacy population, which included all confirmed 
cases occurring at any time after Dose 1, no clinically meaningful differences among the 
subgroups were identified (Table 35). 

Subgroup Analyses by Baseline SARS-CoV-2 Status

Subgroup analyses included evaluation of VE by prior SARS-CoV-2 status at baseline. 
The number of participants with positive prior SARS-CoV-2 status at baseline was relatively 
small, and the 95% CIs for the estimated VEs in these subgroup analyses were very wide; 
therefore, the data must be interpreted with caution. However, the results may provide some 
information regarding the benefits of vaccination for individuals with prior SARS-CoV-2 
infection.
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Participants with positive prior SARS-CoV-2 status at baseline were defined as those with 
positive N-binding antibody or NAAT results at Visit 1 or a medical history of COVID-19. 
In the evaluable efficacy analysis for this subgroup, the estimated VE against cases occurring 
≥7 days after Dose 2 was 46.9% (3 cases BNT162b2; 6 cases placebo; Table 34), and in the 
Dose 1 all-available efficacy analysis the estimated VE against cases occurring at any time 
after Dose 1 was 19.2% (13 cases BNT162b2, 17 cases placebo; Table 35). 

It is important to note that the subgroup defined above includes participants with both past 
infections (positive for N-binding antibody) and current infections (NAAT-positive). Since it is 
reasonable to expect that vaccination may be less effective in participants currently infected 
with SARS-CoV-2 at Visit 1, it may be relevant to examine VE specifically in participants who 
were positive for N-binding only (and were not NAAT-positive) at Visit 1. In the evaluable 
efficacy analysis for these participants, the estimated VE against cases occurring ≥7 days after 
Dose 2 was 58.9% (2 cases BNT162b2; 5 cases placebo); Table 34), and in the all-available 
efficacy analysis the estimated VE against cases occurring at any time after Dose 1 was 70.5% 
(2 cases BNT162b2, 7 cases placebo; Table 35). Therefore, estimates of VE are considerably 
higher in participants who were positive for N-binding antibody only, suggesting that 
vaccination provides a benefit for individuals with previous SARS-CoV-2 infection.

Subgroup Analyses by Risk Status

Analyses of efficacy by risk status were performed. For these analyses, at-risk participants 
were defined as those who had at least one Charlson Comorbidity Index condition or who 
were obese (defined as BMI ≥30 kg/m2).

Among participants without evidence of SARS-CoV-2 infection before and during the 
vaccination regimen, the estimated VE was similar for participants at risk (91.6%) and for 
participants not at risk (91.0%) (Table 36). The estimated VE for participants ≥65 years of 
age and at risk was 91.8%, as compared with 98.1% for those ≥65 years of age and not at 
risk. The estimated VE was similar in obese (91.6%) and non-obese (91.1%) participants. 

Results were similar among participants with or without evidence of SARS-CoV-2 infection
before and during the vaccination regimen (Table 37).

Subgroup Analyses by Comorbidity 

Among participants without prior evidence of SARS-CoV-2 infection before and during the 
vaccination regimen, the estimated VE was similar for participants with any comorbidity (91.6%
with 2-sided 95% CI of 88.2% to 94.3%) and for those with no comorbidity (91.0% with 2-sided 
95% CI of 87.6% to 93.6%) (Table 38). When evaluated by type of comorbidity, the estimated 
VE was >85% for participants with each comorbidity evaluated, including any malignancy, 
cardiovascular disease, chronic pulmonary disease, diabetes, obesity, and hypertension. 

Results were similar for participants with or without evidence of SARS-CoV-2 infection
before and during the vaccination regimen (Table 39). 
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Table 33. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2, by Subgroup – Blinded Placebo-
Controlled Follow-up Period – Subjects Without Evidence of Infection Prior to 7 Days After Dose 2 – Evaluable 
Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=20998)

Placebo
(Na=21096)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

First COVID-19 occurrence from 7 days after Dose 2

Overall 77 6.247 (20712) 850 6.003 (20713) 91.3 (89.0, 93.2)

Age group (years)
12 to 15 0 0.154 (1001) 16 0.147 (972) 100.0 (75.3, 100.0)
16 to 55 52 3.593 (11517) 568 3.439 (11533) 91.2 (88.3, 93.5)
>55 25 2.499 (8194) 266 2.417 (8208) 90.9 (86.3, 94.2)
≥65 7 1.233 (4192) 124 1.202 (4226) 94.5 (88.3, 97.8)
16 to 17 0 0.061 (342) 10 0.057 (331) 100.0 (58.2, 100.0)
16 to 25 8 0.482 (1629) 80 0.466 (1622) 90.3 (80.0, 96.0)
16 to 64 70 4.859 (15519) 710 4.654 (15515) 90.6 (87.9, 92.7)
18 to 64 70 4.798 (15177) 700 4.597 (15184) 90.4 (87.7, 92.6)
55 to 64 21 1.399 (4426) 157 1.334 (4388) 87.3 (79.8, 92.3)
65 to 74 6 0.994 (3350) 98 0.966 (3379) 94.1 (86.6, 97.9)
≥75 1 0.239 (842) 26 0.237 (847) 96.2 (76.9, 99.9)
75 to 85 1 0.238 (837) 25 0.235 (841) 96.0 (75.9, 99.9)
>85 0 0.001 (5) 1 0.001 (6) 100.0 (-4055.9, 100.0)

Sex
Male 42 3.246 (10637) 399 3.047 (10433) 90.1 (86.4, 93.0)
Female 35 3.001 (10075) 451 2.956 (10280) 92.4 (89.2, 94.7)
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Table 33. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2, by Subgroup – Blinded Placebo-
Controlled Follow-up Period – Subjects Without Evidence of Infection Prior to 7 Days After Dose 2 – Evaluable 
Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=20998)

Placebo
(Na=21096)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

Race
White 67 5.208 (17186) 747 5.026 (17256) 91.3 (88.9, 93.4)
Black or African American 4 0.545 (1737) 48 0.527 (1737) 91.9 (78.0, 97.9)
American Indian or Alaska Native 0 0.041 (186) 3 0.037 (176) 100.0 (-119.0, 100.0)
Asian 3 0.260 (946) 23 0.248 (934) 87.6 (58.9, 97.6)
Native Hawaiian or other Pacific Islander 0 0.015 (54) 1 0.008 (30) 100.0 (-1961.2, 100.0)
Multiracial 3 0.151 (518) 22 0.128 (476) 88.5 (61.6, 97.8)
Not reported 0 0.026 (85) 6 0.030 (104) 100.0 (2.8, 100.0)
All othersf 6 0.494 (1789) 55 0.451 (1720) 90.0 (76.9, 96.5)

Ethnicity
Hispanic/Latino 29 1.786 (5161) 241 1.711 (5120) 88.5 (83.0, 92.4)
Non-Hispanic/non-Latino 47 4.429 (15449) 609 4.259 (15484) 92.6 (90.0, 94.6)
Not reported 1 0.032 (102) 0 0.033 (109) -∞ (NA, NA)

Country
Argentina 15 1.012 (2600) 108 0.986 (2586) 86.5 (76.7, 92.7)
Brazil 12 0.406 (1311) 80 0.374 (1293) 86.2 (74.5, 93.1)
Germany 0 0.047 (236) 1 0.048 (242) 100.0 (-3874.2, 100.0)
South Africa 0 0.080 (291) 9 0.074 (276) 100.0 (53.5, 100.0)
Turkey 0 0.027 (228) 5 0.025 (222) 100.0 (-0.1, 100.0)
USA 50 4.674 (16046) 647 4.497 (16094) 92.6 (90.1, 94.5)
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Table 33. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2, by Subgroup – Blinded Placebo-
Controlled Follow-up Period – Subjects Without Evidence of Infection Prior to 7 Days After Dose 2 – Evaluable 
Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=20998)

Placebo
(Na=21096)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein–binding; NAAT = nucleic acid amplification test; 
SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy.
Note: Subjects who had no serological or virological evidence (prior to 7 days after receipt of the last dose) of past SARS-CoV-2 infection (ie, N-binding antibody [serum] 
negative at Visit 1 and SARS-CoV-2 not detected by NAAT [nasal swab] at Visits 1 and 2), and had negative NAAT (nasal swab) at any unscheduled visit prior to 7 days after 
Dose 2 were included in the analysis.
a. N = number of subjects in the specified group. 
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for the endpoint. Time period for COVID-19 case accrual is 
from 7 days after Dose 2 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint. 
e. Confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for surveillance time. 
f. All others = American Indian or Alaska native, Asian, Native Hawaiian or other Pacific Islander, multiracial, and not reported race categories.
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (19:22) Source Data: adc19ef Table Generation: 30MAR2021 (22:37) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: ./nda2 unblinded/C4591001 BLA/adc19ef ve cov 7pd2 wo sg eval 
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Table 34. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2, by Subgroup – Blinded Placebo-
Controlled Follow-up Period – Subjects With or Without Evidence of Infection Prior to 7 Days After Dose 2 –
Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=22166)

Placebo
(Na=22320)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

First COVID-19 occurrence from 7 days after Dose 2

Overall 81 6.509 (21642) 873 6.274 (21689) 91.1 (88.8, 93.0)

Age group (years)
12 to 15 0 0.170 (1109) 18 0.163 (1094) 100.0 (78.1, 100.0)
16 to 55 56 3.766 (12088) 584 3.619 (12142) 90.8 (87.9, 93.1)
>55 25 2.573 (8445) 271 2.491 (8453) 91.1 (86.5, 94.3)
≥65 7 1.267 (4315) 128 1.232 (4326) 94.7 (88.7, 97.9)
16 to 17 0 0.065 (365) 11 0.061 (355) 100.0 (62.4, 100.0)
16 to 25 10 0.511 (1734) 84 0.498 (1740) 88.4 (77.6, 94.6)
16 to 64 74 5.073 (16218) 727 4.879 (16269) 90.2 (87.6, 92.4)
18 to 64 74 5.008 (15853) 716 4.817 (15914) 90.1 (87.4, 92.3)
55 to 64 21 1.442 (4563) 159 1.386 (4559) 87.3 (79.9, 92.4)
65 to 74 6 1.021 (3450) 102 0.992 (3468) 94.3 (87.1, 98.0)
≥75 1 0.246 (865) 26 0.240 (858) 96.2 (77.2, 99.9)
75 to 85 1 0.244 (860) 25 0.238 (852) 96.1 (76.2, 99.9)
>85 0 0.001 (5) 1 0.001 (6) 100.0 (-4055.9, 100.0)

Sex
Male 44 3.376 (11103) 411 3.181 (10920) 89.9 (86.2, 92.8)
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Table 34. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2, by Subgroup – Blinded Placebo-
Controlled Follow-up Period – Subjects With or Without Evidence of Infection Prior to 7 Days After Dose 2 –
Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=22166)

Placebo
(Na=22320)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

Female 37 3.133 (10539) 462 3.093 (10769) 92.1 (88.9, 94.5)

Race
White 69 5.379 (17801) 768 5.191 (17880) 91.3 (88.9, 93.3)
Black or African American 4 0.611 (1958) 49 0.601 (1985) 92.0 (78.1, 97.9)
American Indian or Alaska Native 0 0.044 (200) 3 0.039 (182) 100.0 (-114.5, 100.0)
Asian 3 0.268 (976) 24 0.257 (967) 88.0 (60.5, 97.7)
Native Hawaiian or other Pacific Islander 0 0.016 (57) 1 0.008 (31) 100.0 (-1896.2, 100.0)
Multiracial 5 0.164 (561) 22 0.145 (532) 79.9 (45.7, 94.1)
Not reported 0 0.028 (89) 6 0.033 (112) 100.0 (-0.0, 100.0)
All othersf 8 0.519 (1883) 56 0.481 (1824) 86.8 (72.1, 94.5)

Ethnicity
Hispanic/Latino 32 1.862 (5408) 245 1.794 (5391) 87.4 (81.8, 91.6)
Non-Hispanic/non-Latino 48 4.615 (16128) 628 4.445 (16186) 92.6 (90.1, 94.6)
Not reported 1 0.033 (106) 0 0.034 (112) -∞ (NA, NA)

Country
Argentina 16 1.033 (2655) 110 1.017 (2670) 85.7 (75.7, 92.1)
Brazil 14 0.441 (1419) 82 0.408 (1401) 84.2 (71.9, 91.7)
Germany 0 0.047 (237) 1 0.048 (243) 100.0 (-3868.6, 100.0)
South Africa 0 0.099 (358) 10 0.096 (358) 100.0 (56.6, 100.0)
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Table 34. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2, by Subgroup – Blinded Placebo-
Controlled Follow-up Period – Subjects With or Without Evidence of Infection Prior to 7 Days After Dose 2 –
Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=22166)

Placebo
(Na=22320)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

Turkey 0 0.029 (238) 6 0.026 (232) 100.0 (22.2, 100.0)
USA 51 4.861 (16735) 664 4.678 (16785) 92.6 (90.2, 94.6)

Prior SARS-CoV-2 Status
Positive at baselineg 3 0.190 (639) 6 0.201 (689) 46.9 (-148.7, 91.4)

Positive N-binding only 2 0.147 (494) 5 0.151 (516) 58.9 (-151.3, 96.1)
Positive NAAT only 0 0.014 (50) 1 0.015 (58) 100.0 (-3996.1, 100.0)
Positive NAAT and N-binding 1 0.028 (95) 0 0.035 (114) -∞ (NA, NA)

Negative at baseline but positive prior to 7 days after Dose 2h 0 0.011 (43) 3 0.014 (60) 100.0 (-211.3, 100.0)
Negative prior to 7 days after Dose 2i 77 6.247 (20712) 850 6.003 (20712) 91.3 (89.0, 93.2)
Unknown 1 0.062 (248) 14 0.055 (228) 93.7 (58.3, 99.9)
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Table 34. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2, by Subgroup – Blinded Placebo-
Controlled Follow-up Period – Subjects With or Without Evidence of Infection Prior to 7 Days After Dose 2 –
Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=22166)

Placebo
(Na=22320)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein–binding; NAAT = nucleic acid amplification test; 
SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy.
a. N = number of subjects in the specified group. 
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for the endpoint. Time period for COVID-19 case accrual is 
from 7 days after Dose 2 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint. 
e. Confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for surveillance time.
f. All others = American Indian or Alaska native, Asian, Native Hawaiian or other Pacific Islander, multiracial, and not reported race categories.
g. Positive N-binding antibody result at Visit 1, positive NAAT result at Visit 1, or medical history of COVID-19. 
h. Negative N-binding antibody result and negative NAAT result at Visit 1, positive NAAT result at Visit 2 or at unscheduled visit, if any, prior to 7 days after Dose 2.
i. Negative N-binding antibody result at Visit 1, negative NAAT result at Visit 1 and Visit 2, and negative NAAT result at unscheduled visit, if any, prior to 7 days after Dose 
2.
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (19:22) Source Data: adc19ef Table Generation: 30MAR2021 (22:37) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: ./nda2 unblinded/C4591001 BLA/adc19ef ve cov 7pd2 sg eval 
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Table 35. Vaccine Efficacy – First COVID-19 Occurrence After Dose 1, by Subgroup – Blinded Placebo-Controlled Follow-
up Period – Dose 1 All-Available Efficacy Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=23040)

Placebo
(Na=23037)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

First COVID-19 occurrence after Dose 1

Overall 131 8.412 (22505) 1034 8.124 (22434) 87.8 (85.3, 89.9)

Age group (years)
12 to 15 3 0.257 (1120) 35 0.250 (1119) 91.6 (73.5, 98.4)
16 to 55 95 4.845 (12645) 693 4.669 (12626) 86.8 (83.6, 89.5)
>55 33 3.310 (8740) 306 3.204 (8689) 89.6 (85.0, 92.9)
≥65 12 1.645 (4455) 138 1.596 (4437) 91.6 (84.8, 95.7)
16 to 17 3 0.094 (373) 19 0.090 (370) 84.8 (48.4, 97.1)
16 to 25 18 0.661 (1811) 114 0.651 (1836) 84.4 (74.3, 91.1)
16 to 64 116 6.511 (16930) 861 6.278 (16878) 87.0 (84.2, 89.4)
18 to 64 113 6.417 (16557) 842 6.188 (16508) 87.1 (84.2, 89.5)
55 to 64 25 1.840 (4738) 185 1.772 (4697) 87.0 (80.2, 91.8)
65 to 74 10 1.319 (3550) 112 1.285 (3560) 91.3 (83.4, 95.9)
≥75 2 0.326 (905) 26 0.310 (877) 92.7 (70.7, 99.2)
75 to 85 2 0.324 (899) 25 0.309 (871) 92.4 (69.4, 99.1)
>85 0 0.002 (6) 1 0.002 (6) 100.0 (-3408.8, 100.0)

Sex
Male 70 4.355 (11560) 500 4.115 (11312) 86.8 (83.0, 89.9)
Female 61 4.057 (10945) 534 4.009 (11122) 88.7 (85.3, 91.5)
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Table 35. Vaccine Efficacy – First COVID-19 Occurrence After Dose 1, by Subgroup – Blinded Placebo-Controlled Follow-
up Period – Dose 1 All-Available Efficacy Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=23040)

Placebo
(Na=23037)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

Race
White 115 6.957 (18538) 916 6.719 (18479) 87.9 (85.3, 90.1)
Black or African American 6 0.783 (2042) 53 0.770 (2063) 88.9 (74.1, 96.1)
American Indian or Alaska Native 1 0.061 (216) 7 0.055 (209) 86.9 (-1.6, 99.7)
Asian 4 0.348 (995) 26 0.337 (990) 85.1 (57.0, 96.2)
Native Hawaiian or other Pacific Islander 0 0.021 (58) 1 0.011 (32) 100.0 (-2000.0, 100.0)
Multiracial 5 0.208 (565) 25 0.190 (546) 81.8 (51.6, 94.6)
Not reported 0 0.035 (91) 6 0.042 (115) 100.0 (-0.7, 100.0)
All othersf 10 0.672 (1925) 65 0.635 (1892) 85.5 (71.5, 93.3)

Ethnicity
Hispanic/Latino 52 2.351 (5701) 302 2.282 (5673) 83.3 (77.5, 87.8)
Non-Hispanic/non-Latino 78 6.018 (16692) 730 5.799 (16647) 89.7 (87.0, 92.0)
Not reported 1 0.043 (112) 2 0.043 (114) 49.4 (-872.9, 99.1)

Country
Argentina 32 1.282 (2846) 146 1.269 (2840) 78.3 (68.0, 85.7)
Brazil 14 0.554 (1430) 95 0.520 (1420) 86.1 (75.6, 92.7)
Germany 2 0.067 (246) 1 0.069 (250) -104.5 (-11965.9, 89.4)
South Africa 0 0.128 (367) 11 0.125 (365) 100.0 (61.1, 100.0)
Turkey 3 0.048 (246) 12 0.045 (244) 76.4 (12.4, 95.7)
USA 80 6.333 (17370) 769 6.095 (17315) 90.0 (87.4, 92.1)

Baseline SARS-CoV-2 status
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Table 35. Vaccine Efficacy – First COVID-19 Occurrence After Dose 1, by Subgroup – Blinded Placebo-Controlled Follow-
up Period – Dose 1 All-Available Efficacy Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=23040)

Placebo
(Na=23037)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

Positiveg 13 0.250 (692) 17 0.265 (736) 19.2 (-76.6, 63.9)
Positive N-binding only 2 0.192 (521) 7 0.198 (542) 70.5 (-54.7, 97.0)
Positive NAAT only 10 0.020 (66) 9 0.020 (69) -10.5 (-207.3, 59.7)
Positive NAAT and N-binding 1 0.038 (105) 1 0.046 (124) -20.5 (-9359.2, 98.5)

Negativeh 116 8.101 (21615) 1015 7.804 (21521) 89.0 (86.6, 91.0)
Unknown 2 0.061 (198) 2 0.055 (177) 9.7 (-1145.4, 93.5)

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein–binding; NAAT = nucleic acid amplification test; 
SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy.
a. N = number of subjects in the specified group. 
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for the endpoint. Time period for COVID-19 case accrual is 
from Dose 1 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint. 
e. Confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for surveillance time.
f. All others = American Indian or Alaska native, Asian, Native Hawaiian or other Pacific Islander, multiracial, and not reported race categories.
g. Positive N-binding antibody result at Visit 1, positive NAAT result at Visit 1, or medical history of COVID-19.
h. Negative N-binding antibody result at Visit 1, negative NAAT result at Visit 1, and no medical history of COVID-19.
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (19:22) Source Data: adc19ef Table Generation: 30MAR2021 (22:32) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: ./nda2 unblinded/C4591001 BLA/adc19ef ve cov pd1 sg aai 
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Table 36. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2, by Risk Status – Blinded Placebo-
Controlled Follow-up Period – Subjects Without Evidence of Infection Prior to 7 Days After Dose 2 – Evaluable 
Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=20998)

Placebo
(Na=21096)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

First COVID-19 occurrence from 7 days after Dose 2

Overall 77 6.247 (20712) 850 6.003 (20713) 91.3 (89.0, 93.2)

At riskf

Yes 35 2.797 (9167) 401 2.681 (9136) 91.6 (88.2, 94.3)
No 42 3.450 (11545) 449 3.322 (11577) 91.0 (87.6, 93.6)

Age group (years) and at risk
12-15 and not at risk 0 0.121 (788) 11 0.116 (769) 100.0 (61.9, 100.0)
12-15 and at risk 0 0.034 (213) 5 0.032 (203) 100.0 (-2.0, 100.0)
16-64 and not at risk 41 2.776 (8887) 385 2.661 (8886) 89.8 (85.9, 92.8)
16-64 and at risk 29 2.083 (6632) 325 1.993 (6629) 91.5 (87.5, 94.4)
≥65 and not at risk 1 0.553 (1870) 53 0.546 (1922) 98.1 (89.2, 100.0)
≥65 and at risk 6 0.680 (2322) 71 0.656 (2304) 91.8 (81.4, 97.1)

Obeseg

Yes 27 2.103 (6796) 314 2.050 (6875) 91.6 (87.6, 94.6)
No 50 4.143 (13911) 536 3.952 (13833) 91.1 (88.1, 93.5)

Age group (years) and obese
12-15 and not obese 0 0.135 (878) 13 0.131 (867) 100.0 (68.3, 100.0)
12-15 and obese 0 0.019 (123) 3 0.016 (105) 100.0 (-104.8, 100.0)
16-64 and not obese 46 3.178 (10212) 444 3.028 (10166) 90.1 (86.6, 92.9)
16-64 and obese 24 1.680 (5303) 266 1.624 (5344) 91.3 (86.7, 94.5)
≥65 and not obese 4 0.829 (2821) 79 0.793 (2800) 95.2 (87.1, 98.7)
≥65 and obese 3 0.404 (1370) 45 0.410 (1426) 93.2 (78.9, 98.7)
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Table 36. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2, by Risk Status – Blinded Placebo-
Controlled Follow-up Period – Subjects Without Evidence of Infection Prior to 7 Days After Dose 2 – Evaluable 
Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=20998)

Placebo
(Na=21096)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein–binding; NAAT = nucleic acid amplification test; 
SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy.
Note: Subjects who had no serological or virological evidence (prior to 7 days after receipt of the last dose) of past SARS-CoV-2 infection (ie, N-binding antibody [serum] 
negative at Visit 1 and SARS-CoV-2 not detected by NAAT [nasal swab] at Visits 1 and 2), and had negative NAAT (nasal swab) at any unscheduled visit prior to 7 days after 
Dose 2 were included in the analysis.
a. N = number of subjects in the specified group. 
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for the endpoint. Time period for COVID-19 case accrual is 
from 7 days after Dose 2 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint. 
e. Confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for surveillance time. 
f. Includes subjects who had at least one of the Charlson Comorbidity Index (CMI) category or obesity (BMI ≥30 kg/m2 [≥16 Years of age] or BMI ≥95th percentile [12-15 
Years of age]).
g. Subjects (≥16 Years of age) who had BMI ≥30 kg/m2. For 12 through 15 years age group, obesity is defined as a BMI at or above the 95th percentile. Refer to the CDC 
growth charts at https://www.cdc.gov/growthcharts/html_charts/bmiagerev htm.
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (19:22) Source Data: adc19ef Table Generation: 30MAR2021 (22:35) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: ./nda2_unblinded/C4591001_BLA/adc19ef_ve_cov_7pd2_wo_rg_eval 
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Table 37. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2, by Risk Status – Blinded Placebo-
Controlled Follow-up Period – Subjects With or Without Evidence of Infection Prior to 7 Days After Dose 2 –
Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=22166)

Placebo
(Na=22320)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

First COVID-19 occurrence from 7 days after Dose 2

Overall 81 6.509 (21642) 873 6.274 (21689) 91.1 (88.8, 93.0)

At riskf

Yes 36 2.925 (9601) 410 2.807 (9570) 91.6 (88.1, 94.2)
No 45 3.584 (12041) 463 3.466 (12119) 90.6 (87.2, 93.2)

Age group (years) and at risk
12-15 and not at risk 0 0.132 (867) 11 0.129 (864) 100.0 (61.1, 100.0)
12-15 and at risk 0 0.038 (242) 7 0.035 (230) 100.0 (36.2, 100.0)
16-64 and not at risk 44 2.887 (9254) 397 2.779 (9289) 89.3 (85.4, 92.4)
16-64 and at risk 30 2.186 (6964) 330 2.100 (6980) 91.3 (87.3, 94.2)
≥65 and not at risk 1 0.566 (1920) 55 0.559 (1966) 98.2 (89.6, 100.0)
≥65 and at risk 6 0.701 (2395) 73 0.672 (2360) 92.1 (82.0, 97.2)

Obeseg

Yes 28 2.207 (7139) 319 2.158 (7235) 91.4 (87.4, 94.4)
No 53 4.301 (14497) 554 4.114 (14448) 90.8 (87.9, 93.2)

Age group (years) and obese
12-15 and not obese 0 0.148 (969) 14 0.145 (970) 100.0 (70.5, 100.0)
12-15 and obese 0 0.022 (140) 4 0.019 (124) 100.0 (-31.1, 100.0)
16-64 and not obese 49 3.303 (10629) 458 3.158 (10614) 89.8 (86.2, 92.5)
16-64 and obese 25 1.768 (5584) 269 1.719 (5649) 91.0 (86.4, 94.3)
≥65 and not obese 4 0.850 (2899) 82 0.811 (2864) 95.3 (87.6, 98.8)
≥65 and obese 3 0.417 (1415) 46 0.420 (1462) 93.4 (79.5, 98.7)
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Table 37. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2, by Risk Status – Blinded Placebo-
Controlled Follow-up Period – Subjects With or Without Evidence of Infection Prior to 7 Days After Dose 2 –
Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=22166)

Placebo
(Na=22320)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

Abbreviation: VE = vaccine efficacy.
a. N = number of subjects in the specified group. 
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for the endpoint. Time period for COVID-19 case accrual is 
from 7 days after Dose 2 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint. 
e. Confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for surveillance time. 
f. Includes subjects who had at least one of the Charlson Comorbidity Index (CMI) category or obesity (BMI ≥30 kg/m2 [≥16 Years of age] or BMI ≥95th percentile [12-15 
Years of age]).
g. Subjects (≥16 Years of age) who had BMI ≥30 kg/m2. For 12 through 15 years age group, obesity is defined as a BMI at or above the 95th percentile. Refer to the CDC 
growth charts at https://www.cdc.gov/growthcharts/html charts/bmiagerev htm.
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (19:22) Source Data: adc19ef Table Generation: 30MAR2021 (22:35) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: ./nda2 unblinded/C4591001 BLA/adc19ef ve cov 7pd2 rg eval 
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Table 38. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2, by Comorbidity Status – Blinded 
Placebo-Controlled Follow-up Period – Subjects Without Evidence of Infection Prior to 7 Days After Dose 2 –
Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=20998)

Placebo
(Na=21096)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

First COVID-19 occurrence from 7 days after Dose 2

Overall 77 6.247 (20712) 850 6.003 (20713) 91.3 (89.0, 93.2)

Comorbidity
No comorbidity 42 3.450 (11545) 449 3.322 (11577) 91.0 (87.6, 93.6)
Any comorbidityf 35 2.797 (9167) 401 2.681 (9136) 91.6 (88.2, 94.3)

Any malignancy 3 0.228 (770) 27 0.214 (748) 89.6 (66.2, 98.0)
Cardiovascular 3 0.172 (584) 23 0.159 (555) 88.0 (60.2, 97.7)
Chronic pulmonary disease 8 0.490 (1684) 69 0.460 (1671) 89.1 (77.3, 95.5)
Diabetes 9 0.465 (1529) 61 0.444 (1517) 85.9 (71.4, 93.8)
Obese (≥30.0 kg/m2 [≥16 Years of age]) 27 2.083 (6673) 311 2.034 (6770) 91.5 (87.4, 94.5)
Obese (≥95th percentile [12-15 Years of age]) 0 0.019 (123) 3 0.016 (105) 100.0 (-104.8, 100.0)

Hypertension 15 1.481 (4900) 191 1.427 (4896) 92.4 (87.2, 95.8)

Diabetes (including gestational diabetes) 9 0.468 (1538) 63 0.447 (1531) 86.3 (72.4, 94.0)
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Table 38. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2, by Comorbidity Status – Blinded 
Placebo-Controlled Follow-up Period – Subjects Without Evidence of Infection Prior to 7 Days After Dose 2 –
Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=20998)

Placebo
(Na=21096)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein–binding; NAAT = nucleic acid amplification test; 
SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy.
Note: Subjects who had no serological or virological evidence (prior to 7 days after receipt of the last dose) of past SARS-CoV-2 infection (ie, N-binding antibody [serum] 
negative at Visit 1 and SARS-CoV-2 not detected by NAAT [nasal swab] at Visits 1 and 2), and had negative NAAT (nasal swab) at any unscheduled visit prior to 7 days after 
Dose 2 were included in the analysis.
a. N = number of subjects in the specified group. 
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for the endpoint. Time period for COVID-19 case accrual is 
from 7 days after Dose 2 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint. 
e. Confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for surveillance time. 
f. Subject who had 1 or more comorbidities that increase the risk of severe COVID-19 disease: defined as subjects who had at least one of the Charlson comorbidity index 
category or BMI ≥30 kg/m2 (≥16 Years of age) or BMI ≥95th percentile (12-15 Years of age).
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (19:22) Source Data: adc19ef Table Generation: 30MAR2021 (22:39) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: ./nda2 unblinded/C4591001 BLA/adc19ef ve cov 7pd2 wo cg eval 
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Table 39. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2, by Comorbidity Status – Blinded 
Placebo-Controlled Follow-up Period – Subjects With or Without Evidence of Infection Prior to 7 Days After 
Dose 2 – Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=22166)

Placebo
(Na=22320)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

First COVID-19 occurrence from 7 days after Dose 2

Overall 81 6.509 (21642) 873 6.274 (21689) 91.1 (88.8, 93.0)

Comorbidity
No comorbidity 45 3.584 (12041) 463 3.466 (12119) 90.6 (87.2, 93.2)
Any comorbidityf 36 2.925 (9601) 410 2.807 (9570) 91.6 (88.1, 94.2)

Any malignancy 3 0.234 (792) 27 0.217 (762) 89.7 (66.5, 98.0)
Cardiovascular 3 0.180 (607) 23 0.163 (569) 88.2 (60.9, 97.7)
Chronic pulmonary disease 8 0.512 (1764) 72 0.480 (1750) 89.6 (78.4, 95.7)
Diabetes 9 0.485 (1597) 62 0.463 (1582) 86.1 (71.9, 93.9)
Obese (≥30.0 kg/m2 [≥16 Years of age]) 28 2.185 (6999) 315 2.139 (7111) 91.3 (87.2, 94.3)
Obese (≥95th percentile [12-15 Years of age]) 0 0.022 (140) 4 0.019 (124) 100.0 (-31.1, 100.0)

Hypertension 15 1.535 (5078) 193 1.479 (5077) 92.5 (87.3, 95.9)

Diabetes (including gestational diabetes) 9 0.488 (1606) 64 0.466 (1596) 86.5 (72.8, 94.1)
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Table 39. Vaccine Efficacy – First COVID-19 Occurrence From 7 Days After Dose 2, by Comorbidity Status – Blinded 
Placebo-Controlled Follow-up Period – Subjects With or Without Evidence of Infection Prior to 7 Days After 
Dose 2 – Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=22166)

Placebo
(Na=22320)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

Abbreviation: VE = vaccine efficacy.
a. N = number of subjects in the specified group. 
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for the endpoint. Time period for COVID-19 case accrual is 
from 7 days after Dose 2 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint. 
e. Confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for surveillance time. 
f. Subject who had 1 or more comorbidities that increase the risk of severe COVID-19 disease: defined as subjects who had at least one of the Charlson comorbidity index 
category or BMI ≥30 kg/m2 (≥16 Years of age) or BMI ≥95th percentile (12-15 Years of age).
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (19:22) Source Data: adc19ef Table Generation: 30MAR2021 (22:39) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: ./nda2_unblinded/C4591001_BLA/adc19ef_ve_cov_7pd2_cg_eval 
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2.5.4.3.3.5. Vaccine Efficacy for Severe COVID-19 Cases – Updated Analysis
Efficacy Against Severe COVID-19 (≥7 Days After Dose 2)

Participants Without Evidence of Infection Before and During Vaccination Regimen

Among participants without evidence of SARS-CoV-2 infection before and during the 
vaccination regimen, the estimated VE against severe COVID-19 as defined by FDA 
occurring at least 7 days after Dose 2 was 95.3% (2-sided 95% CI: 71.0%, 99.9%), with 
1 and 21 cases in the BNT162b2 and placebo groups, respectively (Table 40). The posterior 
probability for the true vaccine efficacy being >30%, given the available data, was >99.99%.

Table 40. Vaccine Efficacy – First Severe COVID-19 Occurrence From 7 Days After 
Dose 2 – Blinded Placebo-Controlled Follow-up Period – Subjects Without 
Evidence of Infection Prior to 7 Days After Dose 2 – Evaluable Efficacy (7 
Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=20998)

Placebo
(Na=21096)

Efficacy Endpoint n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE 
(%)

(95% 
CIe)

Pr (VE >30% | 
data)f

First severe COVID-19 occurrence 
from 7 days after Dose 2

1 6.257 (20712) 21 6.120 (20713) 95.3 (71.0, 
99.9)

>0.9999

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein–binding; NAAT = nucleic acid amplification test; 
SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy.
Note: Subjects who had no serological or virological evidence (prior to 7 days after receipt of the last dose) of past SARS-
CoV-2 infection (ie, N-binding antibody [serum] negative at Visit 1 and SARS-CoV-2 not detected by NAAT [nasal swab] 
at Visits 1 and 2), and had negative NAAT (nasal swab) at any unscheduled visit prior to 7 days after Dose 2 were 
included in the analysis.
a. N = number of subjects in the specified group. 
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for 
the endpoint. Time period for COVID-19 case accrual is from 7 days after Dose 2 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint.
e. Confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for surveillance time.
f. Posterior probability (Pr) was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for 
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (19:19) Source Data: adc19ef Table Generation: 27MAR2021 
(02:26) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: 
./nda2 unblinded/C4591001 BLA/adc19ef ve sev cov 7pd2 wo eval 
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In addition, a supportive analysis was conducted for efficacy against severe cases of 
COVID-19 using the CDC definition of severe COVID-19 (hospitalization, admission to the 
intensive care unit (ICU), intubation or mechanical ventilation, or death).18 Among 
participants without evidence of SARS-CoV-2 infection before and during the vaccination 
regimen, the estimated VE against CDC-defined severe COVID-19 occurring at least 7 days 
after Dose 2 was 100.0% (2-sided 95% CI: 88.1%, 100.0%), with 0 and 32 cases in the 
BNT162b2 and placebo groups, respectively (Table 41).

Table 41. Vaccine Efficacy – First Severe COVID-19 Occurrence Based on CDC-
Definition From 7 Days After Dose 2 – Blinded Placebo-Controlled Follow-
up Period – Subjects Without Evidence of Infection Prior to 7 Days After 
Dose 2 – Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=20998)

Placebo
(Na=21096)

Efficacy Endpoint n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

First severe COVID-19 occurrence based on 
CDC-definition from 7 days after Dose 2

0 6.250 (20688) 32 6.108 (20680) 100.0 (88.1, 100.0)

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein–binding; NAAT = nucleic acid amplification test; 
SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy.
Note: Subjects who had no serological or virological evidence (prior to 7 days after receipt of the last dose) of past SARS-
CoV-2 infection (ie, N-binding antibody [serum] negative at Visit 1 and SARS-CoV-2 not detected by NAAT [nasal swab] 
at Visits 1 and 2), and had negative NAAT (nasal swab) at any unscheduled visit prior to 7 days after Dose 2 were 
included in the analysis.
a. N = number of subjects in the specified group. 
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for 
the endpoint. Time period for COVID-19 case accrual is from 7 days after Dose 2 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint.
e. Confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for surveillance time.
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (19:19) Source Data: adc19ef Table Generation: 27MAR2021 
(02:27) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: 
./nda2_unblinded/C4591001_BLA/adc19ef_ve_sev_7pd2_cdc_wo_eval 
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Participants With or Without Evidence of Infection Before and During Vaccination Regimen

Among participants with or without evidence of SARS-CoV-2 infection before and during 
the vaccination regimen, estimated VE against severe COVID-19 as defined by FDA 
occurring at least 7 days after Dose 2 was 95.3% (2-sided 95% CI: 70.9%, 99.9%), with 
1 and 21 cases in the BNT162b2 and placebo groups, respectively (Table 42). The posterior 
probability for the true vaccine efficacy being >30%, given the available data, was >99.99%.

Table 42. Vaccine Efficacy – First Severe COVID-19 Occurrence From 7 Days After 
Dose 2 – Blinded Placebo-Controlled Follow-up Period – Subjects With or 
Without Evidence of Infection Prior to 7 Days After Dose 2 – Evaluable 
Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=22166)

Placebo
(Na=22320)

Efficacy Endpoint n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE 
(%)

(95% 
CIe)

Pr (VE >30% | 
data)f

First severe COVID-19 occurrence 
from 7 days after Dose 2

1 6.522 (21649) 21 6.404 (21730) 95.3 (70.9, 
99.9)

>0.9999

Abbreviation: VE = vaccine efficacy.
a. N = number of subjects in the specified group. 
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for 
the endpoint. Time period for COVID-19 case accrual is from 7 days after Dose 2 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint.
e. Confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for surveillance time.
f. Posterior probability (Pr) was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for 
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (19:19) Source Data: adc19ef Table Generation: 27MAR2021 
(02:26) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: 
./nda2_unblinded/C4591001_BLA/adc19ef_ve_sev_cov_7pd2_eval 

In a supportive analysis conducted for efficacy against severe cases of COVID-19 using the 
CDC definition of severe COVID-19, among participants with or without evidence of 
SARS-CoV-2 infection before and during the vaccination regimen, the estimated VE against 
CDC-defined severe COVID-19 occurring at least 7 days after Dose 2 was 100.0% (2-sided 
95% CI: 88.0%, 100.0%), with 0 and 32 cases in the BNT162b2 and placebo groups,
respectively (Table 43).
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Table 43. Vaccine Efficacy – First Severe COVID-19 Occurrence Based on CDC-
Definition From 7 Days After Dose 2 – Blinded Placebo-Controlled Follow-
up Period – Subjects With or Without Evidence of Infection Prior to 7 
Days After Dose 2 – Evaluable Efficacy (7 Days) Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=22166)

Placebo
(Na=22320)

Efficacy Endpoint n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

First severe COVID-19 occurrence based on
CDC-definition from 7 days after Dose 2

0 6.514 (21620) 32 6.391 (21693) 100.0 (88.0, 100.0)

Abbreviation: VE = vaccine efficacy.
a. N = number of subjects in the specified group. 
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for 
the endpoint. Time period for COVID-19 case accrual is from 7 days after Dose 2 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint.
e. Confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for surveillance time.
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (19:19) Source Data: adc19ef Table Generation: 27MAR2021 
(02:27) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: 
./nda2 unblinded/C4591001 BLA/adc19ef ve sev 7pd2 cdc eval 

All Confirmed Cases of Severe COVID-19 After Dose 1 – Dose 1 All-Available Population

Among participants in the Dose 1 all-available efficacy (modified intention-to-treat)
population, 1 case of severe COVID-19 as defined by FDA occurred after Dose 1 in the 
BNT162b2 group compared to 30 cases in the placebo group (Table 44). The estimated VE 
against severe COVID-19 occurring after Dose 1 was 96.7% (2-sided 95% CI: 80.3%, 
99.9%).

In a supportive analysis conducted for efficacy against severe cases of COVID-19 using the 
CDC definition of severe COVID-19, among participants in the Dose 1 all-available efficacy 
population, 1 case of CDC-defined severe COVID-19 occurred after Dose 1 in the BNT162b2 
group (but before Dose 2) compared to 45 cases in the placebo group. The estimated VE 
against severe CDC-defined COVID-19 occurring after Dose 1 was 97.8% (2-sided 95% CI: 
87.2%, 99.9%).
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Table 44. Vaccine Efficacy – First Severe COVID-19 Occurrence After Dose 1 –
Blinded Placebo-Controlled Follow-up Period – Dose 1 All-Available 
Efficacy Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=23040)

Placebo
(Na=23037)

Efficacy Endpoint
Subgroup

n1b Surveillance
Timec (n2d)

n1b Surveillance
Timec (n2d)

VE (%) (95% CIe)

First severe COVID-19 occurrence after 
Dose 1

1 8.439 (22505) 30 8.288 (22435) 96.7 (80.3, 99.9)

After Dose 1 to before Dose 2 0 1.351 (22505) 6 1.360 (22435) 100.0 (14.5, 100.0)
Dose 2 to 7 days after Dose 2 0 0.425 (22170) 1 0.423 (22070) 100.0 (-3783.5, 100.0)
≥7 Days after Dose 2 1 6.663 (22142) 23 6.505 (22048) 95.8 (73.9, 99.9)

Abbreviation: VE = vaccine efficacy.
a. N = number of subjects in the specified group.
b. n1 = Number of subjects meeting the endpoint definition.
c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for 
the endpoint. Time period for COVID-19 case accrual is from Dose 1 to the end of the surveillance period.
d. n2 = Number of subjects at risk for the endpoint.
e. Confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for surveillance time.
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (19:19) Source Data: adc19ef Table Generation: 19APR2021 
(18:26) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: 
./nda2 unblinded/C4591001 BLA/adc19ef ve sev cov pd1 aai 

2.5.4.3.3.6. Efficacy Conclusions – Updated Analysis
Updated Analysis of Efficacy Against Confirmed COVID-19

In the updated descriptive efficacy analysis (data cutoff date: 13 March 2021), among 
participants in the evaluable efficacy population without evidence of SARS-CoV-2 infection 
before and during the vaccination regimen, the estimated VE against confirmed COVID-19 
occurring at least 7 days after Dose 2 was 91.3% (2-sided 95% CI: 89.0%, 93.2%), with 
77 cases in the BNT162b2 group and 850 cases in the placebo group. Among participants 
with or without evidence of SARS-CoV-2 infection before and during the vaccination 
regimen, the estimated VE against confirmed COVID-19 occurring at least 7 days after 
Dose 2 was 91.1% (2-sided 95% CI: 88.8%, 93.0%), with 81 and 873 cases in the BNT162b2 
and placebo groups, respectively.

All cases of confirmed COVID-19 are accounted for in the analyses of VE in the Dose 1 
all-available (modified intention-to-treat) population, regardless of evidence of infection 
before or during the vaccination regimen. In this analysis, the estimated VE against all cases 
occurring at any time after Dose 1 was 87.8% (2-sided 95% CI: 85.3%, 89.9%), with 
131 cases in the BNT162b2 group and 1034 cases in the placebo group. 
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In this same Dose 1 all-available (modified intention-to-treat) population, the estimated VE 
against all cases occurring ≥7 days after Dose 2 was 91.2%. The estimated VE was 91.7% 
from ≥11 days after Dose 1 to before Dose 2, 96.2% for cases occurring from ≥7 days after 
Dose 2 to <2 months after Dose 2, 90.1% for the period from ≥2 months to <4 months after 
Dose 2, and 83.7% for the period ≥4 months after Dose 2.

Updated Analysis of Efficacy in Subgroups

Among participants without evidence of SARS-CoV-2 infection before and during the 
vaccination regimen (efficacy evaluable population), VE against COVID-19 occurring at 
least 7 days after Dose 2 was evaluated for demographic and risk subgroups, as follows:

 Estimated VE was ≥90% in most demographic subgroups, similar to the estimated 91.3% 
overall VE. 

 High estimated VE was observed across age subgroups: 
 100.0% in participants 12 to 15 years of age
 90.6% in participants 16 to 64 years of age
 94.5% in participants ≥65 years of age
 96.2% in participants ≥75 years of age. 

 Estimated VE by country was 86.5% in Argentina; 86.2% in Brazil; 92.6% in the US; and 
100.0% in South Africa, Germany, and Turkey.

The estimated VE was similar for participants at risk (91.6%) and those not at risk (91.0%). The 
estimated VE for participants ≥65 years of age who were at risk was 91.8%, as compared with 
98.1% for those ≥65 years of age and not at risk. The estimated VE was similar in obese (91.6%) 
and non-obese (91.1%) participants. When evaluated by type of comorbidity, the estimated VE 
was >85% for participants with each comorbidity evaluated, including any malignancy, 
cardiovascular disease, chronic pulmonary disease, diabetes, obesity, and hypertension. 

Updated Analysis of Efficacy Against Severe Disease 

Among participants without evidence of SARS-CoV-2 infection before and during the 
vaccination regimen (evaluable efficacy population), the estimated VE against FDA-defined
severe COVID-19 (protocol definition) occurring at least 7 days after Dose 2 was 95.3% 
(2-sided 95% CI: 71.0%, 99.9%), with 1 and 21 cases in the BNT162b2 and placebo groups, 
respectively. Similarly, the estimated VE was also 95.3% [2-sided 95% CI: 70.9%, 99.9%]) 
among participants with or without evidence of SARS-CoV-2 infection, also with 1 and 
21 cases in the BNT162b2 and placebo groups, respectively.

Among participants without evidence of SARS-CoV-2 infection before and during the 
vaccination regimen (evaluable efficacy population), the estimated VE against CDC-defined
severe COVID-19 occurring at least 7 days after Dose 2 was 100.0% (2-sided 95% CI: 
88.1%, 100.0%), with 0 and 32 cases in the BNT162b2 and placebo groups, respectively.
Similarly, the estimated VE was also 100.0% [2-sided 95% CI: 88.0%, 100.0%]) among 
participants with or without evidence of SARS-CoV-2 infection before and during the 
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vaccination regimen, also with 0 and 32 cases in the BNT162b2 and placebo groups, 
respectively.

Among participants in the Dose 1 all-available (modified intention-to-treat) population, 
regardless of evidence of infection before or during the vaccination regimen, the estimated 
VE against FDA-defined severe cases of COVID-19 occurring at any time after Dose 1 was 
96.7% (2-sided 95% CI: 80.3%, 99.9%), with 1 case of severe COVID-19 in the BNT162b2 
group compared to 30 cases in the placebo group.

Overall Conclusions from Updated Analysis of Efficacy 

Updated efficacy results show that BNT162b2 at 30 µg provided protection against COVID-19 in 
participants regardless of evidence of past infection with SARS-CoV-2, including across 
demographic and risk subgroups, with severe cases observed predominantly in the placebo group.

2.5.4.4. Immunogenicity Results
Details of immunogenicity results, including for additional endpoints, are presented as follows:

Study BNT162-01: Module 5.3.5.1 BNT162-01 Interim CSR. 

Study C4591001:

Phase 1: immunogenicity results for all candidates and dose levels up to 1 month after Dose 2 
are presented in Module 5.3.5.1 C4591001 Efficacy Final Analysis Interim CSR; 
immunogenicity results for Phase 1 participants in the BNT162b2 30 µg up to 6 months after 
Dose 2 are presented in Module 5.3.5.1 C4591001 6-Month Update Interim CSR.

Phase 2: immunogenicity results up to 1 month after Dose 2 are presented in Module 5.3.5.1 
C4591001 Efficacy Final Analysis Interim CSR.

Immunogenicity data are also presented in Module 2.7.3 and summarized below.

2.5.4.4.1. Phase 1 Immunogenicity in Study BNT162-01
Details of immunogenicity results from the Phase 1 portion of Study BNT162-01 are presented 
in Module 5.3.5.1 BNT162-01 Interim CSR Section 10 and Section 11 and summarized below.

This section focuses primarily on Study BNT162-01 immune response data for BNT162b2, 
which was the candidate selected for further development in Phase 2/3 of pivotal Study 
C4591001. Summary serology data for the BNT162b1 groups are also presented.

In Study BNT162-01, T cell data are presented for BNT162b2 groups up to 7 days after 
Dose 2; a subset of participants had blood samples collected on Day 85 (9 weeks, or 
approximately 2 months, after Dose 2) and Day 184 (approximately 6 months after Dose 2) 
and analyzed. Immunogenicity data (neutralizing titers) are summarized for both BNT162b1 
and BNT162b2 groups up to approximately 2 months after Dose 2. Evaluable ELISPOT data 
(data cutoff date: 02 March 2021) were available from 76 participants across dose levels of 
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BNT162b2: 47 younger participants 18 to 55 years of age (dose range: 1 to 30 µg), and 
29 older participants 56 to 85 years of age (dose range: 10 to 30 µg). 

Evaluable intracellular cytokine staining and FACS data (data cutoff date: 02 March 2021) 
were available for 76 participants across dose levels of BNT162b2: 47 younger participants
(dose range: 1 to 30 µg) and 29 older participants (dose range: 10 to 30 µg). 

Serum neutralizing titers (data cutoff date: 23 October 2020) were available for younger 
participants who received BNT162b1 across dose levels (dose range: 1 to 60 µg; n=12 per
group), with no data available for older participants at this time; and for younger participants 
who received BNT162b2 (dose range: 1 to 30 µg; n=12 per group) and older participants
who received BNT162b2 (dose level: 20 µg; n=12 per group).

The immunogenicity set was generally similar to the safety set (refer to Section 2.5.5.2.1).

2.5.4.4.1.1. T Cell Response Data
T cell mediated immune responses were evaluated using ELISPOT and intracellular cytokine 
staining visualized with FACS, for data available up to a cutoff date of 02 March 2021. 
BNT162b2 induced poly-functional and pro-inflammatory CD4+ and CD8+ T cell responses 
in most participants in both the younger and older age groups. Re-stimulation of PBMCs 
with peptide pools representing the encoded antigen (full-length S protein) demonstrated a 
helper response characterized by a robust IFNγ and IL-2 response and only minor IL-4 
production. This cytokine profile indicates presence of a favorable Th1 response and absence 
of a potentially deleterious Th2 immune response.

2.5.4.4.1.1.1. ELISPOT Results
BNT162b2 induced strong SARS-CoV-2 S protein-specific CD4+ T cell responses in all 
participants in all of the dosed younger and older participants (76/76). CD8+ T cell responses 
were induced in 45/47 younger participants (95.7%) of in 24/29 older participants (82.8%). 
Overall, the magnitude of the BNT162b2 induced responses was comparable in younger and 
older participants receiving 30 µg of BNT162b2 (Figure 3). These T cell responses were 
directed against different parts of the antigen, including non-RBD sequences, indicating the 
induction of multi-epitopic responses by BNT162b2 in both age groups.

Dosing twice with BNT162b2 led to a substantial increase in incidence and magnitude of T cell 
responses in both age groups. While the magnitude of responses was similar across BNT162b2 
dose levels, the magnitude of CD8+ T cell responses was highest in the 30 µg group. 
Participants with the strongest CD4+ T cell responses had >10-fold of the memory responses 
observed in the same individuals against immunodominant peptides from the benchmarking 
epitope pool, CEFT (Figure 3). CD8+ T cell responses in these same individuals were 
comparable with memory responses against the epitope benchmarking pool, CEF. BNT162b2
induced CD4+ and CD8+ T cell responses were decreased on Day 85 (approximately 2 months
after Dose 2) but remained detectable on Day 184 (approximately 6 months after Dose 2) in 
almost all participants vaccinated with dose levels >10 µg, at levels higher than or within range 
of recall antigen memory responses (Figure 3).
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BNT162b2 induced de novo RBD and S protein specific T cell responses were observed for 
CD4+ T cells in 100% of participants and for CD8+ T cells in 96.6% of participants.

Figure 3. Durability of BNT162b2 Induced CD4+ and CD8+ T Cell Responses Against 
Full-Length S Protein

ELISPOT data are plotted for BNT162b2 groups from Day 1 (before Dose 1), Day 29, Day 85, and Day 184. 
Vertical dotted lines indicate the time of administration of Dose 2 (on Day 22). Common pathogen epitope 
pools (CEF, CEFT) assessed T cell reactivity; cell culture medium was a negative control. Each dot represents 
the sum of normalized mean spot count from duplicate wells stimulated with 2 peptide pools corresponding to 
full-length wild-type S protein for 1 study participant after subtracting medium-only control. Ratios above the
data points represent the number of participants with detectable CD4+ or CD8+ T cell responses within the total 
number of participants with available data at that timepoint and within that group.
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2.5.4.4.1.1.2. Intracellular Cytokine Production
Functionality and polarization of S-specific BNT162b2 induced SARS-CoV-2 T cells were 
assessed by intracellular accumulation of cytokines IFNγ, IL-2, and IL-4 measured after 
stimulation with overlapping peptide pools representing the full-length sequence of the whole 
SARS-CoV-2 S protein. For benchmarking, PBMC fractions from convalescent patients with 
virologically confirmed COVID-19 were used.

BNT162b2 induced T cell responses, especially for CD8+ T cells, were not limited to the 
RBD, as pronounced and strong T cell recognition of non-RBD regions of the S protein were 
observed. BNT162b2 induced poly-functional and pro-inflammatory CD4+ and CD8+ T cell 
responses in most participants. The Th1 polarization of the T helper response was 
characterized by robust IFNγ and IL-2, and only minor IL-4, production upon antigen-
specific re-stimulation (SARS-CoV-2 S protein peptide pools). No clear BNT162b2 dose 
dependency was observed, and cytokine responses in older participants were mostly identical 
in response pattern and intensity with that in younger participants.

Two doses of BNT162b2 induced CD4+ and CD8+ S-specific T cell responses in both age 
groups. Testing for SARS-CoV-2 S protein specific T cell responses was performed with two
different peptide pools: sub-pool 1 comprising overlapping peptides from the N-terminal 
region (which is not equivalent to structural domains) and sub-pool 2 comprising C-terminal 
regions of the S protein.

S-specific CD4+ T cells had a Th1-skewed cytokine profile with secretion of IFNγ or IL-2, 
or both (Figure 4 and Figure 5 for younger and older age groups in response to sub-pool 1 
stimulation). Almost no Th2 cytokine IL-4 secreting T cells were detectable in response to 
S peptide sub-pool stimulations. BNT162b2 induced T cell cytokine production therefore
suggested a Th1 profile characterized secreting IFN, or IL-2, or both at Day 29 (7 days after 
Dose 2).
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Figure 4. S-Specific CD4+ T Cell Cytokine Production in Response to BNT162b2 –
18 to 55 Years of Age

Bars represent the arithmetic means with 95% CIs. Cytokine production was calculated by summing fractions of 
all CD4+ T cells positive for IFNγ, IL-2, IFNγ and IL-2, or IL-4 following stimulation with S peptide sub-pool 1, 
setting this sum to 100%, and calculating the fraction of each cytokine producing subset. CD4+ non-responders 
(ie, participants with frequency of total cytokine producing CD4+ T cells <0.03%) were excluded from analysis: 
1 µg, n=2; 3 µg, n=1; and 10 µg, n=1.

Figure 5. S-Specific CD4+ T Cell Cytokine Production in Response to BNT162b2 –
56 to 85 Years of Age

Bars represent the arithmetic means with 95% CIs. Cytokine production was calculated by summing fractions of 
all CD4+ T cells positive for IFNγ, IL-2, IFNγ and IL-2, or IL-4 following stimulation with S peptide sub-pool 1, 
setting this sum to 100%, and calculating the fraction of each cytokine producing subset. CD4+ non-responders 
(ie, participants with frequency of total cytokine producing CD4+ T cells <0.03%) were excluded from analysis: 
10 µg, n=4 and 20 µg, n=1.
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S-specific IFN secretion was detected in CD8+ T cells at Day 29 in 65/79 participants 
(43/50 younger participants and 22/29 older participants); IL-2 secreting CD8+ T cells were 
also detected. Fractions of S-specific IFN+ CD8+ T cells targeting the N-terminal domain of 
the S protein reached up to 1.24% of total peripheral blood CD8+ T cells for the younger 
participants who received 20 or 30 µg dose levels, and up to 1.57% for older participants 
who received 30 µg. Preexisting CD8+ T cell responses against the C-terminal region of the 
S protein were detected in 17/79 dosed participants (range: 0.07 to 5.59% IFN-producing 
CD8+ T cells). In 5/17 participants, these preexisting responses were slightly amplified upon 
BNT162b2 dosing.

The mean fractions of S-specific CD4+ and CD8+ T cells from BNT162b2 vaccinated 
participants were substantially higher at Day 29 than that observed in 18 patients who 
recovered from COVID-19; the S protein sub-pool 1 IFN CD8+ response of 30 µg dosed 
participants was 12.5-fold higher. Importantly, for the clinically targeted 30 µg dose level, 
cytokine production elicited by BNT162b2 vaccination was mostly identical for older and 
younger participants with regard to cytokine response patterns and intensity.

For the majority of participants, the strong S-specific IFN+ and IL-2+ CD8+ T cell 
responses and Th1 CD4+ T cell responses contracted by Day 43 (3 weeks after Dose 2), and 
plateaued at a lower level towards Day 85 (approximately 2 months after Dose 2). This 
observation held true for all dose groups analyzed, with varying response magnitudes 
between individuals. For younger participants, the cell mediated immune responses were
detectable until Day 184 (approximately 6 months after Dose 2). Note that Day 184 PBMC
samples from older participants were not yet available at the time of this submission. 

The impact of SARS-CoV-2 infection on persistence of vaccine induced immune response 
could not be evaluated since participants were not routinely monitored for infection in Study
BNT162-01. 

Persistence of S-specific CD4+ and CD8+ T cells producing the indicated cytokines (IFN
and IL-2) as a fraction of the total circulating CD4+ and CD8+ T cells are shown in Figure 6,
which includes data for the 30 µg BNT162b2 dose group in younger and older participants
and is considered representative of observations for other dose groups.

BNT162b2 induced T cell responses, especially for CD8+ T cells, were not limited to the 
RBD, and pronounced and strong T cell recognition of non-RBD regions of the S protein 
were observed indicating a polyvalent immune recognition of multiple independent CD4+ 
and CD8+ restricted epitopes across the entire S protein.

BNT162b2 induced poly-functional and pro-inflammatory CD4+ and CD8+ T cell responses 
in nearly all participants and persisted in the majority of participants for up to approximately 
6 months. The Th1 polarization of the Th1 T cell response was characterized by robust 
production of IFN and IL-2. Only minor IL-4 production was observed upon antigen-
specific (ie, wild-type SARS-CoV-2 S protein peptide pools) re-stimulation, which was 
reduced in magnitude, at later time points.
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Figure 6. Persistence of S-Specific CD4+ T Cell Cytokine Production in Response to
BNT162b2 

Cytokine release data are plotted for the BNT162b2 30 µg dose level group from Day 1 (before Dose 1), Day 29, 
Day 43, Day 85, and Day 184. Vertical dotted lines indicate the time of administration of Dose 2 (on Day 22).
(a) Percentage of IFN+ CD4+ and CD8+ T cells for younger (n=10) participants who received BNT162b2 30 µg. 
(b) Percentage of IFN+ CD4+ and CD8+ T cells for older (n=7) participants who received BNT162b2 30 µg.
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2.5.4.4.1.2. SARS-CoV-2 Neutralization Titers
Results for serum neutralizing titers available for the immunogenicity set up to the 
immunogenicity data cutoff date (23 October 2020) as follows:

 BNT162b1: younger participants: N=60, n=12 each in 1, 10, 30, 50, and 60 µg groups with 
data available up to Day 43 for all doses; no data available for older participants. 

 BNT162b2: younger participants: N=60, n=12 each in 1, 3, 10, 20, and 30 µg groups with 
data available up to Day 50 for 1 and 3 µg and up to Day 85 for 10, 20, and 30 µg; 
older participants: N=36, n=12 each in 10, 20, and 30 µg groups; up to Day 29 for 20 µg.

In Study BNT162-01, at 21 days after administration of Dose 1 and prior to administration of 
Dose 2 (Day 22), both BNT162b1 and BNT162b2 showed modest, dose-dependent increases 
in SARS-CoV-2 50% neutralizing GMTs over baseline for both age groups.

For BNT162b1, by 7 days after Dose 2 (Day 29) there was a clear dose-level booster 
response from 10 µg to 50 µg of BNT162b1 for younger participants. Note: the group 
receiving BNT162b1 at the 60 µg dose level did not receive a second dose per SRC decision 
based on reactogenicity of the initial 60 µg dose; for this dose group, neutralizing GMTs 
remained at a lower level, indicating a booster dose is necessary to increase functional 
antibody titers. No data for the older group are available at this time.

For BNT162b2, by 7 days after Dose 2 (Day 29) GMTs had increased substantially in 
younger participants who received doses of ≥3 µg and in older participants who received
20 µg. On Day 29 (1 week after Dose 2 of BNT162b2), neutralizing GMTs were comparable 
in the younger and older age groups at the 20 µg dose level. On Day 43 (3 weeks after 
Dose 2 of BNT162b2), neutralizing GMTs in the younger groups decreased at the 3, 20, and 
30 µg dose levels. Thereafter, neutralizing GMTs remained stable up to Day 85 
(approximately 2 months after Dose 2) for younger dose groups of 10, 20, and 30 µg.

Overall, both vaccine candidates elicited a boost effect after receiving Dose 2 that was most 
pronounced at the 30 µg dose level.

HCS Comparison

For benchmarking, neutralizing GMTs across dose level groups were compared with those of 
a panel of human convalescent sera (HCS) comprising samples obtained from 38 individuals 
18 to 85 years of age at least 14 days after confirmed diagnosis of COVID-19.19,20

For younger BNT162b1 recipients, Day 43 (3 weeks after Dose 2) neutralizing GMTs ranged 
from 0.7- to 3.6-fold that of the HCS panel. Data for the older group are unavailable at this time.

For younger BNT162b2 recipients at 10 to 30 µg dose levels, Day 85 (approximately 
2 months after Dose 2) neutralizing GMTs ranged from 1.3- to 1.9-fold that of the HCS 
panel. Preliminary data for older BNT162b2 recipients were available through Day 29
(1 week after Dose 2) for the 20 µg dose level, which showed neutralizing GMTs exceeding 
that of the HCS panel.
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2.5.4.4.2. Phase 1 Immunogenicity in Study C4591001
Details of immunogenicity results from the Phase 1 portion of Study C4591001 up to 
1 month after Dose 2 are presented in Module 5.3.5.1 C4591001 Efficacy Final Analysis 
Interim CSR Section 10 and Section 11.2. 

Details of immunogenicity results for Phase 1 participants in the BNT162b2 30 µg up to 
6 months after Dose 2 are presented in Module 5.3.5.1 C4591001 6-Month Update Interim 
CSR Section 10 and Section 11.2.

This section focuses on immunogenicity for dose level groups for both vaccine candidates 
that were administered as 2 doses at the same dose level. Note that the group receiving 
BNT162b1 at the 100 µg dose level received a second dose of 10 µg, per IRC decision based 
on reactogenicity of the initial 100 µg dose. This dose level was described in detail in the 
C4591001 Final Analysis Interim CSR but is not discussed further in this section.

The data cutoff date for immunogenicity analyses of Phase 1 participants was 
24 August 2020 for up to 1 month after Dose 2 of both vaccine candidates (BNT162b1 and 
BNT162b2). Data up to 6 months after Dose 2 are available for participants who received
BNT162b2 30 µg have a data cutoff of 13 March 2021.

The Phase 1 immunogenicity populations were generally similar to the Phase 1 safety 
population (refer to Section 2.5.5.3.1).

Results for the all-available immunogenicity population in the younger and older age groups 
were similar to those observed for the evaluable immunogenicity population.

2.5.4.4.2.1. SARS-CoV-2 Neutralizing Titers and Antigen-Binding IgG Concentrations 
Geometric Mean Titers/Concentrations (GMTs/GMCs)

Overall, for both the BNT162b1 and the BNT162b2 recipients in both age groups, 
SARS-CoV-2 50% neutralizing GMTs modestly increased by at 3 weeks after Dose 1 and 
prior to receiving Dose 2 (Day 21) and were substantially increased by 7 days after Dose 2
(Day 28). 

In the younger age groups, SARS-CoV-2 50% neutralizing GMTs modestly increased by 
3 weeks after Dose 1 and prior to Dose 2 (Day 21) and were substantially increased by 7 days 
after Dose 2 of BNT162b1 (Day 28), with the highest neutralizing GMTs across vaccine 
candidates observed in the 30 µg dose groups.

Similar trends were observed in the older age groups for both vaccine candidates. Generally, 
neutralizing GMTs in the older age group tended to be somewhat lower than the GMTs in the 
younger age group at most time points for both BNT162b1 and BNT162b2 recipients.

Overall, for both the BNT162b1 and the BNT162b2 recipients, and in both age groups, 
RBD- and S1-binding GMCs increased substantially by 3 weeks after Dose 1 and prior to 
receiving Dose 2 (Day 21) and were further increased 7 days after Dose 2 (Day 28). 
Responses were maintained through 1 month after Dose 2 (Day 52). 
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In the younger age groups, RBD- or S1-binding GMCs increased substantially by Day 21 
after Dose 1 of BNT162b1 and further increased 7 days after Dose 2 (Day 28) of BNT162b1, 
with higher GMCs observed in the 30 µg dose group.

Similar trends were observed in the older age groups, with higher S1-binding GMCs 
observed in the 20 µg and/or 30 µg dose groups for both vaccine candidates. GMCs in the 
older age group were generally lower than the GMCs in the younger age group.

HCS Comparison

BNT162b1 and BNT162b2 GMTs were compared with neutralizing antibody levels with an 
HCS panel, composed of 38 human SARS-CoV-2 infection/COVID-19 convalescent sera, 
drawn from participants 18 to 83 years of age at least 14 days after PCR-confirmed 
diagnosis, and at a time when participants were asymptomatic.19,20 In Phase 1 of Study
C4591001, GMTs measured 7 days after Dose 2 (Day 28) of BNT162b1 or BNT162b2 at the 
30 µg dose level were 267.1 and 100.8 for younger and older participants who received 
BNT162b1, and 360.9 and 155.7 for younger and older participants who received 
BNT162b2. These GMTs were approximately 2.8- to 3.8-times that of the HCS panel GMT 
for younger participants, and 1.1- to 1.7-times that of the panel for older participants. By 
1 month after Dose 2 (Day 52), GMTs were generally stable and were approximately 1.5- to 
1.9-times that of the convalescent serum panel GMT for younger participants, and 1.5- to 
1.6-times that of the panel for older participants. These comparisons to HCS further support 
the benefit of both candidates at the 30 µg dose level. The comparison of SARS-CoV-2 
neutralizing titers to both study candidates to the HCS panel also showed the benefit of the 
second dose, with a dose response up to 30 µg.

Persistence of Immune Response Up to 6 Months After Dose 2 of BNT162b2 30 µg

Neutralizing GMTs and S1-binding GMCs were evaluated at 6 months after Dose 2 for the 
Phase 1 groups of participants who received BNT162b2 at 30 µg and corresponding placebo 
recipients. Samples from some earlier time points (ie, from Day 1 through Day 52) were re-
analyzed with the 6-month post Dose 2 (Day 202) data for consistency in reporting.

Geometric Mean Titers (GMTs) and Geometric Mean Concentrations (GMCs)

Among participants who received the 30 µg dose level of BNT162b2, in both age groups, the 
observed SARS-CoV-2 serum 50% neutralizing GMTs declined from 1 month after Dose 2 
(Day 52) to 6 months after Dose 2 (Day 202). In the younger age group, GMTs were 179.2 at 
1 month after Dose 2 and 54.7 at 6 months after Dose 2; in the older age group GMTs 
declined from 151.6 to 29.0. Observed S1-binding IgG GMCs at 6 months after Dose 2 also 
declined. 

At 6 months after Dose 2, both GMTs and GMCs remained higher than pre-vaccination and 
placebo control levels.

For Phase 1 data available up to 6 months after Dose 2, GMTs are shown in Figure 7 and 
GMCs are shown in Figure 8.
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Figure 7. Geometric Mean Titers and 95% CIs: SARS-CoV-2 Neutralization Assay – NT50 – Phase 1, 2 Doses, 21 Days 
Apart – BNT162b2 (30 µg)/Placebo – Evaluable Immunogenicity Population
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Figure 8. Geometric Mean Concentrations and 95% CIs: S1-Binding IgG Level Assay – Phase 1, 2 Doses, 21 Days Apart –
BNT162b2 (30 µg)/Placebo – Evaluable Immunogenicity Population
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Geometric Mean Fold Rises (GMFRs)

In the younger and older age groups, respectively, GMFRs of SARS-CoV-2 serum 50% 
neutralizing titers from before vaccination with BNT162b2 30 µg to each subsequent time 
point were 2.9 and 1.7 at Day 21 (before Dose 2); 17.9 and 15.2 at 1 month after Dose 2; 
5.5 and 2.9 at 6 months after Dose 2. Results for GMFRs of S1-binding IgG concentrations 
reflected similar trends. 

Geometric Mean Ratios (GMRs)

At 6 months after Dose 2 of BNT162b2 30 µg, GMRs of SARS-CoV-2 50% neutralizing 
titers to S1-binding IgG levels were 0.057 in the younger age group and 0.052 in the older 
age group. These values are similar to those observed at Day 21. 

Number (%) of Participants Achieving a ≥4-Fold Rise from Baseline

In the younger age group, the proportions of participants achieving a ≥4-fold rise in 
SARS-CoV-2 50% neutralizing titers from before vaccination to each time point were: 50.0% 
(6/12) at Day 21; 100.0% (11/11) at 1 month after Dose 2; and 60.0% (6/10) at 6 months after 
Dose 2 of BNT162b2 30 µg. In the older age group, these proportions were 9.1% (1/11) at 
Day 21; 81.8% (9/11) at 1 month after Dose 2; and 27.3% (3/11) at 6 months after Dose 2 of 
BNT162b2 30 µg.

With respect to S1-binding IgG concentrations, 100% of participants in both age groups had 
a ≥4-fold increase from baseline at each of these time points.

2.5.4.4.3. Phase 2 Immunogenicity in Study C4591001
Details of immunogenicity results from the Phase 2 portion of Study C4591001 are presented 
in Module 5.3.5.1 C4591001 Efficacy Final Analysis Interim CSR Section 10 and Section 11
and summarized below.

The data cutoff date for immunogenicity analyses of Phase 2 participants was 
12 October 2020 and included data up to 1 month after Dose 2. Data from the 6-month time 
point were not available at the time of the submission data cutoff date.

2.5.4.4.3.1. Immunogenicity Populations
Disposition and Data Sets Analyzed

The 360 participants enrolled in Phase 2 were randomized 1:1 to the BNT162b2 and placebo 
groups (180 participants each). Among participants randomized to the BNT162b2 group, 
88 participants were in the younger age group (18 to 55 years of age) and 92 participants 
were in the older age group (56 to 85 years of age) (Table 45).  

All 360 participants received both doses of study vaccine, except for 1 participant in the 
younger age group who was withdrawn from the study after Dose 1 of BNT162b2 but before 
Dose 2 because of an SAE of gastric adenocarcinoma 23 days after receiving Dose 1.
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Immunogenicity results are currently available for the pre-vaccination and 1-month post 
Dose 2 time point; results for later time points will be reported when available. 

A total of 7 participants (3 in the BNT162b2 group and 4 in the placebo group) were 
excluded from the Dose 2 all-available immunogenicity population because they did not have 
at least 1 valid and determinate immunogenicity result after Dose 2. The Dose 2 evaluable 
immunogenicity population included 93.9% of participants who received BNT162b2 and 
92.8% of participants who received placebo. The reasons for data exclusion are shown in
Table 45. Serology data at 1 month after Dose 2 from 2 participants who had a postbaseline 
positive SARS-CoV-2 test result were excluded in the analysis based on the Dose 2 evaluable 
immunogenicity populations, according to the study protocol and SAP.

Demographics

In the Dose 2 evaluable immunogenicity population, 52.1% of participants were male; 84.8% 
were White and 10.1% were Black or African American; 10.7% were Hispanic; and the 
median age was 56 years (range: 18 to 85) (Table 46).
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Table 45. Immunogenicity Populations – Phase 2

Vaccine Group (as Randomized)

BNT162b2 (30 μg) Placebo

18-55 Years 56-85 Years 18-85 Years 18-85 Years Total
na (%) na (%) na (%) na (%) na (%)

Randomizedb 88 (100.0) 92 (100.0) 180 (100.0) 180 (100.0) 360 (100.0)

Dose 2 all-available immunogenicity population 85 (96.6) 91 (98.9) 176 (97.8) 176 (97.8) 352 (97.8)
Subjects excluded from Dose 2 all-available immunogenicity population 3 (3.4) 1 (1.1) 4 (2.2) 4 (2.2) 8 (2.2)

Reason for exclusion
Did not receive Dose 2 1 (1.1) 0 1 (0.6) 0 1 (0.3)
Did not have at least 1 valid and determinate immunogenicity result after Dose 2 2 (2.3) 1 (1.1) 3 (1.7) 4 (2.2) 7 (1.9)

Dose 2 evaluable immunogenicity population 80 (90.9) 89 (96.7) 169 (93.9) 167 (92.8) 336 (93.3)
Subjects excluded from Dose 2 evaluable immunogenicity population 8 (9.1) 3 (3.3) 11 (6.1) 13 (7.2) 24 (6.7)

Reason for exclusionc

Did not receive 2 doses of the vaccine to which they are randomly assigned 1 (1.1) 0 1 (0.6) 0 1 (0.3)
Did not receive Dose 2 within 19-42 days after Dose 1 0 1 (1.1) 1 (0.6) 4 (2.2) 5 (1.4)
Did not have at least 1 valid and determinate immunogenicity result after Dose 2 2 (2.3) 1 (1.1) 3 (1.7) 4 (2.2) 7 (1.9)
Did not have blood collection within 28-42 days after Dose 2 5 (5.7) 2 (2.2) 7 (3.9) 7 (3.9) 14 (3.9)
Had important protocol deviation(s) as determined by the clinician 0 0 0 1 (0.6) 1 (0.3)

a. n = Number of subjects with the specified characteristic, or the total sample. 
b. These values are the denominators for the percentage calculations. 
c. Subjects may have been excluded for more than 1 reason. 
PFIZER CONFIDENTIAL SDTM Creation: 02NOV2020 (19:23) Source Data: adsl Table Generation: 12NOV2020 (02:19) 
(Cutoff Date: 12OCT2020, Snapshot Date: 02NOV2020) Output File: ./nda2 unblinded/C4591001 IA P2 Serology/adva s008 imm pop p2 
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Table 46. Demographic Characteristics – Phase 2 – Dose 2 Evaluable Immunogenicity Population

Vaccine Group (as Randomized)

BNT162b2 (30 μg) Placebo

18-55 Years
(Na=80)
nb (%)

56-85 Years
(Na=89)
nb (%)

18-85 Years
(Na=169)
nb (%)

18-85 Years
(Na=167)
nb (%)

Total
(Na=336)
nb (%)

Sex
Male 41 (51.3) 49 (55.1) 90 (53.3) 85 (50.9) 175 (52.1)
Female 39 (48.8) 40 (44.9) 79 (46.7) 82 (49.1) 161 (47.9)

Race
White 64 (80.0) 83 (93.3) 147 (87.0) 138 (82.6) 285 (84.8)
Black or African American 9 (11.3) 3 (3.4) 12 (7.1) 22 (13.2) 34 (10.1)
American Indian or Alaska native 0 1 (1.1) 1 (0.6) 1 (0.6) 2 (0.6)
Asian 5 (6.3) 0 5 (3.0) 4 (2.4) 9 (2.7)
Multiracial 1 (1.3) 1 (1.1) 2 (1.2) 1 (0.6) 3 (0.9)
Not reported 1 (1.3) 1 (1.1) 2 (1.2) 1 (0.6) 3 (0.9)

Ethnicity
Hispanic/Latino 13 (16.3) 3 (3.4) 16 (9.5) 20 (12.0) 36 (10.7)
Non-Hispanic/non-Latino 66 (82.5) 85 (95.5) 151 (89.3) 145 (86.8) 296 (88.1)
Not reported 1 (1.3) 1 (1.1) 2 (1.2) 2 (1.2) 4 (1.2)

Age at vaccination (years)
Mean (SD) 41.0 (10.47) 65.9 (6.64) 54.1 (15.18) 51.6 (15.92) 52.8 (15.58)
Median 43.5 65.0 56.0 56.0 56.0
Min, max (18, 55) (56, 85) (18, 85) (20, 83) (18, 85)

a. N = number of subjects in the specified group, or the total sample. This value is the denominator for the percentage calculations. 
b. n = Number of subjects with the specified characteristic. 
PFIZER CONFIDENTIAL SDTM Creation: 02NOV2020 (19:23) Source Data: adsl Table Generation: 12NOV2020 (00:12) 
(Cutoff Date: 12OCT2020, Snapshot Date: 02NOV2020) Output File: ./nda2 unblinded/C4591001 IA P2 Serology/adsl s005 demo p2 d2 eval 

09
01

77
e1

96
ec

b5
62

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 3
0-

A
pr

-2
02

1 
20

:1
2 

(G
M

T
)

FDA-CBER-2021-5683-0002509



BNT162b2
2.5 Clinical Overview

CONFIDENTIAL
Page 130

2.5.4.4.3.2. SARS-CoV-2 Neutralizing Titers and S1-Binding IgG Concentrations
Results of immunogenicity analyses reported here are those for the Dose 2 evaluable 
immunogenicity population; note that baseline positive participants (by SARS-CoV-2 
N-binding antibody or positive NAAT at Visit 1) were not excluded from these analyses. 
Immunogenicity results for the Dose 2 all-available immunogenicity population were similar 
to those for the evaluable population.

Geometric Mean Titers/Concentrations (GMTs/GMCs)

BNT162b2 elicited robust SARS-CoV-2 immune responses at 1 month after Dose 2 defined 
by both SARS-CoV-2 50% neutralizing titers (GMTs) (Figure 9) and S1-binding IgG 
concentrations (GMCs) (Figure 10). GMTs/GMCs were higher in younger participants (18 to 
55 years of age) than in older participants (56 to 85 years of age) (Table 47).

HCS Comparison

Of note, 50% neutralizing GMTs at 1-month post Dose 2 for both younger (GMT=399.4) and 
older participants (GMT=255.0) in the evaluable immunogenicity population were similar to 
the GMTs of a comparative panel of HCS (GMT=319).19 The HCS is the same panel 
described in Section 2.5.4.2.3.3, except 5 sera from the N=38 serum panel had been depleted.

Geometric Mean Fold-Rise (GMFR) in Titers/Concentrations

Results for GMFRs in SARS-CoV-2 50% neutralizing titers and S1-binding IgG 
concentrations were robust at 1 month after Dose 2 of BNT162b2, with higher GMFRs 
observed in younger participants than in older participants (Table 48). 
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Figure 9. Geometric Mean Titers: SARS-CoV-2 Neutralization Assay – NT50 – Evaluable Immunogenicity Population –
Phase 2
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Figure 10. Geometric Mean Concentrations: SARS-CoV-2 S1-Binding IgG Level Assay – Evaluable Immunogenicity 
Population – Phase 2
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Table 47. Summary of Geometric Mean Titers/Concentrations – Phase 2 – Dose 2 
Evaluable Immunogenicity Population

Vaccine Group (as Randomized) 

BNT162b2 (30 μg) Placebo

18-55 Years 56-85 Years 18-85 Years 18-85 Years
Assay Dose/

Sampling
Time 
Pointa

nb GMT/GMCc

(95% CIc)
nb GMT/GMCc

(95% CIc)
nb GMT/GMCc

(95% CIc)
nb GMT/GMCc

(95% CIc)

SARS-CoV-2 
neutralization assay -
NT50 (titer)

1/Prevax 80 10.1
(9.9, 10.4)

88 10.3
(9.9, 10.7)

168 10.2
(10.0, 10.5)

167 10.4
(10.0, 10.9)

2/1 Month 80 399.4
(342.1, 466.2)

87 255.0
(205.7, 316.0)

167 316.1
(275.6, 362.6)

167 10.6
(10.0, 11.3)

S1-binding IgG level 
assay (U/mL)

1/Prevax 80 0.8
(0.6, 0.9)

88 0.8
(0.7, 1.1)

168 0.8
(0.7, 0.9)

167 0.8
(0.7, 0.9)

2/1 Month 80 7122.8
(6217.4, 8160.2)

87 3960.7
(3007.2, 5216.6)

167 5246.5
(4460.3, 6171.4)

167 1.0
(0.8, 1.2)

Abbreviations: GMC = geometric mean concentration; GMT = geometric mean titer; IgG = immunoglobulin G; LLOQ = 
lower limit of quantitation;
NT50 = 50% neutralizing titer; S1 = spike protein S1 subunit; SARS-CoV-2 = severe acute respiratory syndrome 
coronavirus 2.
a. Protocol-specified timing for blood sample collection.
b. n = Number of subjects with valid and determinate assay results for the specified assay at the given dose/sampling 
time point.
c. GMTs, GMCs, and 2-sided 95% CIs were calculated by exponentiating the mean logarithm of the titers or 
concentrations and the corresponding CIs (based on the Student t distribution). Assay results below the LLOQ were set to 
0.5 × LLOQ.
PFIZER CONFIDENTIAL SDTM Creation: 02NOV2020 (19:23) Source Data: adva Table Generation: 12NOV2020 
(00:12) 
(Cutoff Date: 12OCT2020, Snapshot Date: 02NOV2020) Output File: 
./nda2 unblinded/C4591001 IA P2 Serology/adva s001 gm p2 eval 
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Table 48. Summary of Geometric Mean Fold Rises From Before Vaccination to Each 
Subsequent Time Point – Phase 2 – Dose 2 Evaluable Immunogenicity 
Population

Vaccine Group (as Randomized) 

BNT162b2 (30 μg) Placebo

18-55 Years 56-85 Years 18-85 Years 18-85 Years
Assay Dose/

Sampling
Time 
Pointa

nb GMFRc

(95% CIc)
nb GMFRc

(95% CIc)
nb GMFRc

(95% CIc)
nb GMFRc

(95% CIc)

SARS-CoV-2 
neutralization assay -
NT50 (titer)

2/1 Month 80 39.4
(34.0, 45.6)

86 24.9
(20.2, 30.9)

166 31.1
(27.2, 35.5)

167 1.0
(1.0, 1.1)

S1-binding IgG level 
assay (U/mL)

2/1 Month 80 9167.2
(7452.8, 11276.0)

86 4975.5
(3655.9, 6771.4)

166 6679.4
(5511.6, 8094.7)

167 1.2
(1.0, 1.4)

Abbreviations: GMFR = geometric mean fold rise; IgG = immunoglobulin G; LLOQ = lower limit of quantitation; NT50 = 
50% neutralizing titer;
S1 = spike protein S1 subunit; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2.
a. Protocol-specified timing for blood sample collection.
b. n = Number of subjects with valid and determinate assay results for the specified assay at both prevaccination and the 
given dose/sampling time point.
c. GMFRs and the corresponding 2-sided 95% CIs were calculated by exponentiating the mean logarithm of fold rises 
and the corresponding CIs (based on the Student t distribution). Assay results below the LLOQ were set to 0.5 × LLOQ.
PFIZER CONFIDENTIAL SDTM Creation: 02NOV2020 (19:23) Source Data: adva Table Generation: 12NOV2020 
(00:12) 
(Cutoff Date: 12OCT2020, Snapshot Date: 02NOV2020) Output File: 
./nda2_unblinded/C4591001_IA_P2_Serology/adva_s001_gmfr_p2_eval 
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2.5.4.4.3.3. SARS-CoV-2 Neutralizing Titers and S1-Binding IgG Concentrations by 
Baseline SARS-CoV-2 Status 

Immunogenicity results were summarized by baseline SARS-CoV-2 status (positive or 
negative; ie, participants with or without serological or virological evidence of SARS-CoV-2 
infection before vaccination). Positive baseline SARS-CoV-2 status was defined as positive 
by N-binding antibody at Visit 1, or positive NAAT at Visit 1, or a medical history of 
COVID-19; negative baseline SARS-CoV-2 status was defined as negative by N-binding 
antibody and negative NAAT at Visit 1.

Geometric Mean Titers/Concentrations (GMTs/GMCs)

A few participants in the Dose 2 evaluable immunogenicity population had a positive 
baseline SARS-CoV-2 status: a total of 9 participants with immunogenicity data at the pre-
vaccination time point (5 who received BNT162b2 and 4 who received placebo) and 
7 participants (3 who received BNT162b2 and 4 who received placebo) with immunogenicity 
data at the 1 month post Dose 2 time point. These SARS-CoV-2 status positive participants 
were analyzed separately from the baseline negative participants (Table 49). In general, at 
1 month post Dose 2 among BNT162b2 recipients, SARS-CoV-2 50% neutralizing GMTs in 
participants with a positive baseline SARS-CoV-2 status (n=3) and S1-binding IgG GMCs in 
participants with a positive baseline SARS-CoV-2 status were numerically higher than those 
observed in participants with a negative baseline SARS-CoV-2 status (n=163) (Table 49). 
Participants with baseline negative SARS-CoV-2 status had SARS-CoV-2 50% neutralizing 
GMTs and S1-binding IgG GMCs similar to those in the combined baseline positive and 
negative participant group (Figure 9, Figure 10, and Table 47).  

Geometric Mean Fold-Rise (GMFR) in Titers/Concentrations

When analyzing GMFRs stratified by SARS-CoV-2 status at 1 month post Dose 2, among 
BNT162b2 recipients (Table 50), the GMFRs for SARS-CoV-2 50% neutralizing titers and 
S1-binding IgG were similar to those in the combined baseline positive and negative 
participant group (Table 47).
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Table 49. Summary of Geometric Mean Titers/Concentrations by Baseline SARS-CoV-2 Status – Phase 2 – Dose 2 
Evaluable Immunogenicity Population

Vaccine Group (as Randomized) 

BNT162b2 (30 μg) Placebo

18-55 Years 56-85 Years 18-85 Years 18-85 Years
Assay Dose/

Sampling
Time Pointa

Baseline
SARS-CoV-2
Statusb

nc GMT/GMCd

(95% CId)
nc GMT/GMCd

(95% CId)
nc GMT/GMCd

(95% CId)
nc GMT/GMCd

(95% CId)

SARS-CoV-2 
neutralization assay -
NT50 (titer)

1/Prevax POS 1 31.0
(NE, NE)

4 18.1
(5.6, 58.2)

5 20.2
(8.7, 46.9)

4 38.4
(5.2, 282.5)

NEG 79 10.0
(10.0, 10.0)

83 10.0
(10.0, 10.0)

162 10.0
(10.0, 10.0)

162 10.1
(9.9, 10.2)

2/1 Month POS 1 4233.0
(NE, NE)

2 3469.9
(0.1, 9.247E7)

3 3707.6
(495.5, 27743.3)

4 53.2
(5.5, 515.3)

NEG 79 387.6
(335.4, 448.0)

84 237.7
(194.4, 290.7)

163 301.3
(264.7, 342.9)

162 10.2
(9.8, 10.7)

S1-binding IgG level 
assay (U/mL)

1/Prevax POS 1 246.1
(NE, NE)

4 36.9
(0.5, 2848.7)

5 53.9
(2.4, 1222.0)

4 153.0
(12.7, 1844.4)

NEG 79 0.7
(0.6, 0.8)

83 0.7
(0.6, 0.8)

162 0.7
(0.7, 0.8)

162 0.7
(0.7, 0.8)

2/1 Month POS 1 45474.1
(NE, NE)

2 23255.3
(106.2, 5.092E6)

3 29080.6
(6983.3, 121100.2)

4 144.4
(9.5, 2189.7)

NEG 79 6957.6
(6113.5, 7918.3)

84 3759.2
(2847.3, 4963.2)

163 5066.1
(4308.9, 5956.5)

162 0.8
(0.7, 1.0)
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Table 49. Summary of Geometric Mean Titers/Concentrations by Baseline SARS-CoV-2 Status – Phase 2 – Dose 2 
Evaluable Immunogenicity Population

Vaccine Group (as Randomized) 

BNT162b2 (30 μg) Placebo

18-55 Years 56-85 Years 18-85 Years 18-85 Years
Assay Dose/

Sampling
Time Pointa

Baseline
SARS-CoV-2
Statusb

nc GMT/GMCd

(95% CId)
nc GMT/GMCd

(95% CId)
nc GMT/GMCd

(95% CId)
nc GMT/GMCd

(95% CId)

Abbreviations: GMC = geometric mean concentration; GMT = geometric mean titer; IgG = immunoglobulin G; LLOQ = lower limit of quantitation; NAAT = nucleic acid 
amplification test; NE = not estimable; NEG = negative; NT50 = 50% neutralizing titer; POS = positive;
S1 = spike protein S1 subunit; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2.
Note: Subjects whose baseline SARS-CoV-2 status cannot be determined due to missing N-binding antibody or NAAT at Visit 1 were not included in the analysis.
a. Protocol-specified timing for blood sample collection.
b. Positive = Positive N-binding antibody at Visit 1, or positive NAAT at Visit 1, or had medical history of COVID-19. Negative = Negative N-binding antibody at Visit 1 and 
negative NAAT at Visit 1.
c. n = Number of subjects with valid and determinate assay results for the specified assay at the given dose/sampling time point.
d. GMTs, GMCs, and 2-sided 95% CIs were calculated by exponentiating the mean logarithm of the titers or concentration and the corresponding CIs (based on the Student t 
distribution). Assay results below the LLOQ were set to 0.5 × LLOQ.
PFIZER CONFIDENTIAL SDTM Creation: 02NOV2020 (19:23) Source Data: adva Table Generation: 12NOV2020 (04:18) 
(Cutoff Date: 12OCT2020, Snapshot Date: 02NOV2020) Output File: ./nda2_unblinded/C4591001_IA_P2_Serology/adva_s001_gm_lt_p2_eval 
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Table 50. Summary of Geometric Mean Fold Rises From Before Vaccination to Each Subsequent Time Point by Baseline 
SARS-CoV-2 Status – Phase 2 – Dose 2 Evaluable Immunogenicity Population

Vaccine Group (as Randomized) 

BNT162b2 (30 μg) Placebo

18-55 Years 56-85 Years 18-85 Years 18-85 Years
Assay Dose/

Sampling
Time Pointa

Baseline
SARS-CoV-2
Statusb

nc GMFRd

(95% CId)
nc GMFRd

(95% CId)
nc GMFRd

(95% CId)
nc GMFRd

(95% CId)

SARS-CoV-2 
neutralization assay -
NT50 (titer)

2/1 Month POS 1 136.5
(NE, NE)

2 163.6
(0.0, 6.156E10)

3 154.0
(3.2, 7377.7)

4 1.4
(0.9, 2.0)

NEG 79 38.8
(33.5, 44.8)

83 23.6
(19.3, 29.0)

162 30.1
(26.4, 34.3)

162 1.0
(1.0, 1.1)

S1-binding IgG level 
assay (U/mL)

2/1 Month POS 1 184.7
(NE, NE)

2 191.8
(0.0, 1.993E6)

3 189.4
(31.0, 1156.2)

4 0.9
(0.6, 1.5)

NEG 79 9631.6
(8008.6, 11583.6)

83 5312.3
(3946.8, 7150.4)

162 7100.7
(5925.1, 8509.7)

162 1.2
(1.0, 1.4)

Abbreviations: GMFR = geometric mean fold rise; IgG = immunoglobulin G; LLOQ = lower limit of quantitation; NAAT = nucleic acid amplification test;
NE = not estimable; NEG = negative; NT50 = 50% neutralizing titer; POS = positive; S1 = spike protein S1 subunit; SARS-CoV-2 = severe acute respiratory syndrome 
coronavirus 2.
Note: Subjects whose baseline SARS-CoV-2 status cannot be determined due to missing N-binding antibody or NAAT at Visit 1 were not included in the analysis.
a. Protocol-specified timing for blood sample collection.
b. Positive = Positive N-binding antibody at Visit 1, or positive NAAT at Visit 1, or had medical history of COVID-19. Negative = Negative N-binding antibody at Visit 1 and 
negative NAAT at Visit 1.
c. n = Number of subjects with valid and determinate assay results for the specified assay at both prevaccination and the given dose/sampling time point.
d. GMFRs and 2-sided 95% CIs were calculated by exponentiating the mean logarithm of fold rises and the corresponding CIs (based on the Student t distribution). Assay 
results below the LLOQ were set to 0.5 × LLOQ in the analysis.
PFIZER CONFIDENTIAL SDTM Creation: 02NOV2020 (19:23) Source Data: adva Table Generation: 12NOV2020 (00:12) 
(Cutoff Date: 12OCT2020, Snapshot Date: 02NOV2020) Output File: ./nda2 unblinded/C4591001 IA P2 Serology/adva s002 gmfr lt p2 eval 
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2.5.4.4.4. Immunogenicity Conclusions
Phase 1 

Study BNT162-01 provides evidence for robust T cell-mediated immunity, with antigen
induced IFN expression demonstrating a Th1 CD4+ and CD8+ phenotype following the 
second dose of either BNT162b1 or BNT162b2. Immunogenicity data from Study 
BNT162-01 were generally concordant with results in pivotal Study C4591001, showing 
robust SARS CoV-2 neutralization following the second dose and complimentary T cell 
immune response data for both younger and older adults. The durability of T cell responses 
to BNT162b2 vaccination was evident from maintenance of the Th1 phenotype and persistent 
IFN and IL-2 production by CD4+ and CD8+ T cells up to approximately 6 months.

In Study C4591001, both BNT162b1 and BNT162b2 elicited robust SARS-CoV-2 
neutralizing antibody response starting from 7 days after Dose 2 in younger and older adults. 
Responses were generally stronger in younger adults than in older adults. Neutralizing 
antibody response was maintained through Day 52 and was similar for the candidates within 
the corresponding age and dose groups. Comparisons of SARS-CoV-2 neutralizing titers for 
both vaccine candidates with a panel of HCS support the benefit of a two-dose vaccination
regimen with a dose response up to 30 µg.

For the groups that received BNT162b2 at 30 µg, persistence of the immune response was 
observed through 6 months after Dose 2. SARS-CoV-2 serum neutralizing titers and serum 
S1-binding IgG concentrations at 6 months after Dose 2 had decreased relative to those 
observed at 1 month after Dose 2 but remained above pre-vaccination and placebo levels.

The Phase 1 immunogenicity data from both the pivotal and supportive study collectively 
showed robust immunogenicity elicited by BNT162b2 in both younger and older adults at the 
30 µg dose level, which was ultimately selected to proceed to Phase 2/3 development.

Phase 2 

Based on immunogenicity results from 360 participants in Phase 2 of Study C4591001, 
BNT162b2 at 30 µg elicited robust SARS-CoV-2 neutralization and S1-binding IgG antibody 
responses at 1 month after Dose 2 similar to those previously observed in Phase 1 of the 
study. Notably, SARS-CoV-2 neutralizing titers were higher in the younger adult compared 
to the older adult cohort. Of note, GMTs for younger and older participants at 1 month after 
Dose 2 were comparable to the GMTs of a comparative panel of HCS. S1-binding GMCs 
were generally higher in the younger age cohort compared to the older age cohort, again 
concordant with observations in the Phase 1 portion of the study.
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2.5.5. Overview of Safety
Safety was evaluated in Study BNT162-01 (Phase 1) and in all 3 phases of Study C4591001. 
The methods for evaluation of safety are provided in Section 2.5.5.1 and results are presented 
for BNT162-01 Phase 1 (Section 2.5.5.2 and Section 2.5.5.6.1); and all phases of Study 
C4591001 (Section 2.5.5.3 through Section 2.5.5.5).

Details of safety analysis methods in Study C4591001 are provided in the Module 5.3.5.1 
C4591001 Protocol and SAP, and for Study BNT162-01 in the Module 5.3.5.1 BNT162-01
Protocol and SAP.

Details of safety results, including for additional endpoints, are presented as follows:

Study BNT162-01: Module 5.3.5.1 BNT162-01 Interim CSR. 

Study C4591001:

Phase 1: safety results for all candidates and dose levels up to 1 month after Dose 2 are 
presented in Module 5.3.5.1 C4591001 Efficacy Final Analysis Interim CSR; safety results 
for Phase 1 participants in the BNT162b2 30 µg up to 6 months after Dose 2 are presented in 
Module 5.3.5.1 C4591001 6-Month Update Interim CSR.

Phase 2: safety results up to 1 month after Dose 2 are presented in Module 5.3.5.1 C4591001 
Efficacy Final Analysis Interim CSR.

Phase 2/3: safety results to 1 month after Dose 2 are presented in Module 5.3.5.1 C4591001 
Efficacy Final Analysis Interim CSR; safety results to 6 months after Dose 2 and to data 
cutoff date (blinded and open-label follow-up) are presented in Module 5.3.5.1 C4591001 
6-Month Update Interim CSR.

Note that data from Phase 2 participants were included in Phase 3 safety analyses. Safety 
data are also presented in Module 2.7.4 and summarized below.

2.5.5.1. Safety Endpoints and Analysis Methods
Details of safety methods and analyses are provided in Module 2.7.4 and summarized below.
Statistical analyses are provided in Section 2.5.5.1.3.

2.5.5.1.1. Safety Endpoints in Study BNT162-01
In Study BNT162-01, all participants in Phase 1 recorded local reactions, systemic events, 
and antipyretic/pain medication usage for 7 days, each evening following administration of 
study intervention using a paper diary. Participants were asked to assess local reactions and 
systemic events from Day 1 through Day 7 after each dose. 

Treatment-emergent AEs were recorded for up to 1 month after Dose 2 and categorized by 
frequency, maximum severity, seriousness, and relationship to study intervention using 
System Organ Class (SOC) and Preferred Term (PT) according to the Medical Dictionary for 
Regulatory Activities (MedDRA). AEs of special interest (AESIs) included enhanced 
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respiratory disease or flu-like symptomatology that did not resolve after 7 days or with 
symptom kinetics that were inconsistent with a relationship to RNA immunization. 

Clinical laboratory tests were performed and classified as normal or abnormal (lower or 
higher than reference range) and abnormal results were graded as mild, moderate, severe, or 
life-threatening. Physical examinations, vital signs, and electrocardiograms (ECGs) were 
conducted prior to vaccine dose administration.

2.5.5.1.2. Safety Endpoints in Study C4591001
2.5.5.1.2.1. Phase 1 Safety Endpoints
In Phase 1 of Study C4591001, all participants were asked to record reactogenicity:21 local 
reactions (pain, redness and swelling at the injection site), systemic events (fever, fatigue, 
headache, chills, vomiting, diarrhea, new or worsened muscle pain, and new or worsened 
joint pain), and antipyretic/pain medication usage for 7 days, each evening following 
administration of study intervention using prompts from an electronic diary (e-diary). This 
allowed recording of these assessments only within a fixed time window and provided an 
accurate representation of the participant’s experience at that time. Participants were asked to 
assess local reactions and systemic events from Day 1 through Day 7 after each dose. 

In Phase 1, AEs were recorded for up to 1 month after Dose 2 and categorized by frequency, 
maximum severity, seriousness, and relationship to study intervention using SOC and PT 
according to MedDRA. SAEs are being recorded for up to 6 months after Dose 2. For longer-
term follow-up, AEs and SAEs continue to be reported until end of the study.

In Phase 1 only, abnormal hematology and chemistry laboratory values including grading 
shifts through Day 7 after Dose 2 were reported; abnormal clinical laboratory data were 
graded as mild, moderate, severe, or life-threatening. Physical examinations, vital signs, and 
ECGs were conducted prior to vaccine dose administration.

Stopping rules were in place for all Phase 1 participants, based on review of AE data and 
e-diary reactogenicity data, until the start of Phase 2/3 or 30 days after the last dose of study 
intervention in Phase 1, whichever was later. These data were monitored on an ongoing basis 
by the investigator (or medically qualified designee), Pfizer, and BioNTech in order to 
promptly identify and flag any event that potentially contributes to a stopping rule.

2.5.5.1.2.2. Phase 2/3 Safety Endpoints
Phase 2

In Phase 2, N~360 participants recorded local reactions, systemic events, and antipyretic/pain 
medication usage for 7 days, each evening following administration of study intervention 
using an e-diary from Day 1 through Day 7 after each dose. 

In Phase 2, AEs and SAEs were recorded through 7 days after Dose 2 as a prespecified study 
endpoint and then further (to at least 1 month after Dose 2) for longer-term follow-up. 
AEs were categorized by frequency, maximum severity, seriousness, and relationship to 
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study intervention using SOC and PT according to MedDRA. For longer-term follow-up, 
AEs and SAEs continue to be reported until end of the study.

Note that Phase 2 participants are a subset of those in the Phase 2/3 portion of the study and 
are therefore included in Phase 3 safety analyses. 

Phase 2/3

A subset of participants ≥16 years of age first enrolled in Phase 2/3 recorded local reactions, 
systemic events, and antipyretic/pain medication usage for 7 days, each evening following 
administration of study intervention using an e-diary from Day 1 through Day 7 after each 
dose. For participants who were not in the reactogenicity subset, local reactions and systemic 
events consistent with reactogenicity were detected and reported as AEs.

For Phase 2/3 safety analyses (which included the N~360 participants analyzed in Phase 2), 
AEs were reported for up to 1 month after Dose 2 and categorized by frequency, maximum 
severity, seriousness, and relationship to study intervention using SOC and PT according to 
MedDRA. SAEs were recorded for up to 6 months after Dose 2. For longer-term follow-up, 
AEs and SAEs continue to be reported until end of the study.

Phase 2/3 AE data were analyzed for safety population ≥16 years of age subgroups defined by:

 evidence of prior SARS-CoV-2 infection at baseline per NAAT or N-antigen binding assay
 demographics (ie, age, sex, race, and ethnicity).

Subgroups of the safety population for Phase 2/3 participants ≥16 years of age were analyzed 
and reported for the blinded placebo-controlled follow-up period up to the date of unblinding.

Additional subgroups were analyzed to evaluate safety for participants ≥16 years of age who 
were originally randomized to placebo, had prior evidence of SARS-CoV-2 infection at study 
baseline or had COVID-19 illness during the study, and were subsequently unblinded to 
receive BNT162b2 during open-label follow-up.

The subset of Phase 2/3 participants ≥16 years of age with stable HIV were analyzed 
separately per protocol as of the most recent cutoff date (13 March 2021).

AEs of special interest (AESIs) were not prespecified in the protocol; instead, Pfizer utilizes a 
safety review as part of the signal detection processes that highlights specified targeted medical 
events (TMEs) of clinical interest. These are a dynamic list of specific AE terms reviewed on an 
ongoing basis by routine safety data review procedures throughout the clinical study. The TME 
terms are chosen based on review of known pharmacology, toxicology findings, possible class 
effects, published literature, and potential signals arising from safety data assessments. For this 
study, the list of TMEs includes events of interest due to their association with COVID-19 and 
terms of interest for vaccines in general; during safety review, consideration was also given to 
the CDC defined list of AESIs associated with COVID-19 vaccination.

Data for adolescents 12 to 15 years of age are not included in this submission and will be 
reported at a later time.
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2.5.5.1.2.3. Safety Assessments in All Phases
In Phase 2/3 of Study C4591001, prior infection with SARS-CoV-2 was assessed at baseline 
(NAAT, serology) and at Dose 2 (NAAT) and is being evaluated for up to 24 months to 
assess persistence of efficacy, explore efficacy against asymptomatic SARS-CoV-2 
infections, and ensure safety in baseline SARS-COV-2 negative and positive participants. 
Prior infection was determined by virological testing via NAAT on mid-turbinate swab and
serological testing for IgG to the SARS-CoV-2 N-antigen.

Participants in all phases were surveilled for potential COVID-19 illness from Visit 1 
onwards. In Phase 1, Pfizer and BioNTech conducted unblinded reviews of the data, including 
for the purpose of safety assessment. Any NAAT-confirmed cases in Phase 1 were reviewed 
contemporaneously by the IRC and Data Monitoring Committee (DMC). In Phase 2/3, the 
unblinded team supporting the DMC (including an unblinded medical monitor) reviewed 
severe COVID-19 cases as they were received, and reviewed AEs at least weekly for 
additional potential cases of severe COVID-19. At any point, the unblinded team could
discuss with the DMC chair whether the DMC should review cases for an adverse imbalance 
of COVID-19 and/or severe COVID-19 cases in the BNT162b2 and placebo groups.

Pregnancies were reported for participants in any phase of the study.

Narratives

Narratives are located in Module 5.3.5.1 C4591001 Efficacy Final Analysis Interim CSR 
Section 14 Subject Narratives (for data available as of the 14 November 2020 cutoff date) or
Module 5.3.5.1 C4591001 6-Month Update Interim CSR Section 14 Subject Narratives
(for data available as of the 13 March 2021 cutoff date). Narratives were prepared for
participants ≥16 years of age if they were determined to meet these criteria:

 Deaths, vaccine-related SAEs, all other SAEs, safety-related withdrawals

 AEs of interest requested by FDA: anaphylaxis, Bell’s palsy, lymphadenopathy, 
appendicitis, and pregnancy exposures and outcomes

 AESIs with a numerical imbalance with a higher frequency (or incidence rate) in the vaccine 
group vs placebo group that led to withdrawal, were related, or had biological plausibility

 COVID-19 cases (participants with severe and/or multiple episodes). 

Note that imbalances in PTs in the BNT162b2 and placebo groups that corresponded to
reactogenicity terms reported within 7 days after each dose, such as pain at injection site and 
headache and that were captured in participants’ e-diaries for reactogenicity analysis, were 
generally excluded as criteria for narratives. 
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Study Groups and Follow-up Periods Contributing Safety Data

Safety evaluations from Study C4591001 presented in this CO include the following data
from a total of approximately 44,000 enrolled participants ≥16 years of age, through a data 
cutoff date of 13 March 2021:

 Randomized BNT162b2 and placebo groups for period of available blinded follow-up to:

 at least 6 months after Dose 2 for Phase 1 participants randomized to BNT162b2 30 µg, 
comparing younger (18 to 55 years of age) and older (65 to 85 years of age) groups

 1 month after Dose 2 and until unblinding for Phase 2/3 participants, comparing 
younger adult (16 to 55 years of age) and older adult (>55 years of age) groups

 1 month after Dose 1 and until unblinding for Phase 2/3 participants in HIV+ subset

 Open-label data for Phase 2/3 participants originally randomized to BNT162b2 from the 
time of unblinding through the data cutoff date

 Cumulative data for Phase 2/3 participants originally randomized to BNT162b2, including
at least 3000 per age group (16 to 55, >55 years of age) with follow-up to at least 6 months 
after Dose 2 (inclusive of blinded and open-label data)

 Open-label data for Phase 2/3 participants originally randomized to placebo from the time 
of unblinding and vaccination with BNT162b2 (Dose 3) through the data cutoff date

2.5.5.1.3. Safety Analysis Methods 
2.5.5.1.3.1. Study BNT162-01
Safety data were analyzed and reported using descriptive summary statistics for the safety set
(described in Module 2.7.4). Analyses were performed for endpoints described in 
Section 2.5.5.1.1, separately by protocol defined age group (younger and older adults).

Reactogenicity: Summary statistics including counts and percentages provided by study group.

Adverse Events: Summary statistics including counts and percentages provided by study group.

Clinical Laboratory Evaluations: Values at each timepoint and change from baseline to
post-baseline time points summarized using descriptive summary statistics by study group.
Values were flagged as abnormal and/or clinically significant.
2.5.5.1.3.2. Study C4591001
Safety data were analyzed and reported using descriptive summary statistics for the safety 
population for each study phase (described in Module 2.7.4). Analyses were performed for 
endpoints described in Section 2.5.5.1.2, separately by protocol defined age groups 
(adolescents, younger adults, older adults) and for the HIV+ subset and reactogenicity subset. 
Analyses of subgroups were performed for those described in Section 2.5.5.1.2.2.
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Reactogenicity

Descriptive statistics were provided for each reactogenicity endpoint for each dose and 
vaccine group. Local reactions and systemic events from Day 1 through Day 7 after each 
vaccination will be presented by severity cumulatively across severity levels. Descriptive 
summary statistics included counts and percentages of participants with the indicated 
endpoint and the associated Clopper-Pearson 2-sided 95% confidence intervals (CIs).
Missing reactogenicity e-diary data were not imputed.

Adverse Events

Descriptive summary statistics including counts, percentages, and associated Clopper-
Pearson 2-sided 95% CIs were provided for AEs for by study group.

AE analyses of participants who had different durations of follow-up time due to unblinding 
in the study (per protocol) were summarized as incidence rates (IR) adjusted for exposure 
time. This was calculated as: (number of participants reporting event) / (total exposure time 
across all participants in the specified group). This accounts for variable exposure since 
unblinding began for individual participants (as described in Section 2.5.1.2.3.2.2). Two-
sided 95% CIs for the IRs were provided based on Poisson distribution.

Clinical Laboratory Evaluations

Descriptive statistics were provided for abnormal hematology and chemistry laboratory values 
after each vaccine dose (in Phase 1 only). This includes grading shifts in hematology and 
chemistry laboratory values from baseline to 1 and 7 days after Dose 1, and to before Dose 2 
and 7 days after Dose 2. Descriptive summary statistics include counts and percentages of 
participants with the indicated endpoint and the associated Clopper-Pearson 2-sided 95% CIs.

2.5.5.2. Safety Results – Phase 1 Safety in Study BNT162-01
Details of study population and safety analysis results in Study BNT162-01 are provided in 
Module 5.3.5.1 BNT162-01 Interim CSR Section 10 and Section 12, in Module 2.7.4, and
summarized below.

Safety data (reactogenicity and AE analyses) up to 1 month after Dose 2 are available up 
through the safety data cutoff date (23 October 2020) and summarized below as follows:

 BNT162b1: younger participants: N=84, n=12 each in 1, 3, 10, 20, 30, 50, 60 µg groups 
(note: 60 µg group received only Dose 1 per SRC decision due to Dose 1 reactogenicity); 
older participants: N=36, n=12 each in 10, 20, 30 µg groups (note: 10 µg group had data 
to 1 month after Dose 2; 20 and 30 µg groups had available data to 7 days after Dose 2).

 BNT162b2: younger participants: N=60, n=12 each in 1, 3, 10, 20, and 30 µg groups; 
older participants: N=36, n=12 each in 10, 20, and 30 µg groups.
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2.5.5.2.1. Safety Populations – Phase 1
The safety set for Study BNT162-01 is described below; the immunogenicity set was
generally similar. 

BNT162b1

In the younger group (18 to 55 years of age), BNT162b1 was administered to 84 participants 
among whom 52% were male and 48% were female, 96% were White and 2% were 
Hispanic/Latino, with a median 36 years of age. 

In the older group (56 to 85 years of age), BNT162b1 was administered to 36 participants 
among whom 36% were male and 64% were female, all were White and none were 
Hispanic/Latino, with a median 67 years of age.

Among the BNT162b1 groups in the Phase 1 portion of Study BNT162-01, 80/84 younger 
and 11/36 older participants completed the study (ie, through the end of treatment visit). Four 
premature discontinuations have occurred. One younger participant in the 10 µg group 
discontinued prematurely from the study due to an AE after Dose 1; this AE was assessed as 
not related to study treatment. Three younger participants discontinued prematurely for other 
reasons: in the 20 µg group due to withdrawal by participant (n=1) after Dose 1 and due to 
other/private reason (n=1) after Dose 2; and in the 50 µg group due to other/private reason 
(n=1) after Dose 1. Another younger participant in the 20 µg group discontinued prematurely 
after 1 month of follow-up post Dose 2, but did not complete the end of treatment visit.
No older participants have prematurely discontinued the study; some have completed the 
study and the others remain in follow-up.

BNT162b2

In the younger group (18 to 55 years of age), BNT162b2 was administered to 60 participants 
among whom 43% were male and 57% were female, 100% were White, none were 
Hispanic/Latino, with a median 42 years of age. 

In the older group (56 to 85 years of age), BNT162b2 was administered to 36 participants 
among whom 50% were male and 50% were female, 100% were White, none were 
Hispanic/Latino, with a median 65 years of age.

Among the BNT162b2 groups in the Phase 1 portion of Study BNT162-01, 53/60 younger 
and 30/36 older participants completed the study (ie, through end of treatment visit). Two 
premature discontinuations have occurred. One younger participant in the 10 µg group 
discontinued prematurely due to AEs after Dose 1; these AEs were assessed as not related to 
study treatment. One younger participant in the 1 µg group discontinued prematurely due to 
withdrawal by the participant after Dose 1. No older participants have prematurely 
discontinued the study; most have completed the study the others remain in follow-up.
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2.5.5.2.2. Reactogenicity – Phase 1
This section summarizes reactogenicity collected in paper diaries from participants in the 
Phase 1 part of Study BNT162-01 for candidates BNT162b1 and BNT162b2.

Based on all available data from the Phase 1 part of Study BNT162-01, the reactogenicity 
profile observed for BNT162b2 is more favorable than that of BNT162b1. For BNT162b1, 
reactogenicity (particularly systemic events) increased after Dose 2 compared to Dose 1. For 
BNT162b2, dose level- and dose number-dependent increases in reactogenicity were 
minimal to modest. In general, older participants had milder reactogenicity compared to the 
younger groups for both vaccine candidates. 

2.5.5.2.2.1. Local Reactions
Overall, solicited local reactions following administration across doses of BNT162b2 were 
milder and less frequent for participants compared with BNT162b1. Local reactions
generally increased in frequency and/or severity with increasing dose level and number of 
doses of BNT162b1 and BNT162b2. Most local reactions were mild or moderate in severity 
and resolved within several days of onset.

For BNT162b1, the incidence of any local reactions after each dose was similar in younger 
and older age groups, but local reactions were generally milder in the older group. For 
BNT162b2, both incidence and severity of local reactions was general decreased after each 
dose in the older group compared with the younger group.

2.5.5.2.2.2. Systemic Events
Overall, solicited systemic events following administration across doses of BNT162b2 were 
milder and less frequent for participants compared with BNT162b1. Systemic events 
generally increased in frequency and/or severity with increasing dose level and number of 
doses of BNT162b1 and BNT162b2. Most systemic events were mild or moderate, arose 
within the first 1 to 2 days after dosing, and were short-lived.

For BNT162b1, the incidence of any systemic events after each dose was similar in the 
younger and older age groups, but systemic events were generally milder in the older group. 
For BNT162b2, the incidence of systemic events after each dose was similar in the older 
group compared with the younger group. Reports of severe systemic events were similar in
the younger and older BNT162b2 groups and were substantially less frequent than the severe 
events reported for younger and older BNT162b1 groups.

2.5.5.2.3. Adverse Events – Phase 1
In the Phase 1 part of Study BNT162-01, 40% to 45% of participants who received 
BNT162b1 and BNT162b2 across age groups and across dose levels reported one or more 
AEs from Dose 1 through 28 days (ie, 1 month) after Dose 2. There was no overall pattern 
between vaccine candidates with regard to AE incidence or severity; however, AEs 
considered by the investigator as related to study intervention (after omitting events captured 
in paper diaries for reactogenicity) were less frequently reported for BNT162b2 groups 
compared with BNT162b1. Most AEs were considered by the investigator as not related to 
study intervention and mild to moderate in severity, and all AEs were reported as resolved.
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Among BNT162b1 recipients, 1 younger participant in the 10 µg group discontinued the 
study due to a moderate AE of malaise (considered as not related to study intervention) after 
Dose 1 and 1 younger participant in the 60 µg group discontinued due to a dose-limiting 
toxicity of pyrexia after Dose 1. One older participant in the 20 µg group had an SAE of 
severe syncope (considered as not related to study intervention) after Dose 1 and study
treatment was withdrawn. 

Among BNT162b2 recipients, 1 younger participant in the 10 µg group discontinued the 
study due to a moderate AE of nasopharyngitis (considered as not related to study 
intervention) after Dose 1. One older participant in the 20 µg group had an SAE of ankle 
fracture (considered as not related to study intervention) after receiving both doses, was listed 
as recovering, and remains in follow-up.

No deaths occurred in the Phase 1 part of Study BNT162-01.

2.5.5.3. Safety Results – Phase 1 Safety in Study C4591001
Details of study population and safety analysis results in Phase 1 are provided in 
Module 5.3.5.1 C4591001 Efficacy Final Analysis Interim CSR Section 10 and Section 12.1
(up to 1 month after Dose 2), and Module 5.3.5.1 C4591001 6-Month Update Interim CSR
Section 10 and Section 12 (up to 6 months after Dose 2).

C4591001 Phase 1 safety data are also presented in Module 2.7.4 and summarized below.

Safety results for Phase 1 vaccine candidates BNT162b1 and BNT162b2 for both adult age 
groups are presented up to 1 month after Dose 2 (data cutoff date: 24 August 2020) at the 
10 µg, 20 µg, and 30 µg dose levels. Note that the younger group of participants 18 to 
55 years of age who received 100 µg BNT162b1 did not receive a second dose of 100 µg 
BNT162b2 per IRC decision, and instead were given 10 µg for Dose 2. These participants 
were described in the C4591001 Final Analysis Interim CSR and are not detailed here as the 
dose level was discontinued.

Safety follow-up is also presented up to at least 6 months after Dose 2 (data cutoff date:
13 March 2021) for Phase 1 participants who received BNT162b2 30 µg.

2.5.5.3.1. Safety Populations – Phase 1
In the Phase 1 part of Study C4591001, participants in each dose level and age group were 
randomized 4:1 to receive vaccine or placebo. The safety population for Study C4591001 is 
described below; the immunogenicity population was generally similar. 

All Phase 1 participants in Study C4591001 received both vaccine doses except for the 
younger group who received BNT162b1 at the 100 µg dose level which was discontinued 
after the first dose per IRC decision. Participants in this group were instead able to receive a 
second dose at the 10 µg dose level, and 11/12 were administered this second dose. No 
participants discontinued the Phase 1 part of the study as of 1 month after Dose 2.
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BNT162b1

BNT162b1 was administered to 45 participants who received up to 30 µg in the younger 
(18 to 55 years of age) group among whom 62% were male and 38% were female, 82% were 
White, 4% were Hispanic/Latino, with a median 35 years of age. 

BNT162b1 was administered to 45 participants in the older (65 to 85 years of age) group 
among whom 29% were male and 71% were female, 93% were White, 2% were 
Hispanic/Latino, with a median 69 years of age. 

Further follow-up data on the BNT162b1 groups was not available as of the most recent data 
cutoff date (13 March 2021).

BNT162b2

In the Phase 1 portion of Study C4591001, BNT162b2 was administered to 45 younger 
participants among whom 42% were male and 58% were female, 87% were White, 4% were 
Hispanic/Latino, with a median 37 years of age. 

BNT162b2 was administered to 45 older participants among whom 38% were male and 62% 
were female, 100% were White, none were Hispanic/Latino, with a median 68 years of age. 

Safety Follow-Up to at Least 6 Months After Dose 2 in BNT162b2 30 µg Groups

All participants in each age group randomized to receive BNT162b2 completed the visit at 
6 months after Dose 2, with most of these 6-month visits occurring during the open-label 
follow-up period. All participants in each age group randomized to the placebo group 
received both doses of BNT162b2 (Dose 3 and Dose 4 in the study) during the open-label 
period and completed the visit at 1 month after Dose 4, as of the data cutoff date of 
13 March 2021. No participants were withdrawn from the study up to the data cutoff date.

2.5.5.3.2. Reactogenicity – Phase 1
Based on all available data in the Phase 1 portion of Study C4591001, the reactogenicity 
profile observed for BNT162b2 is more favorable than that of BNT162b1. For BNT162b1, 
reactogenicity (particularly systemic events) increased after Dose 2 compared to Dose 1. 
For BNT162b2, dose level- and dose number-dependent increases in reactogenicity were 
minimal to modest in younger (18 to 55 years of age) and older (65 to 85 years of age) 
participants.

2.5.5.3.2.1. Local Reactions
Overall, prompted local reactions following administration of both doses of BNT162b2 in the 
Phase 1 portion of Study C4591001 were milder and less frequent for participants in both age 
groups compared with BNT162b1. For both BNT162b1 and BNT162b2, the frequency of 
local reactions was lower for the older group compared to the younger group. Local reactions
were generally infrequent in placebo recipients.
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The majority of local reactions in the vaccine groups were mild or moderate in severity and 
resolved within several days of onset. No grade 4 (potentially life-threatening) reactions were 
reported.

Pain at the injection site was the most frequent prompted local reaction, increasing in 
frequency and/or severity with increasing dose level, for both BNT162b1 and BNT162b2.

2.5.5.3.2.2. Systemic Events
Overall, systemic events following administration of both doses of BNT162b2 in the Phase 1 
portion of Study C4591001 were milder and less frequent for participants in both age groups 
compared with BNT162b1. Systemic events were generally infrequent in placebo recipients.

The frequency of systemic events was lower for the older group (65 to 85 years of age) 
compared to the younger group (18 to 55 years of age). Notably, for older adults who 
received BNT162b2, frequencies of systemic events after the first dose were similar in
BNT162b2 and placebo recipients.

Prompted systemic events generally increased in frequency and/or severity with increasing 
dose level and number of doses of BNT162b1 and BNT162b2. Use of antipyretic/pain 
medication also increased in frequency with increasing dose level and number of doses.

Most systemic events were mild or moderate, arose within the first 1-2 days after dosing, and 
resolved within several days of onset. For participants who received the 30 µg dose level, 
fever had a median duration of 1 day across vaccine candidates and across age groups, and 
chills had a median duration of 1 to 2 days across vaccine candidates and age groups. 
No grade 4 (potentially life-threatening) events were reported.

2.5.5.3.3. Adverse Events – Phase 1
In the Phase 1 portion of Study C4591001, the majority of participants who received both 
BNT162b1 and BNT162b2 across age groups and dose levels reported one or more AEs after 
vaccine dosing (from Dose 1 onwards). AEs were reported at higher frequencies in 
BNT162b1 and BNT162b2 vaccine groups compared with placebo, across age groups and 
dose levels. AE incidences were generally lower in the older age groups compared with the 
younger age groups. Across BNT162b1 dose levels, 42% to 50% of younger participants and 
25% to 58% of older participants reported AEs. Across BNT162b2 dose levels, 33% to 42% 
of younger participants and 8% to 25% of older participants reported AEs. Placebo younger 
and older groups reported AEs in 22% to 44% of participants.

Overall, most AEs reported were considered by the investigator as not related to study 
intervention. Most AEs were mild to moderate in severity. No SAEs, deaths, or 
discontinuations due to AEs were reported in the Phase 1 part of the study up to 1 month 
after Dose 2.

Safety Follow-Up to at Least 6 Months After Dose 2 in BNT162b2 30 µg Groups

From Dose 1 of BNT162b2 30 µg to the unblinding date, 6 (50.0%) participants in the 
younger age group and 3 (25.0%) participants in the older age group reported at least 1 AE. 
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Two (16.7%) participants in the BNT162b2 30 µg younger age group and 1 (8.3%) 
participant in the BNT162b2 30 µg older age group reported at least 1 severe AE. In the 
BNT162b2 30 µg younger age group, 3 (25.0%) participants reported at least 1 related AE 
and 1 (8.3%) participant reported 1 severe SAE. 

No AEs were reported in either the younger or older participants in the placebo group. 
No SAEs or related AEs were reported in the BNT162b2 30 µg older age group. No AEs 
leading to withdrawal, life-threatening AEs, or deaths were reported in either the younger or 
older participants in the BNT162b2 30 µg group. 

From Dose 1 of BNT162b2 30 µg to the unblinding date, AEs were most commonly reported in 
the system organ class (SOC) of nervous system disorders (3 [25.0%] participants in the younger 
age group and 1 [8.3%] participant in the older age group), followed by musculoskeletal and 
connective tissue disorders (1 [8.3%] participant in each age group). All AEs by preferred term 
(PT) were reported by no more than 1 participant.

There were no Phase 1 participants randomized to BNT162b2 30 µg or corresponding placebo 
who died through the data cutoff date of 13 March 2021. From Dose 1 to the unblinding date, 
1 participant in the BNT162b2 30 µg younger age group reported a severe SAE (neuritis) that 
was assessed by the investigator as not related to study intervention. No Phase 1 participants 
randomized to BNT162b2 30 µg or corresponding placebo reported any AEs leading to 
withdrawal from the study from Dose 1 to the unblinding date. AEs of special interest were not 
defined for Phase 1 of this study. Pregnancy was not reported in any Phase 1 participants 
through the data cutoff date of 13 March 2021.

2.5.5.4. Safety Results – Phase 2 Safety in Study C4591001
Details of study population and safety analysis results in Phase 2 are provided in 
Module 5.3.5.1 C4591001 Efficacy Final Analysis Interim CSR Section 10 and Section 12.2, 
in Module 2.7.4, and summarized below.

Note that the Phase 2 portion of Study C4591001 included 360 participants randomized 1:1 
to receive BNT162b2 (30 µg) or placebo when the Phase 2/3 study commenced.

Safety data (reactogenicity and AE analyses) for the 360 participants in the Phase 2 portion 
of the study are presented up to Day 7 after Dose 2 (per protocol objective), with a data 
cutoff date of 02 September 2020. AE data from participants in Phase 2 after this time point 
are otherwise included with Phase 3 analyses in Section 2.5.5.5.3.

2.5.5.4.1. Safety Populations – Phase 2 
Disposition of 360 participants randomized 1:1 in Phase 2 was similar in the BNT162b2 and 
placebo groups. A total of 2 participants received Dose 1 but did not receive Dose 2: 
1 participant each in the BNT162b2 and placebo groups.

Overall, most participants were White (85.8%), followed by Black or African American
(9.2%). The proportions of Hispanic/Latino participants were similar in the BNT162b2 
(8.9%) and placebo (11.1%) groups. Within the BNT162b2 group, the younger age group 
had 14.8% of Hispanic/Latino participants and the older age group had 3.3%.
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The median age was 56 years overall. Median age was 44 years for the BNT162b2 younger 
age group and 65 years for the BNT162b2 older age group. The male/female split was 
approximately 50/50 for both groups and for younger and older participants within the 
BNT162b2 group.

The participants evaluated in Phase 2 after receiving BNT162b2 included 88 participants in 
the younger group and 92 participants in the older group. 

2.5.5.4.2. Reactogenicity – Phase 2 
In Phase 2, reactogenicity (particularly systemic events) increased after Dose 2 compared to 
Dose 1. Dose number-dependent increases in incidence of local reactions were minimal to 
modest in the younger and older groups of participants who received BNT162b2.

Most local reactions were mild or moderate in severity, had a median onset between 1 to 
3 days after dosing (Day 1 was the day of vaccination), and resolved after a median duration 
of 1 to 3 days after onset. No grade 4 (potentially life-threatening) reactions were reported.

Most systemic events were mild or moderate in severity, had a median onset of 2 to 3 days 
after dosing, and resolved after a median duration of 1 day after onset. Fever and chills each 
had a median duration of 1 day after either dose for both age groups.

2.5.5.4.2.1. Local Reactions
Pain at the injection site was the most frequent prompted local reaction in Phase 2 across 
doses and age groups (71% to 85%), with higher frequency in the BNT162b2 group 
compared to placebo (9% to 10%). Local reactions generally had similar incidence in the 
younger group (N=88 post Dose 1; N=86 post Dose 2) compared with the older group (N=92
post Dose 1; N=91 post Dose 2). Severe pain at injection site was reported by 2 participants, 
both in the BNT162b2 group: n=1 in the older group had severe injection site pain after 
Dose 1, and n=1 in the younger age group had severe injection site pain after Dose 2. 

Across age groups and both doses, swelling (3% to 12%) and redness (3% to 8%) occurred at 
low frequencies after Doses 1 and 2. One BNT162b2 recipient in the older group reported 
severe redness after Dose 2.  

Most local reactions were mild or moderate in severity, had a median onset between 1 to 
3 days after dosing (Day 1 was the day of vaccination), and resolved after a median duration 
of 1 to 3 days after onset. No grade 4 (potentially life-threatening) reactions were reported.

2.5.5.4.2.2. Systemic Events
The most frequent prompted systemic events for any dose and age groups in Phase 2 were 
fatigue (36% to 59%), headache (27% to 51%), muscle pain (14% to 45%), chills (8% to 
41%), diarrhea (9% to 20%), joint pain (4% to 17%), fever (0% to 17%), and vomiting (0% 
to 2%). Systemic events generally had increased frequency and/or severity after Dose 2 
compared with after Dose 1. Systemic events were also generally increased in frequency in 
the younger group (N=88 post Dose 1; N=86 post Dose 2) compared with the older group
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(N=92 post Dose 1; N=91 post Dose 2), with frequencies increasing with number of doses 
(Dose 1 vs Dose 2): 

 fatigue: younger group (50.0% vs 59.3%) compared to older group (35.9% vs 52.7%)
 headache: younger group (31.8% vs 51.2%) compared to older group (27.2% vs 36.3%)
 muscle pain: younger group (23.9% vs 45.3%) compared to older group (14.1% vs 28.6%)
 chills: younger group (9.1% vs 40.7%) compared to older group (7.6% vs 20.9%)
 joint pain: younger group (9.1% vs 17.4%) compared to older group (4.3% vs 16.5%)
 fever: younger group (3.4% vs 17.4%) compared to older group (0.0% vs 11.0%)  
 vomiting: similar in both age groups and after either dose
 diarrhea: reported less frequently in the older group and was similar after each dose.

Use of antipyretic/pain medication also increased in frequency with increasing number of 
doses and was used more frequently in the younger group compared with the older group.

Most systemic events were mild or moderate in severity, had a median onset of 2 to 3 days 
after dosing, and resolved after a median duration of 1 day after onset. Fever and chills each 
had a median duration of 1 day after either dose for both age groups.

Across age groups, severe systemic events were observed only after Dose 2 of BNT162b2 
overall and were reported for fever (1.1%), fatigue (4.0%), headache (2.8%), chills (2.3%), 
and muscle pain (1.7%). No grade 4 (potentially life-threatening) events were reported.

Systemic events were infrequent in placebo recipients.

2.5.5.4.3. Adverse Events – Phase 2 
AE analysis results for 360 participants of Study C4591001 evaluated for Phase 2 were
included with the Phase 3 AE analyses, and summarized separately here for data 
corresponding to the protocol defined objective of 7 days after Dose 2. AE data from 
participants in Phase 2 after this time point are otherwise included with Phase 3 analyses in 
Section 2.5.5.5.3.

The proportions of participants who reported any AEs up to 7 days after Dose 2 were similar 
in the BNT162b2 and placebo groups overall. Incidences in the BNT162b2 and placebo were 
similar within the age groups for younger (9.1% vs 11.1%) and older (4.3% vs 8.9%) 
participants. Two severe events of myalgia and gastric adenocarcinoma (which was also an 
SAE) were reported for 2 participants in the BNT162b2 younger age group, both assessed by 
the investigator as not related to study intervention. No other SAEs or any deaths were 
reported up to 7 days after Dose 2. The only discontinuation due to an AE during this time 
was the participant in the BNT162b2 younger age group who reported an SAE of gastric 
adenocarcinoma (discontinued from the study on Day 23 after Dose 1 of BNT162b2). There 
were no immediate AEs after any dose of BNT162b2 30 µg or placebo.  
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2.5.5.5. Safety Results - Phase 2/3 Safety in Study C4591001
Details of study population and safety analysis results in Phase 2/3 are provided in 
Module 5.3.5.1 C4591001 Efficacy Final Analysis Interim CSR Section 10 and Section 12.3
(up to 1 month after Dose 2), and Module 5.3.5.1 C4591001 6-Month Update Interim CSR
Section 10 and Section 12.2 (up to 6 months after Dose 2).

C4591001 Phase 2/3 safety data are also presented in Module 2.7.4 and summarized below. 
Note that Phase 2/3 analyses included the 360 participants who were analyzed in Phase 2.

Safety data (reactogenicity and AE analyses) for participants in the Phase 2/3 portion of 
Study C4591001 are included up to the most recent data cutoff date of 13 March 2021.
Participants ≥16 years of age are included in safety analyses presented in this submission; 
safety data for adolescents 12 to 15 years of age will be reported at a later time.

2.5.5.5.1. Safety Populations – Phase 2/3 
The safety population included a total of 44,050 participants: 22,026 participants in the 
BNT162b2 group and 22,021 participants in the placebo group (Table 51). Most of the total 
115 (0.3%) participants excluded from the safety population were excluded because those 
participants did not receive study vaccine.

HIV+ participants are included in this summary and summarized separately (per protocol).
Safety analysis results of HIV+ participants are presented for adult participants (≥16 years of 
age) for the reactogenicity set and for other safety endpoints during the blinded placebo-
controlled follow-up period.

There were no clinically meaningful differences in the safety population by age group, 
baseline SARS-CoV-2 status, ethnicity, race, or sex.  

Table 51. Safety Population – Phase 2/3 Subjects ≥16 Years of Age

Vaccine Group (as Administered)

BNT162b2 (30 μg)
na

Placebo
na

Total
na (%)

Randomizedb 44165
Vaccinated 22032 22025 44060 (99.8)

Safety population 22026 22021 44050 (99.7)
HIV-positive 100 100 200 (0.5)
Indeterminate vaccinec 3 (0.0)

Excluded from safety population 115 (0.3)
Reason for exclusion

Subject did not receive study vaccine 105 (0.2)
Unreliable data due to lack of PI oversight 10 (0.0)
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Table 51. Safety Population – Phase 2/3 Subjects ≥16 Years of Age

Vaccine Group (as Administered)

BNT162b2 (30 μg)
na

Placebo
na

Total
na (%)

Note: Human immunodeficiency virus (HIV)-positive subjects are included in this summary but analyzed and reported 
separately. 
a. n = Number of subjects with the specified characteristic, or the total sample. 
b. This value is the denominator for the percentage calculations. 
c. "Indeterminate vaccine" refers to subjects whose vaccine group (as administered) could not be determined. These 
subjects were not included in the safety analysis but their safety data is listed separately. 
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (23:24) Source Data: adsl Table Generation: 27MAR2021 
(01:42) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: 
./nda2_unblinded/C4591001_BLA/adsl_s003_pop_all_p3 

2.5.5.5.1.1. Duration of Follow-Up
During the blinded placebo-controlled follow-up period, 51.1% of participants in the 
BNT162b2 group and 51.4% of participants in the placebo group had follow-up time 
between ≥4 months to <6 months after Dose 2 (Table 52). Altogether, 25,651 participants 
(58.2%) ≥16 years of age were followed for ≥4 months after the second dose.

From Dose 2 to the cutoff date, 54.5% of participants in the BNT162b2 group had a total 
follow-up time of ≥6 months after the second dose. 

In the younger age group, 48.5% of participants in the BNT162b2 group and 48.3% of 
participants in the placebo group had follow-up time between ≥4 months to <6 months after 
Dose 2 during the blinded placebo-controlled follow-up period. From Dose 2 to the cutoff 
date, 51.0% of participants in the BNT162b2 group had a total follow-up time of ≥6 months.

In the older age group, 54.8% of participants in the BNT162b2 group and 55.9% of 
participants in the placebo group had follow-up time between ≥4 months to <6 months after 
Dose 2 during the blinded placebo-controlled follow-up period. From Dose 2 to the cutoff 
date, 59.6% of participants in the BNT162b2 group had a total follow-up time of ≥6 months.

During the open-label follow-up period, 47.5% of original placebo participants had follow-up 
time between ≥1 month to <2 months after Dose 1 of BNT162b2.
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Table 52. Follow-up Time After Dose 2 – Phase 2/3 Subjects ≥16 Years of Age –
Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=22026)

nb (%)

Placebo
(Na=22021)

nb (%)

Total
(Na=44047)

nb (%)

Subjects (%) with length of follow-up of:
Original blinded placebo-controlled follow-up period

<2 Months 1251 (5.7) 1331 (6.0) 2582 (5.9)
≥2 Months to <4 months 7744 (35.2) 8070 (36.6) 15814 (35.9)
≥4 Months to <6 months 11253 (51.1) 11316 (51.4) 22569 (51.2)
≥6 Months 1778 (8.1) 1304 (5.9) 3082 (7.0)

Total exposure from Dose 2 to cutoff date
<2 Months 390 (1.8)
≥2 Months to <4 months 679 (3.1)
≥4 Months to <6 months 8951 (40.6)
≥6 Months 12006 (54.5)

Note: Human immunodeficiency virus (HIV)-positive subjects are included in this summary but analyzed and reported 
separately. 
a. N = number of subjects in the specified group, or the total sample. This value is the denominator for the percentage 
calculations. 
b. n = Number of subjects with the specified characteristic. 
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (23:24) Source Data: adsl Table Generation: 27MAR2021 
(01:37) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: 
./nda2_unblinded/C4591001_BLA/adsl_fu_d2_p3_saf 
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Table 53. Follow-up Time After Dose 1 of BNT162b2 – Phase 2/3 Subjects ≥16 Years 
of Age (Subjects Who Originally Received Placebo) – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=19611)

nb (%)

Subjects (%) with length of follow-up of:
Open-label follow-up period

<1 Month 4934 (25.2)
≥1 Month to <2 months 9323 (47.5)
≥2 Months to <3 months 4145 (21.1)
≥3 Months 1209 (6.2)

Note: Human immunodeficiency virus (HIV)-positive subjects are included in this summary but analyzed and reported 
separately. 
a. N = number of subjects in the specified group, or the total sample. This value is the denominator for the percentage 
calculations. 
b. n = Number of subjects with the specified characteristic. 
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (23:24) Source Data: adsl Table Generation: 27MAR2021 
(01:37) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: 
./nda2 unblinded/C4591001 BLA/adsl fu d1 p3 saf 

2.5.5.5.1.2. Disposition
The disposition of all Phase 2/3 participants randomized is presented for the blinded 
placebo-controlled and open-label follow-up periods in Table 54.

Disposition of all randomized participants ≥16 years of age was similar by age group. 
Disposition of HIV+ participants is included in this summary but summarized separately in 
safety analyses. 

Note, several participants remain in the study but were erroneously reported as withdrawn 
because of AEs, which was subsequently queried and corrected as described in 
Module 5.3.5.1 C4591001 6-Month Update Interim CSR Errata.

Blinded Placebo-Controlled Follow-Up Period

During the blinded placebo-controlled follow-up period, most participants randomized 
received Dose 1 (99.8%) and Dose 2 (98.1%). There were 352 (1.6%) participants in the 
BNT162b2 group and 528 (2.4%) participants in the placebo group who discontinued from 
the vaccination period (Dose 1 to 1 month after Dose 2) (Table 54). Most participants 
completed the visit at 1 month post-Dose 2 (≥96.4%). Few participants in the BNT162b2 and 
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placebo groups were withdrawn from the study (1.6% and 2.2%, respectively), and most 
were due to withdrawals by the participant, or they were lost to follow-up. 

There were 7 participants with special data issues: 8 participant identification numbers from 
4 participants who enrolled into the study more than once and 3 participants whose vaccine 
assignment was not confirmed in the IRT at the time of data cutoff.

 Three participants who were randomized and vaccinated, but actual vaccine assignment 
was not confirmed in IRT at the time of data cutoff. Participants were vaccinated as per 
CRF, but due to the inability to confirm consistency between the data in the CRF and 
IRT, these participants were not assigned to any actual dosing group. Safety data from 
these 3 participants were excluded from safety summary tables but their safety data are
listed separately (Table 54).

 During the conduct of this study, 4 participants were each randomized twice with 
different participant identification numbers at 2 different sites. Because the significant 
misconduct of these participants compromised the integrity of the study data, results from 
these participants were excluded from all efficacy and safety analyses, including 
disposition and demographic tabulations. These participants who were discontinued from 
vaccination and/or from the study are listed separately.

Open-Label Follow-Up Period

Individuals ≥16 years of age have been unblinded as they became locally eligible and wished
to know their vaccine assignment to confirm prior vaccination with BNT162b2 (if 
randomized to this group), or to receive BNT162b2 (if randomized to placebo). Unblinded 
participants originally randomized to BNT162b2 continue to be followed in an open-label 
manner. Unblinded participants originally randomized to placebo are offered BNT162b2 
vaccination (Doses 3 and 4; first and second dose of BNT162b2 30 µg, respectively) and 
thereafter followed in an open-label manner.

Most Phase 2/3 participants in the originally randomized BNT162b2 (96.8%) and placebo 
(96.4%) groups completed the 1 month post-Dose 2 visit before unblinding (Table 54). 

A total of 87 (0.4%) original BNT162b2 participants received Dose 1 of BNT162b2 during 
the blinded placebo-controlled follow-up period and then received Dose 2 of BNT162b2 
30 µg during the open-label follow-up period (when they were unblinded). There were 
105 (0.5%) participants withdrawn from the study, and most were due to withdrawals by the 
participant, or they had a protocol deviation.

During the open-label follow-up period, most participants originally randomized in the 
placebo group received Doses 3 and 4 (88.8% and 72.4%, respectively) of BNT162b2. There 
were few participants in this group (0.1%) who were withdrawn from the study, and most 
were due to withdrawals by the participant. 
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Table 54. Disposition of All Randomized Subjects – Phase 2/3 Subjects ≥16 Years of 
Age

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=22085)

nb (%)

Placebo
(Na=22080)

nb (%)

Total
(Na=44165)

nb (%)

Randomized 22085 (100.0) 22080 (100.0) 44165 (100.0)
Not vaccinated 55 (0.2) 50 (0.2) 105 (0.2)
Original blinded placebo-controlled follow-up period

Vaccinated 22030 (99.8) 22030 (99.8) 44060 (99.8)
Dose 1 22030 (99.8) 22030 (99.8) 44060 (99.8)
Dose 2 21675 (98.1) 21650 (98.1) 43325 (98.1)

Discontinued from original blinded placebo-controlled 
vaccination periodc

352 (1.6) 528 (2.4) 880 (2.0)

Reason for discontinuation
Lost to follow-up 151 (0.7) 153 (0.7) 304 (0.7)
Withdrawal by subject 109 (0.5) 181 (0.8) 290 (0.7)
No longer meets eligibility criteria 26 (0.1) 120 (0.5) 146 (0.3)
Adverse event 27 (0.1) 26 (0.1) 53 (0.1)
Physician decision 5 (0.0) 8 (0.0) 13 (0.0)
Pregnancy 6 (0.0) 6 (0.0) 12 (0.0)
Protocol deviation 3 (0.0) 8 (0.0) 11 (0.0)
Death 3 (0.0) 4 (0.0) 7 (0.0)
Medication error without associated adverse event 3 (0.0) 2 (0.0) 5 (0.0)
Withdrawal by parent/guardian 1 (0.0) 0 1 (0.0)
Other 18 (0.1) 20 (0.1) 38 (0.1)

Unblinded before 1-month post–Dose 2 visit 253 (1.1) 240 (1.1) 493 (1.1)
Completed 1-month post–Dose 2 visit 21382 (96.8) 21293 (96.4) 42675 (96.6)

Withdrawn from the study 343 (1.6) 484 (2.2) 827 (1.9)
Withdrawn after Dose 1 and before Dose 2 176 (0.8) 211 (1.0) 387 (0.9)
Withdrawn after Dose 2 and before 1-month post–Dose 2 

visit
100 (0.5) 139 (0.6) 239 (0.5)

Withdrawn after 1-month post–Dose 2 visit 67 (0.3) 134 (0.6) 201 (0.5)
Reason for withdrawal from the study

Lost to follow-up 174 (0.8) 191 (0.9) 365 (0.8)
Withdrawal by subject 122 (0.6) 226 (1.0) 348 (0.8)
Protocol deviation 11 (0.0) 24 (0.1) 35 (0.1)
Death 16 (0.1) 15 (0.1) 31 (0.1)
Adverse event 9 (0.0) 8 (0.0) 17 (0.0)
Physician decision 3 (0.0) 6 (0.0) 9 (0.0)
No longer meets eligibility criteria 1 (0.0) 4 (0.0) 5 (0.0)
Pregnancy 0 1 (0.0) 1 (0.0)
Medication error without associated adverse event 1 (0.0) 0 1 (0.0)
Withdrawal by parent/guardian 1 (0.0) 0 1 (0.0)
Other 5 (0.0) 9 (0.0) 14 (0.0)

Open-label follow-up period
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Table 54. Disposition of All Randomized Subjects – Phase 2/3 Subjects ≥16 Years of 
Age

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=22085)

nb (%)

Placebo
(Na=22080)

nb (%)

Total
(Na=44165)

nb (%)

Originally randomized to BNT162b2 20404 (92.4)
Received Dose 2/unplanned dose 87 (0.4)
Completed 1-month post–Dose 2 visit 210 (1.0)
Completed 6-month post–Dose 2 visit 6414 (29.0)
Withdrawn from the study 105 (0.5)

Withdrawn before 6-month post–Dose 2 visit 103 (0.5)
Withdrawn after 6-month post–Dose 2 visit 2 (0.0)

Reason for withdrawal from the study
Withdrawal by subject 56 (0.3)
Protocol deviation 35 (0.2)
Lost to follow-up 4 (0.0)
Death 3 (0.0)
Physician decision 2 (0.0)
Adverse event 1 (0.0)
No longer meets eligibility criteria 1 (0.0)
Other 3 (0.0)

Originally randomized to placebo 20948 (94.9)
Withdrawn from the study after unblinding and before 

Dose 3
497 (2.3)

Received Dose 3 (first dose of BNT162b2 [30 μg]) 19612 (88.8)
Received Dose 4 (second dose of BNT162b2 [30 μg]) 15986 (72.4)

Discontinued from open-label vaccination periodd 24 (0.1)
Reason for discontinuation from open-label vaccination 

period
Protocol deviation 6 (0.0)
Adverse event 5 (0.0)
Withdrawal by subject 5 (0.0)
Pregnancy 4 (0.0)
Death 2 (0.0)
Lost to follow-up 2 (0.0)

Completed 1-month post–Dose 4 visit 7209 (32.6)

Withdrawn from the study 14 (0.1)
Withdrawn after Dose 3 and before Dose 4 11 (0.0)
Withdrawn after Dose 4 and before 1-month post–Dose 4 

visit
2 (0.0)

Withdrawn after 1-month post–Dose 4 visit 1 (0.0)
Reason for withdrawal from the study

Withdrawal by subject 7 (0.0)
Protocol deviation 3 (0.0)
Death 2 (0.0)
Adverse event 1 (0.0)
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Table 54. Disposition of All Randomized Subjects – Phase 2/3 Subjects ≥16 Years of 
Age

Vaccine Group (as Randomized)

BNT162b2 (30 μg)
(Na=22085)

nb (%)

Placebo
(Na=22080)

nb (%)

Total
(Na=44165)

nb (%)

Lost to follow-up 1 (0.0)

Note: Human immunodeficiency virus (HIV)-positive subjects are included in this summary but analyzed and reported 
separately. 
Note: Subjects randomized but did not sign informed consent or had a significant quality event due to lack of PI oversight 
are not included in any analysis population. 
Note: Because of a dosing error, Subjects C4591001 1081 10811053, C4591001 1088 10881077, C4591001 1177 
11771089 and C4591001 1231 12311057 received an additional dose of BNT162b2 (30 µg) at an unscheduled visit after 
receiving 1 dose of BNT162b2 (30 µg) and 1 dose of placebo. 
a. N = number of randomized subjects in the specified group, or the total sample. This value is the denominator for the 
percentage calculations. 
b. n = Number of subjects with the specified characteristic. 
c. Original blinded placebo-controlled vaccination period is defined as the time period from Dose 1 to 1 month post–
Dose 2. 
d. Open-label vaccination period is defined as the time period from Dose 3 (first dose of BNT162b2 [30 µg]) to 1 month 
post–Dose 4 (second dose of BNT162b2 [30 µg]). 
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (19:20) Source Data: adds Table Generation: 27MAR2021 
(16:34) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: 
./nda2 unblinded/C4591001 BLA/adds s002 all p3 rand 

2.5.5.5.1.3. Demographics
2.5.5.5.1.3.1. Participants ≥16 Years of Age 
Demographic characteristics for all Phase 2/3 participants ≥16 years of age were similar in 
the BNT162b2 and placebo groups (Table 55). Overall, most participants were 
White (82.0%), with 9.6% Black or African American participants and 4.3% Asian 
participants, and all other racial groups were ≤2.5%. There were 25.9% Hispanic/Latino 
participants. Median age was 51.0 years and 50.9% of participants were male. Obesity was 
reported in 34.4% of participants in this safety population.

Baseline SARS-CoV-2 status was positive (defined as a positive N-binding antibody result at 
Visit 1, positive NAAT result at Visit 1, or medical history of COVID-19) in 3.1% of 
participants in the BNT162b2 group and 3.3% of participants in the placebo group.

Demographic data for participants 12 to 15 years of age in this study are provided in the 
Module 5.3.5.1 C4591001 6-Month Update Interim CSR. These participants were included in 
the efficacy populations, as defined in the protocol, for updated analyses of efficacy; safety 
data for participants 12 to 15 years of age will be reported separately at a later time.
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Table 55. Demographic Characteristics – Phase 2/3 Subjects ≥16 Years of Age –
Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=22026)

nb (%)

Placebo
(Na=22021)

nb (%)

Total
(Na=44047)

nb (%)

Sex
Male 11322 (51.4) 11098 (50.4) 22420 (50.9)
Female 10704 (48.6) 10923 (49.6) 21627 (49.1)

Race
White 18056 (82.0) 18064 (82.0) 36120 (82.0)
Black or African American 2098 (9.5) 2118 (9.6) 4216 (9.6)
American Indian or Alaska Native 221 (1.0) 217 (1.0) 438 (1.0)
Asian 952 (4.3) 942 (4.3) 1894 (4.3)
Native Hawaiian or other Pacific Islander 58 (0.3) 32 (0.1) 90 (0.2)
Multiracial 550 (2.5) 533 (2.4) 1083 (2.5)
Not reported 91 (0.4) 115 (0.5) 206 (0.5)

Racial designation
Japanese 78 (0.4) 78 (0.4) 156 (0.4)

Ethnicity
Hispanic/Latino 5704 (25.9) 5695 (25.9) 11399 (25.9)
Non-Hispanic/non-Latino 16211 (73.6) 16212 (73.6) 32423 (73.6)
Not reported 111 (0.5) 114 (0.5) 225 (0.5)

Country
Argentina 2883 (13.1) 2881 (13.1) 5764 (13.1)
Brazil 1452 (6.6) 1448 (6.6) 2900 (6.6)
Germany 249 (1.1) 250 (1.1) 499 (1.1)
South Africa 401 (1.8) 399 (1.8) 800 (1.8)
Turkey 249 (1.1) 249 (1.1) 498 (1.1)
USA 16792 (76.2) 16794 (76.3) 33586 (76.3)

Age group (at vaccination)
16-55 Years 13069 (59.3) 13095 (59.5) 26164 (59.4)
>55 Years 8957 (40.7) 8926 (40.5) 17883 (40.6)

Age at vaccination (years)
Mean (SD) 49.7 (15.99) 49.6 (16.05) 49.7 (16.02)
Median 51.0 51.0 51.0
Min, max (16, 89) (16, 91) (16, 91)

Baseline SARS-CoV-2 status
Positivec 689 (3.1) 716 (3.3) 1405 (3.2)
Negatived 21185 (96.2) 21180 (96.2) 42365 (96.2)
Missing 152 (0.7) 125 (0.6) 277 (0.6)

Body mass index (BMI)
Underweight (<18.5 kg/m2) 271 (1.2) 304 (1.4) 575 (1.3)
Normal weight (≥18.5 kg/m2 - 24.9 kg/m2) 6535 (29.7) 6524 (29.6) 13059 (29.6)
Overweight (≥25.0 kg/m2 - 29.9 kg/m2) 7670 (34.8) 7558 (34.3) 15228 (34.6)
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Table 55. Demographic Characteristics – Phase 2/3 Subjects ≥16 Years of Age –
Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=22026)

nb (%)

Placebo
(Na=22021)

nb (%)

Total
(Na=44047)

nb (%)

Obese (≥30.0 kg/m2) 7543 (34.2) 7629 (34.6) 15172 (34.4)
Missing 7 (0.0) 6 (0.0) 13 (0.0)

Abbreviation: SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2. 
Note: Human immunodeficiency virus (HIV)-positive subjects are included in this summary but analyzed and reported 
separately. 
a. N = number of subjects in the specified group, or the total sample. This value is the denominator for the percentage 
calculations. 
b. n = Number of subjects with the specified characteristic. 
c. Positive N-binding antibody result at Visit 1, positive NAAT result at Visit 1, or medical history of COVID-19. 
d. Negative N-binding antibody result at Visit 1, negative NAAT result at Visit 1, and no medical history of COVID-19. 
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (23:24) Source Data: adsl Table Generation: 27MAR2021 
(15:19) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: 
./nda2_unblinded/C4591001_BLA/adsl_s005_demo_all_p3_saf 

Within each age group, most demographic characteristics were similar in the BNT162b2 
group and the placebo group. Overall, 4.0% of participants in the younger age group were 
SARS-CoV-2 baseline positive, and 1.9% of participants in the older age group were 
SARS-CoV-2 baseline positive, and the proportions were similar in the BNT162b2 and 
placebo groups. There was a lower proportion of non-Hispanic/non-Latino participants in the 
younger BNT162b2 and placebo groups (68.6% and 68.8%, respectively) than in the older 
BNT162b2 and placebo groups (80.9% and 80.7%, respectively).

Within each baseline SARS-CoV-2 status group, demographic characteristics were similar in 
the BNT162b2 group and the placebo group. Most participants were White regardless of 
baseline status; however, there was a higher proportion of White participants among those 
with a negative baseline status (82.9%) than with a positive baseline status (57.7%). The 
median age was 43.0 years in participants with a positive baseline status and 51.0 years in 
participants with a negative baseline status. There were 41.4% and 34.2% of participants who 
were obese with positive and negative baseline status, respectively.

Participants ≥16 years of age had a diverse medical history profile consistent with that of 
individuals in the general population in the same age group. In the BNT162b2 group, 
conditions in the surgical and medical procedures (8430 [38.3%]), metabolism and nutrition 
disorders (6587[29.9%]), and immune system disorders (5987 [27.2%]; of which 3303 
[15.0%] were seasonal allergy) SOCs were most frequently reported.  
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Overall, 20.7% of participants had any comorbidity (per the Charlson comorbidity index). 
The most frequently reported comorbidities were diabetes without chronic complications
(7.7%), chronic pulmonary disease (8.1%), and any malignancy (3.6%), which were reported 
at similar frequencies in each vaccine group. 

 In the younger age group, 13.3% of participants had any comorbidity. The most frequently 
reported comorbidities were diabetes without chronic complications (3.7%) and chronic 
pulmonary disease (7.4%), which were reported at similar frequencies in each vaccine group. 

 In the older age group, 31.6% of participants had any comorbidity. The most frequently 
reported comorbidities were diabetes without chronic complications (13.6%) and chronic 
pulmonary disease (9.1%), which were reported at similar frequencies in each vaccine group. 

HIV+ Participants

Demographic characteristics for participants with confirmed stable HIV disease were similar 
in the BNT162b2 and the placebo groups. Overall, 54.5% of participants were Black or 
African American, 40.5% of participants were White, and all other racial groups were ≤1.5%. 
There were 16.0% Hispanic/Latino participants. Median age was 49.5 years and 67.5% of 
participants were male. Obese participants made up 39.0% of this population.

2.5.5.5.1.3.2. Participants With at Least 6 Months Follow-Up Time – BNT162b2 Group
Demographic characteristics for all original BNT162b2 Phase 2/3 participants ≥16 years of 
age and had at least 6 months of follow-up time after Dose 2 are presented in Table 56. 
Overall, most participants were White (86.4%), with 7.1% Black or African American 
participants and 3.8% Asian participants, and other racial groups were ≤1.6%. There were 
27.8% Hispanic/Latino participants. Median age was 53.0 years and 50.3% of participants 
were male. Obese participants made up 34.2% of this safety population.

Table 56. Demographic Characteristics – Subjects With at Least 6 Months of Follow-
up Time After Dose 2 – Phase 2/3 Subjects ≥16 Years of Age (Subjects Who 
Originally Received BNT162b2) – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=12006)

nb (%)

Sex
Male 6040 (50.3)
Female 5966 (49.7)

Race
White 10370 (86.4)
Black or African American 851 (7.1)
American Indian or Alaska Native 55 (0.5)
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Table 56. Demographic Characteristics – Subjects With at Least 6 Months of Follow-
up Time After Dose 2 – Phase 2/3 Subjects ≥16 Years of Age (Subjects Who 
Originally Received BNT162b2) – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=12006)

nb (%)

Asian 452 (3.8)
Native Hawaiian or other Pacific Islander 31 (0.3)
Multiracial 195 (1.6)
Not reported 52 (0.4)

Racial designation
Japanese 44 (0.4)

Ethnicity
Hispanic/Latino 3339 (27.8)
Non-Hispanic/non-Latino 8604 (71.7)
Not reported 63 (0.5)

Country
Argentina 2118 (17.6)
Brazil 596 (5.0)
USA 9292 (77.4)

Age group (at vaccination)
16-55 Years 6666 (55.5)
>55 Years 5340 (44.5)

Age at vaccination (years)
Mean (SD) 51.4 (15.44)
Median 53.0
Min, max (18, 85)

Baseline SARS-CoV-2 status
Positivec 250 (2.1)
Negatived 11678 (97.3)
Missing 78 (0.6)

Body mass index (BMI)
Underweight (<18.5 kg/m2) 136 (1.1)
Normal weight (≥18.5 kg/m2 - 24.9 kg/m2) 3527 (29.4)
Overweight (≥25.0 kg/m2 - 29.9 kg/m2) 4232 (35.2)
Obese (≥30.0 kg/m2) 4107 (34.2)
Missing 4 (0.0)
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Table 56. Demographic Characteristics – Subjects With at Least 6 Months of Follow-
up Time After Dose 2 – Phase 2/3 Subjects ≥16 Years of Age (Subjects Who 
Originally Received BNT162b2) – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=12006)

nb (%)

Abbreviation: SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2. 
Note: Human immunodeficiency virus (HIV)-positive subjects are included in this summary but analyzed and reported 
separately. 
a. N = number of subjects in the specified group. This value is the denominator for the percentage calculations. 
b. n = Number of subjects with the specified characteristic. 
c. Positive N-binding antibody result at Visit 1, positive NAAT result at Visit 1, or medical history of COVID-19. 
d. Negative N-binding antibody result at Visit 1, negative NAAT result at Visit 1, and no medical history of COVID-19. 
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (23:24) Source Data: adsl Table Generation: 27MAR2021 
(15:19) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: 
./nda2 unblinded/C4591001 BLA/adsl s005 demo 6m p3 saf 

2.5.5.5.1.3.3. Placebo Group Who Received BNT162b2 
Demographic characteristics for all original placebo Phase 2/3 participants who then received 
BNT162b2 later during the open-label follow-up period are presented in Table 57. Overall, 
most participants were White (83.1%), with 8.3% Black or African American participants 
and 4.3% Asian participants, and all other racial groups were ≤2.6%. There were 
25.5% Hispanic/Latino participants. Median age was 51.0 years and 50.2% of participants 
were male. Obese participants made up 34.4% of this safety population.

Table 57. Demographic Characteristics – Subjects Who Originally Received Placebo 
and Then Received BNT162b2 After Unblinding – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=19611)

nb (%)

Sex
Male 9841 (50.2)
Female 9770 (49.8)

Race
White 16299 (83.1)
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Table 57. Demographic Characteristics – Subjects Who Originally Received Placebo 
and Then Received BNT162b2 After Unblinding – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=19611)

nb (%)

Black or African American 1636 (8.3)
American Indian or Alaska Native 189 (1.0)
Asian 849 (4.3)
Native Hawaiian or other Pacific Islander 28 (0.1)
Multiracial 509 (2.6)
Not reported 101 (0.5)

Racial designation
Japanese 77 (0.4)

Ethnicity
Hispanic/Latino 5002 (25.5)
Non-Hispanic/non-Latino 14499 (73.9)
Not reported 110 (0.6)

Country
Argentina 2612 (13.3)
Brazil 1428 (7.3)
Germany 241 (1.2)
South Africa 362 (1.8)
Turkey 242 (1.2)
USA 14726 (75.1)

Age group (at vaccination)
16-55 Years 11404 (58.2)
>55 Years 8207 (41.8)

Age at vaccination (years)
Mean (SD) 50.1 (15.91)
Median 51.0
Min, max (16, 91)

Baseline SARS-CoV-2 status
Positivec 590 (3.0)
Negatived 18909 (96.4)
Missing 112 (0.6)

Body mass index (BMI)
Underweight (<18.5 kg/m2) 258 (1.3)
Normal weight (≥18.5 kg/m2 - 24.9 kg/m2) 5805 (29.6)
Overweight (≥25.0 kg/m2 - 29.9 kg/m2) 6790 (34.6)
Obese (≥30.0 kg/m2) 6753 (34.4)
Missing 5 (0.0)
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Table 57. Demographic Characteristics – Subjects Who Originally Received Placebo 
and Then Received BNT162b2 After Unblinding – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=19611)

nb (%)

Abbreviation: SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2. 
Note: Human immunodeficiency virus (HIV)-positive subjects are included in this summary but analyzed and reported 
separately. 
a. N = number of subjects in the specified group. This value is the denominator for the percentage calculations. 
b. n = Number of subjects with the specified characteristic. 
c. Positive N-binding antibody result at Visit 1, positive NAAT result at Visit 1, or medical history of COVID-19. 
d. Negative N-binding antibody result at Visit 1, negative NAAT result at Visit 1, and no medical history of COVID-19. 
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (23:24) Source Data: adsl Table Generation: 27MAR2021 
(15:20) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: 
./nda2 unblinded/C4591001 BLA/adsl s005 demo cr p3 saf 

2.5.5.5.2. Reactogenicity – Phase 2/3 
Reactogenicity (local reactions and systemic events) was assessed via e-diary in a subset of 
participants in up to 7 days after each dose in the blinded placebo-controlled follow-up period. 

Local reactions are summarized in Section 2.5.5.4.2.1 and systemic events are summarized in 
Section 2.5.5.4.2.2 for the reactogenicity subset of the safety population, subgroups of 
participants defined by baseline SARS-CoV-2 status, and participants with stable HIV.

The reactogenicity subset of the safety population included e-diary data for participants in 
each group as follows:

 BNT162b2 group: 
 Younger adults 16 to 55 years of age: N=2899 post Dose 1 and N=2682 post Dose 2
 Older adults >55 years of age: N=2008 post Dose 1 and N=1860 post Dose 2

 Placebo  group: 
 Younger adults 16 to 55 years of age: N=2908 post Dose 1 and N=2684 post Dose 2
 Older adults >55 years of age: N=1989 post Dose 1 and N=1833 post Dose 2

The baseline SARS-CoV-2 positive reactogenicity subset was comprised of adults ≥16 years 
of age and included e-diary data for the N=177 post Dose 1 and N=153 post Dose 2 in the 
BNT162b2 group, and N=187 post Dose 1 and N=165 post Dose 2 in the placebo group. 
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The baseline SARS-CoV-2 negative reactogenicity subset was comprised of adults ≥16 years 
of age and included e-diary data for the N=4701 post Dose 1 and N=4368 post Dose 2 in the 
BNT162b2 group, and N=4690 post Dose 1 and N=4334 post Dose 2 in the placebo group.

The HIV+ reactogenicity subset was comprised of adults ≥16 years of age and included 
e-diary data for the N=54 post Dose 1 and N=60 post Dose 2 in the BNT162b2 group, and 
N=56 post Dose 1 and N=62 post Dose 2 in the placebo group.

2.5.5.5.2.1. Local Reactions
In the BNT162b2 group, pain at the injection site was reported more frequently in the 
younger age group than in the older age group and frequency was similar after Dose 1 
compared with Dose 2 of BNT162b2 in the younger age group (83.7% vs 78.3%) and in the 
older age group (70.1% vs 66.1%) (Figure 11 and Figure 12, respectively). In the placebo 
group, pain at the injection site after Doses 1 and 2 was reported at slightly higher 
frequencies in the younger age group (14.2% and 11.6%, respectively) than in the older age 
group (9.3% and 7.8%, respectively).

In the BNT162b2 group, frequencies of redness and swelling were similar in the younger and 
older age group after Doses 1 and 2. Frequencies of redness were similar after Dose 1 
compared with Dose 2 of BNT162b2 in the younger age group (5.4% vs 5.6%) and in the 
older age group (5.3% vs 7.2%). Frequencies of swelling were similar after Dose 1 compared 
with Dose 2 of BNT162b2 in the younger age group (6.3% vs 6.8%, respectively) and in the 
older age group (7.0% vs 7.8%). In the placebo group, redness and swelling were reported 
infrequently in the younger (≤1.0%) and older (≤1.2%) groups after Doses 1 and 2.

Overall, across age groups, pain at the injection site did not increase after Dose 2, and 
redness and swelling were generally similar in frequency after Dose 1 and Dose 2. Severe 
redness and swelling were reported infrequently and were similar in the younger and older 
age groups (≤0.7%) after any dose. Severe pain at the injection site occurred more frequently 
in the younger age group compared to the older age group (2.5% vs 0.7%). After the first and 
second dose and in both age groups, the majority of local reactions were mild or moderate in 
severity, and no grade 4 local reactions were reported.

The median onset for local reactions after either dose of BNT162b2 was between Day 1.0 
and Day 2.0  in the younger age group and between Day 1.0 and Day 3.0 in the older age 
group (Day 1 was the day of vaccination). Local reactions resolved with median durations 
between 1.0 and 2.0 days in both age groups.

Subgroup Analyses

There were 177 BNT162b2 and 187 placebo participants with baseline positive SARS-CoV-2 
status, and 4701 BNT162b2 and 4690 placebo participants with baseline negative SARS-CoV-2 
status. For local reactions the frequency of redness, swelling, and pain at the injection site after 
any dose of BNT162b2 was 8.5%, 10.2%, and 80.2% compared with 9.9%, 11.1%, and 84.5% 
for those positive and negative at baseline, respectively. 
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While the frequency of local reactions was numerically higher in those negative at baseline, 
these differences are not clinically meaningful. 

HIV+ Participants

Local reactions in participants with confirmed stable HIV disease were similar to those 
observed for all participants ≥16 years of age by severity, onset day, and median duration. 
The frequency of pain at the injection site was similar after Dose 1 compared with Dose 2 of 
BNT162b2 (63.0% vs 53.3%). The frequency of redness and swelling was similar after 
Dose 1 compared with Dose 2 of BNT162b2 (redness: 3.7% vs 6.7%; swelling: 5.6% vs 
8.3%, respectively). There was 1 (1.7%) severe reaction (pain at the injection site) reported 
after Dose 2 of BNT162b2 and no grade 4 reactions were reported.  
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Figure 11. Participants Reporting Local Reactions, by Maximum Severity, Within 7 Days After Each Dose, by Age Group –
Reactogenicity Subset for Phase 2/3 Analysis – Safety Population Age Group: 16-55 Years
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Figure 12. Participants Reporting Local Reactions, by Maximum Severity, Within 7 Days After Each Dose, by Age Group –
Reactogenicity Subset for Phase 2/3 Analysis – Safety Population Age Group: >55 Years
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2.5.5.5.2.2. Systemic Events
Systemic events were generally increased in frequency and severity in the younger group
(Figure 13) compared with the older group (Figure 14), with frequencies and severity 
increasing with number of doses (Dose 1 vs Dose 2). Vomiting and diarrhea were exceptions, 
with vomiting reported similarly infrequently in both age groups and diarrhea reported at 
similar incidences after each dose.  

Systemic events in the younger group compared with the older group, with frequencies 
increasing with number of doses (Dose 1 vs Dose 2), were: 

 fatigue: younger group (49.4% vs 61.5%) compared to older group (33.7% vs 51.0%)
 headache: younger group (43.5% vs 54.0%) compared to older group (25.0% vs 39.4%)
 muscle pain: younger group (22.9% vs 39.3%) compared to older group (13.6% vs 28.9%)
 chills: younger group (16.5% vs 37.8%) compared to older group (6.5% vs 23.4%)
 joint pain: younger group (11.8% vs 23.8%) compared to older group (8.7% vs 19.0%)
 fever: younger group (4.1% vs 16.4%) compared to older group (1.3% vs 11.8%)
 vomiting: younger group (1.2% vs 2.2%) compared to older group (0.5% vs 0.7%)
 diarrhea: younger group (10.7% vs 10.0%) compared to older group (8.4% vs 8.2%).

Systemic events were generally reported less frequently in the placebo group than in the 
BNT162b2 group, for both age groups and doses, with some exceptions. In the younger age 
group, vomiting and diarrhea (after Dose 1 and Dose 2) were reported at similar frequencies 
in the placebo group and the BNT162b2 group (Figure 13). In the older age group, vomiting 
and diarrhea (after Dose 1 and Dose 2) were reported at similar frequencies in the placebo 
group and the BNT162b2 group (Figure 14). 

Following both Dose 1 and Dose 2, use of antipyretic/pain medication was slightly less 
frequent in the older age group (19.0% vs 37.0%) than in the younger age group (27.8% vs 
45.2%) after both doses, and medication use increased in both age groups after Dose 2 as 
compared with after Dose 1. Use of antipyretic/pain medication was less frequent in the 
placebo group than in the BNT162b2 group and was similar after Dose 1 and Dose 2 in the 
younger and older placebo groups (ranging from 9.3% to 13.7%).

Severe fever (>38.9 °C to 40.0 °C) increased in frequency with the number of doses (Dose 1 vs
Dose 2) in younger (0.3% vs 1.5%) and older (0.0% vs 0.4%) participants who received 
BNT162b2 and was reported in 0.1% of participants who received placebo in both age group 
after both doses. One participant in the younger BNT162b2 group reported fever of 41.2 °C 
only on Day 2 after Dose 2 and was nonfebrile for all other days of the reporting period. 
Grade 4 fever was not reported in the older BNT162b2 group or in any placebo participants.

After the first and second dose and in both age groups, the majority of systemic events were 
mild or moderate in severity. 

Systemic events in the younger and older age groups after either dose of BNT162b2 had a 
median onset day between Day 2.0 and Day 4.0 (Day 1.0 was the day of vaccination) and 
resolved with a median duration of 1 day in both age groups. 
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Subgroup Analyses

There were 177 BNT162b2 and 187 placebo participants with baseline positive 
SARS-CoV-2 status, and 4701 BNT162b2 and 4690 placebo participants with baseline 
negative SARS-CoV-2 status. For any fever after either dose of BNT162b2 there were 
31 (17.5%) compared to 714 (15.1%) in those positive and negative for SARS-CoV-2 at 
baseline, respectively. Severe fever (>38.9 °C to 40.0 °C) was reported in 1 participant 
(0.6%) and 49 participants (1.0%) in those positive and negative for SARS-CoV-2 at 
baseline, respectively. The frequency for other systemic events after any dose was 
numerically lower for those positive at baseline: fatigue, headache and chills the frequency 
was 54.2%, 49.7% and 32.8% compared with 65%, 57.4%, 34.7% for those positive and 
negative for SARS-CoV-2 at baseline, respectively. Joint pain was another exception where 
27.1% compared to 25.0% were reported in those positive and negative for SARS-CoV-2 at 
baseline. 

Note that the baseline SARS-CoV-2 positive subgroup included far fewer participants the 
negative subgroup, so their results should be interpreted with caution.

HIV+ Participants

Systemic events from participants with confirmed stable HIV disease were similar to those 
observed for all participants ≥16 years of age by severity, onset day, and median duration. 
Fever, headache, chills, and joint pain increased in frequency from Dose 1 to Dose 2 while 
fatigue, vomiting, diarrhea, and muscle pain were similar after each dose. There were no 
severe systemic events after Dose 1 of BNT162b2, but after Dose 2, there was 1 (1.7%) severe 
fever (>38.9 °C to 40.0 °C), 3 participants (5.0%) with severe fatigue, 2 participants (3.3%) 
with severe headache, 1 participant (1.7%) with severe chills, and 1 participant (1.7%) with 
severe diarrhea. There were no grade 4 systemic events reported after either dose.
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Figure 13. Participants Reporting Systemic Events, by Maximum Severity, Within 7 Days After Each Dose, by Age Group –
Reactogenicity Subset for Phase 2/3 Analysis – Safety Population Age Group: 16-55 Years
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Figure 14. Participants Reporting Systemic Events, by Maximum Severity, Within 7 Days After Each Dose, by Age Group –
Reactogenicity Subset for Phase 2/3 Analysis – Safety Population Age Group: >55 Years
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2.5.5.5.3. Adverse Events – Phase 2/3 
AEs are presented separately for the blinded and open-label follow-up periods as follows.

Blinded follow-up: participants randomized to BNT162b2 and placebo:
 Younger (16 to 55 years of age) and older (>55 years of age) groups, including HIV+ subset

 from Dose 1 up to 1 month after Dose 2
 from Dose 1 up to end of blinded follow-up (date of unblinding)

Open-label follow-up for BNT162b2: participants originally randomized to BNT162b2, 
from date of unblinding through the data cutoff date.

Cumulative blinded and open-label follow-up for BNT162b2: participants originally 
randomized to BNT162b2, inclusive of blinded and post-unblinding open-label periods, from 
Dose 1 up to at least 6 months after Dose 2 (at least 3000 participants per age group).

Open-label follow-up for placebo after receiving BNT162b2: participants originally 
randomized to placebo from time of unblinding/BNT162b2 vaccination (Dose 3) through the 
data cutoff date.

Note that due to individual study participant unblinding to treatment assignment
(per protocol), safety data were calculated as IRs to adjust for variable exposure time in
analyses of time intervals either up to, or starting from, the unblinding date.

A schematic of AE analyses by study group and time period is shown in Figure 15.
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Figure 15. Study C4591001 Phase 2/3 Safety Analyses: Time Periods and Analysis Groups

1 AE data analyzed from Dose 1 to unblinding date (on or after 14 December 2020) or from unblinding date to
data cutoff date (13 March 2021) reported as IRs per 100 PY adjusted for exposure time; varies per participant.
2 Blinded placebo-controlled follow-up period duration up to ~6 months after Dose 2.
3 Cumulative BNT162b2 follow-up to ≥6 months after Dose 2, N≥3000/age group (16 -55, >55 years of age).

2.5.5.5.3.1. Blinded Follow-Up Period from Dose 1 Through 1 Month After Dose 2
2.5.5.5.3.1.1. Summary of Adverse Events
An overview of AEs from Dose 1 to 1 month after Dose 2 for participants during the blinded 
safety follow-up (including those analyzed in Phase 2) is presented in Table 58. 

The numbers of overall participants who reported at least 1 AE and at least 1 related AE were 
higher in the BNT162b2 group (30.2% and 23.9%, respectively) as compared with the 
placebo group (13.9% and 6.0%, respectively). The higher frequencies in the BNT162b2 was 
due to terms consistent with reactogenicity reported at greater frequency in the BNT162b2 
group versus the placebo group; this pattern is further analyzed in Section 2.5.5.5.3.1.2. 
Severe AEs were reported by 1.2% and 0.7% in in the BNT162b2 and placebo groups 
respectively, and life-threatening AEs were similar (0.1% in both groups).
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SAEs and AEs leading to withdrawal were reported by ≤0.6% and ≤0.2%, respectively, in 
both groups. Discontinuations due to related AEs were reported in 13 participants in the 
BNT162b2 group and 11 participants in the placebo group (0.1% in both groups).

From Dose 1 to 1 month after Dose 2, there were 3 deaths in the BNT162b2 group and 
5 deaths in the placebo group during the blinded follow-up period (Section 2.5.5.5.4.1). 

In the younger age group, the number of participants who reported at least 1 AE from Dose 1 
to 1 month after Dose 2 was 4233 (32.6%) and 1871 (14.4%) in the BNT162b2 and placebo 
groups, respectively. In the older age group, the number of participants who reported at least 
1 AE from Dose 1 to 1 month after Dose 2 was 2384 (26.7%) and 1177 (13.2%) in the 
BNT162b2 and placebo groups, respectively.

Table 58. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2 – Blinded Placebo-Controlled Follow-up Period –
Phase 2/3 Subjects ≥16 Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

Adverse Event nb (%) nb (%)

Any event 6617 (30.2) 3048 (13.9)
Relatedc 5241 (23.9) 1311 (6.0)
Severe 262 (1.2) 150 (0.7)
Life-threatening 21 (0.1) 26 (0.1)

Any serious adverse event 127 (0.6) 116 (0.5)
Relatedc 3 (0.0) 0
Severe 71 (0.3) 66 (0.3)
Life-threatening 21 (0.1) 26 (0.1)

Any adverse event leading to withdrawal 32 (0.1) 36 (0.2)
Relatedc 13 (0.1) 11 (0.1)
Severe 10 (0.0) 10 (0.0)
Life-threatening 3 (0.0) 7 (0.0)

Death 3 (0.0) 5 (0.0)

a. N = number of subjects in the specified group. This value is the denominator for the percentage calculations. 
b. n = Number of subjects reporting at least 1 occurrence of the specified event category. For "any event," n = number of 
subjects reporting at least 1 occurrence of any event. 
c. Assessed by the investigator as related to investigational product. 
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (20:15) Source Data: adae Table Generation: 27MAR2021 
(02:09) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: 
./nda2 unblinded/C4591001 BLA/adae s091 all pd2 p3 saf1 
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HIV+ Participants

From Dose 1 to 1 month after Dose 2, the subset of 200 HIV+ participants during the 
placebo-controlled follow-up showed generally similar trends as the overall population 
(likewise attributed to reactogenicity reported in the BNT162b2 group). The numbers of 
HIV+ participants who reported at least 1 AE and at least 1 related AE were higher in the 
BNT162b2 group (26.0% and 19.0%, respectively) as compared with the placebo group 
(13.0% and 3.0%, respectively). In this group, there was 1 severe AE and 1 AE leading to 
withdrawal (both in the BNT162b2 group), and there were no SAEs or deaths.

2.5.5.5.3.1.2. Analysis of Adverse Events
Adverse Events by System Organ Class and Preferred Term

Most AEs after Dose 1 up to 1 month after Dose 2 were reactogenicity events (Table 59).  
From Dose 1 to 1 month after Dose 2 during the blinded placebo-controlled follow-up 
period, 6617 (30.2%) BNT162b2 participants and 3048 (13.9%) placebo participants 
reported at least 1 AE. AE frequencies for all enrolled participants in these reactogenicity 
SOCs (BNT162b2 vs placebo) were:

 general disorders and administration site conditions: 4725 (21.5%) vs 993 (4.5%)
 musculoskeletal and connective tissue disorders: 1804 (8.2%) vs 527 (2.4%)
 nervous system disorders: 1565 (7.1%) vs 600 (2.7%)
 gastrointestinal disorders: 699 (3.2%) vs 464 (2.1%).

The number of BNT162b2 participants who reported at least 1 AE from Dose 1 to 1 month 
after Dose 2 was 4233 (32.6%) and 2384 (26.7%) in the younger and older groups. In the 
BNT162b2 age groups (younger vs older), AE frequencies in the SOCs were:

 general disorders and administration site conditions: 3161 (24.3%) vs 1564 (17.5%]
 musculoskeletal and connective tissue disorders: 1201 (9.2%) vs 603 (6.8%)
 nervous system disorders: 1067 (8.2%) vs 498 (5.6%)
 gastrointestinal disorders: 440 (3.4%) vs 259 (2.9%).

The most frequently reported AEs in the BNT162b2 group by PT overall were injection site 
pain (2915 [13.3%]), pyrexia (1517 [6.9%]), fatigue (1463 [6.7%]), chills (1365 [6.2%]),
headache (1339 [6.1%]), and myalgia (1239 [5.7%]) (Table 59). During this time period from 
Dose 1 to 1 month after Dose 2, most of these AEs were reported during the e-diary 7-day 
reporting period (note, such events occurring in the reactogenicity reporting period are 
further analyzed below). 

The frequency of AEs in the SOC of investigations was higher in the BNT162b2 group 
(0.8%) as compared with the placebo group (0.2%) mainly due to the higher frequency of the 
PT Body temperature increased (120 in the BNT162b2 group and 12 in the placebo group). 

In the skin and subcutaneous tissue disorders SOC, there were 17 participants who reported 
night sweats in the BNT162b2 group (compared to 3 in the placebo group), and all but 1 of 
these participants reported the AE within the first 7 days after Dose 1 or 2, respectively, and 
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there were 31 participants who reported hyperhidrosis in the BNT162b2 group (compared to 
9 in the placebo group), and all but 3 of these participants reported the AE within the first 7 
days after Dose 1 or 2.

Nineteen study participants reported events in the hepatobiliary disorders SOC 
(14 BNT162b2 recipients and 5 placebo recipients) (Table 59). Of the 19 total participants, 
3 participants had hepatic events:

 1 participant in the placebo group reported hepatic cirrhosis
 1 participant in the placebo group reported nonalcoholic fatty liver disease
 1 participant in the BNT162b2 group reported alcoholic cirrhosis.

The remaining 16 participants reported biliary events (cholecystitis/cholecystitis acute, 
biliary colic, bile duct stone, and biliary dyskinesia): 13 participants in the BNT162b2 group 
and 3 participants in the placebo group. 

 In the BNT162b2 group, 8 participants reported cholelithiasis (1 reported an event each of 
cholelithiasis and cholecystitis), 1 participant reported cholecystitis acute, 2 participants 
reported biliary colic, and 1 participant each reported bile duct stone/biliary dyskinesia. 

 In the placebo group, 1 participant reported an event each of cholecystitis acute and 
cholelithiasis, 1 participant reported cholecystitis acute, and 1 participant reported 
cholelithiasis.

In the nervous systems disorder SOC, 3 participants who reported facial paralysis in the 
BNT162b2 group (compared to none in the placebo group). More details are presented in 
Section 2.5.5.5.7.

For lymphadenopathy the frequency in the BNT162b2 group was 0.4% compared to the 
frequency of 0.0% on the placebo group. Most AEs of lymphadenopathy in the BNT162b2 
group were judged by the investigator as related to study intervention and are further 
discussed in Section 2.5.5.5.7.1.

Other events of clinical interest that were evaluated by the sponsor related to cardiac 
disorders, appendicitis, optic neuritis, and hypersensitivity/anaphylaxis are discussed in 
Section 2.5.5.5.7.3.

Analysis of Reactogenicity Terms Reported Within 7 Days After Each Dose

Beyond the 9839 participants included in the Phase 2/3 reactogenicity subset, events related 
to reactogenicity are no longer reported using an e-diary but are instead reported as AEs. An 
analysis was conducted to evaluate if the imbalance in AEs observed from Dose 1 to 1 month 
after Dose 2 was attributed to reactogenicity events. The analysis examined the AEs reported 
within 7 days after each dose, which represented the reactogenicity reporting period. The 
time period was chosen because many AEs were reported in the SOCs of general disorders 
and administration site conditions, musculoskeletal and connective tissue disorders, and 
nervous system disorders, which includes AEs consistent with reactogenicity events
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(Section 2.5.5.5.2), and could only be attributed to reactogenicity if they occurred during this 
time period as opposed to occurring up to 1 month from each dose.

PTs reported from Dose 1 to 7 days after Dose 1 and from Dose 2 to 7 days after Dose 2 in 
the SOCs of general disorders and administration site conditions (injection site pain, chills, 
fatigue, and pyrexia), musculoskeletal and connective tissue disorders (myalgia), and nervous 
system disorders (headache) represented the majority of PTs reported in those SOCs. AEs 
reported from Dose 1 to 7 days after Dose 1 and from Dose 2 to 7 days after Dose 2 were 
largely attributable to reactogenicity events. This observation provides a reasonable 
explanation for the greater rates of AEs observed overall in the BNT162b2 group compared 
with the placebo group.

In addition to analysis of AEs corresponding to e-diary terms that were reported within 7 days 
after Dose 1 or Dose 2 that are attributable to reactogenicity, additional consideration was 
given to AE terms that are reported at higher frequency in the BNT162b2 group compared to 
placebo. The following additional AEs were identified: pain in extremity, decreased appetite, 
lethargy, asthenia, malaise, night sweats, and hyperhidrosis. Careful examination of these 
terms after either dose of BNT162b2 shows that these events are clustered within the 7-day 
period when reactogenicity events are known to occur. Since the majority of the participants 
did not have an e-diary and reported reactogenicity as AEs, there is considerable leeway in 
how symptoms are described by participants from multiple countries, interpreted by 
investigators, and reported as AEs. As these events are occurring when reactogenicity is being 
reported, these events are considered to be attributable to the experience of reactogenicity 
events and are plausibly associated with local reactions and systemic events.

Reactogenicity PTs were reported more frequently in the younger age group than in the older 
age group, which is consistent with the pattern of reactogenicity observed based on e-diary 
data (Section 2.5.5.5.2).

Table 59. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2, by System Organ Class and Preferred Term –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Any event 6617 (30.2) (29.6, 30.8) 3048 (13.9) (13.4, 14.4)

BLOOD AND LYMPHATIC SYSTEM DISORDERS 105 (0.5) (0.4, 0.6) 19 (0.1) (0.1, 0.1)
Lymphadenopathy 83 (0.4) (0.3, 0.5) 7 (0.0) (0.0, 0.1)
Iron deficiency anaemia 8 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0)
Anaemia 4 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.0)
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Table 59. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2, by System Organ Class and Preferred Term –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Lymph node pain 7 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0)
Blood loss anaemia 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Leukocytosis 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Neutropenia 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Thrombocytopenia 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Thrombocytosis 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Hypochromic anaemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Leukopenia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Lymphadenitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Lymphadenopathy mediastinal 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Lymphopenia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Splenomegaly 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

CARDIAC DISORDERS 56 (0.3) (0.2, 0.3) 50 (0.2) (0.2, 0.3)
Palpitations 6 (0.0) (0.0, 0.1) 14 (0.1) (0.0, 0.1)
Tachycardia 13 (0.1) (0.0, 0.1) 6 (0.0) (0.0, 0.1)
Atrial fibrillation 7 (0.0) (0.0, 0.1) 9 (0.0) (0.0, 0.1)
Coronary artery disease 3 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Acute myocardial infarction 3 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Acute coronary syndrome 1 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Cardiac failure congestive 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Myocardial infarction 0 (0.0, 0.0) 4 (0.0) (0.0, 0.0)
Angina unstable 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Bradycardia 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Left ventricular hypertrophy 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Mitral valve incompetence 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Angina pectoris 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Aortic valve incompetence 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Arrhythmia 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Arteriospasm coronary 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Atrial flutter 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Cardiac arrest 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Mitral valve prolapse 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Myocardial ischaemia 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Sinus tachycardia 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Supraventricular tachycardia 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Tricuspid valve incompetence 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Ventricular extrasystoles 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Acute left ventricular failure 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 59. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2, by System Organ Class and Preferred Term –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Arrhythmia supraventricular 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Atrioventricular block complete 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Atrioventricular block first degree 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Bundle branch block left 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Bundle branch block right 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cardiac disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cardiac failure acute 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Cardiovascular disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Coronary artery dissection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Coronary artery occlusion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Junctional ectopic tachycardia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Left atrial enlargement 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Left ventricular dysfunction 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Myocarditis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pericardial effusion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pericarditis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Tachyarrhythmia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Ventricular arrhythmia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Ventricular tachycardia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

CONGENITAL, FAMILIAL AND GENETIC DISORDERS 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Congenital bladder neck obstruction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Congenital cystic kidney disease 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Heart disease congenital 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Type V hyperlipidaemia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

EAR AND LABYRINTH DISORDERS 65 (0.3) (0.2, 0.4) 43 (0.2) (0.1, 0.3)
Vertigo 25 (0.1) (0.1, 0.2) 20 (0.1) (0.1, 0.1)
Ear pain 11 (0.1) (0.0, 0.1) 6 (0.0) (0.0, 0.1)
Tinnitus 9 (0.0) (0.0, 0.1) 8 (0.0) (0.0, 0.1)
Vertigo positional 8 (0.0) (0.0, 0.1) 3 (0.0) (0.0, 0.0)
Deafness unilateral 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Ear discomfort 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cerumen impaction 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Ear disorder 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Meniere's disease 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Allergic otitis media 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Deafness 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Deafness neurosensory 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 59. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2, by System Organ Class and Preferred Term –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Ear pruritus 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Eustachian tube dysfunction 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hyperacusis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypoacusis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Otorrhoea 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Sudden hearing loss 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Tympanic membrane perforation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

ENDOCRINE DISORDERS 13 (0.1) (0.0, 0.1) 5 (0.0) (0.0, 0.1)
Hypothyroidism 6 (0.0) (0.0, 0.1) 4 (0.0) (0.0, 0.0)
Hypogonadism 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Thyroid mass 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Autoimmune thyroiditis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Goitre 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hyperprolactinaemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Thyroid cyst 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

EYE DISORDERS 60 (0.3) (0.2, 0.4) 50 (0.2) (0.2, 0.3)
Cataract 6 (0.0) (0.0, 0.1) 5 (0.0) (0.0, 0.1)
Eye pain 7 (0.0) (0.0, 0.1) 4 (0.0) (0.0, 0.0)
Eye irritation 6 (0.0) (0.0, 0.1) 3 (0.0) (0.0, 0.0)
Vision blurred 7 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.0)
Chalazion 3 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Vitreous detachment 4 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Blepharitis 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Conjunctival haemorrhage 1 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Conjunctivitis allergic 3 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Dry eye 1 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Keratitis 1 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Ocular hyperaemia 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Glaucoma 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Lacrimation increased 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Photophobia 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Retinal detachment 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Vitreous floaters 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Asthenopia 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Blepharospasm 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Diplopia 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Eye pruritus 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
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Table 59. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2, by System Organ Class and Preferred Term –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Amaurosis fugax 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Choroidal neovascularisation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Conjunctival hyperaemia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Conjunctival oedema 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Corneal irritation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Dacryostenosis acquired 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Diabetic retinopathy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Episcleritis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Eye allergy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Eye inflammation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Eye swelling 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Eyelid haematoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Eyelid oedema 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Eyelid pain 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Eyelids pruritus 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Iritis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Ocular discomfort 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Retinal artery occlusion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Scleral discolouration 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Swelling of eyelid 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Ulcerative keratitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Visual acuity reduced 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Visual impairment 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

GASTROINTESTINAL DISORDERS 699 (3.2) (3.0, 3.4) 464 (2.1) (1.9, 2.3)
Diarrhoea 248 (1.1) (1.0, 1.3) 188 (0.9) (0.7, 1.0)
Nausea 274 (1.2) (1.1, 1.4) 87 (0.4) (0.3, 0.5)
Vomiting 66 (0.3) (0.2, 0.4) 32 (0.1) (0.1, 0.2)
Toothache 24 (0.1) (0.1, 0.2) 27 (0.1) (0.1, 0.2)
Abdominal pain upper 25 (0.1) (0.1, 0.2) 15 (0.1) (0.0, 0.1)
Abdominal pain 19 (0.1) (0.1, 0.1) 19 (0.1) (0.1, 0.1)
Gastrooesophageal reflux disease 12 (0.1) (0.0, 0.1) 16 (0.1) (0.0, 0.1)
Dyspepsia 12 (0.1) (0.0, 0.1) 11 (0.1) (0.0, 0.1)
Odynophagia 13 (0.1) (0.0, 0.1) 8 (0.0) (0.0, 0.1)
Constipation 7 (0.0) (0.0, 0.1) 11 (0.1) (0.0, 0.1)
Dental caries 8 (0.0) (0.0, 0.1) 6 (0.0) (0.0, 0.1)
Gastritis 3 (0.0) (0.0, 0.0) 10 (0.0) (0.0, 0.1)
Haemorrhoids 3 (0.0) (0.0, 0.0) 10 (0.0) (0.0, 0.1)
Aphthous ulcer 8 (0.0) (0.0, 0.1) 3 (0.0) (0.0, 0.0)
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Table 59. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2, by System Organ Class and Preferred Term –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Abdominal discomfort 5 (0.0) (0.0, 0.1) 5 (0.0) (0.0, 0.1)
Abdominal distension 6 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0)
Flatulence 4 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Irritable bowel syndrome 4 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Dry mouth 2 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.0)
Large intestine polyp 2 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.0)
Abdominal pain lower 2 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Dysphagia 3 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Inguinal hernia 1 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.0)
Stomatitis 2 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Diverticulum 3 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Gastrointestinal disorder 3 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Hiatus hernia 3 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Paraesthesia oral 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Retching 3 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Small intestinal obstruction 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Cheilitis 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Faeces soft 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Food poisoning 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Gingival pain 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypoaesthesia oral 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Lip swelling 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Rectal haemorrhage 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Swollen tongue 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Tooth impacted 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Umbilical hernia 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Colitis microscopic 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Diverticulum intestinal 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Eructation 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Gingival discomfort 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Glossodynia 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Haematochezia 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Mouth ulceration 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Noninfective gingivitis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Oral pain 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pancreatitis 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pancreatitis acute 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Parotid duct obstruction 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
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Table 59. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2, by System Organ Class and Preferred Term –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Salivary gland calculus 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Abdominal adhesions 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Abdominal hernia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Abdominal rigidity 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Abnormal faeces 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Acute abdomen 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Anal pruritus 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Angular cheilitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Appendix disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Chronic gastritis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Colitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Colitis ulcerative 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Diverticular perforation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Diverticulum intestinal haemorrhagic 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Epiploic appendagitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Femoral hernia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Frequent bowel movements 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Gastric polyps 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Gastric ulcer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Gastric ulcer haemorrhage 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Gastritis erosive 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Gastrointestinal haemorrhage 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Gastrointestinal mucosa hyperaemia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Gastrointestinal pain 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Gastrointestinal sounds abnormal 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Gingival bleeding 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Gingival swelling 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Glossitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Haemorrhoidal haemorrhage 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypoaesthesia teeth 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Impaired gastric emptying 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Incarcerated inguinal hernia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Intestinal obstruction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Lip oedema 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Loose tooth 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Obstructive pancreatitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Oesophageal food impaction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Oesophageal spasm 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 59. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2, by System Organ Class and Preferred Term –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Oesophageal ulcer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Oesophageal varices haemorrhage 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Oesophagitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Oral discomfort 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Oral lichenoid reaction 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Oral mucosa haematoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Palatal disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pancreatic failure 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Peptic ulcer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Proctalgia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Salivary gland mucocoele 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Teething 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Tongue discolouration 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Tongue discomfort 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Tongue oedema 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Tongue pruritus 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Tongue ulceration 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Tooth disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Varices oesophageal 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Volvulus 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

GENERAL DISORDERS AND ADMINISTRATION SITE 
CONDITIONS

4725 (21.5) (21.0, 22.1) 993 (4.5) (4.3, 4.8)

Injection site pain 2915 (13.3) (12.8, 13.8) 397 (1.8) (1.6, 2.0)
Fatigue 1463 (6.7) (6.3, 7.0) 379 (1.7) (1.6, 1.9)
Pyrexia 1517 (6.9) (6.6, 7.3) 77 (0.4) (0.3, 0.4)
Chills 1365 (6.2) (5.9, 6.6) 120 (0.5) (0.5, 0.7)
Pain 628 (2.9) (2.6, 3.1) 61 (0.3) (0.2, 0.4)
Injection site erythema 185 (0.8) (0.7, 1.0) 28 (0.1) (0.1, 0.2)
Injection site swelling 140 (0.6) (0.5, 0.8) 23 (0.1) (0.1, 0.2)
Malaise 130 (0.6) (0.5, 0.7) 22 (0.1) (0.1, 0.2)
Asthenia 76 (0.3) (0.3, 0.4) 25 (0.1) (0.1, 0.2)
Injection site pruritus 38 (0.2) (0.1, 0.2) 5 (0.0) (0.0, 0.1)
Injection site bruising 13 (0.1) (0.0, 0.1) 18 (0.1) (0.0, 0.1)
Influenza like illness 23 (0.1) (0.1, 0.2) 4 (0.0) (0.0, 0.0)
Chest pain 12 (0.1) (0.0, 0.1) 11 (0.1) (0.0, 0.1)
Injection site warmth 14 (0.1) (0.0, 0.1) 5 (0.0) (0.0, 0.1)
Axillary pain 14 (0.1) (0.0, 0.1) 3 (0.0) (0.0, 0.0)
Injection site induration 10 (0.0) (0.0, 0.1) 4 (0.0) (0.0, 0.0)
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Table 59. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2, by System Organ Class and Preferred Term –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Injection site oedema 12 (0.1) (0.0, 0.1) 0 (0.0, 0.0)
Non-cardiac chest pain 5 (0.0) (0.0, 0.1) 6 (0.0) (0.0, 0.1)
Oedema peripheral 5 (0.0) (0.0, 0.1) 5 (0.0) (0.0, 0.1)
Peripheral swelling 5 (0.0) (0.0, 0.1) 5 (0.0) (0.0, 0.1)
Chest discomfort 5 (0.0) (0.0, 0.1) 4 (0.0) (0.0, 0.0)
Feeling hot 8 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0)
Injection site discomfort 6 (0.0) (0.0, 0.1) 3 (0.0) (0.0, 0.0)
Swelling face 2 (0.0) (0.0, 0.0) 5 (0.0) (0.0, 0.1)
Injection site haematoma 2 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.0)
Injection site haemorrhage 3 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Injection site reaction 5 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0)
Injection site mass 3 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Injection site paraesthesia 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Swelling 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Adverse drug reaction 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cyst 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Feeling abnormal 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injection site discolouration 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Injection site nodule 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injection site papule 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injection site rash 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Sensation of foreign body 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Application site pain 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Face oedema 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Feeling cold 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injury associated with device 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Medical device pain 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Nodule 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Sluggishness 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Thirst 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Vessel puncture site bruise 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Vessel puncture site haematoma 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Application site erythema 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Application site pruritus 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Application site rash 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Application site reaction 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Capsular contracture associated with breast implant 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Death 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
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Table 59. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2, by System Organ Class and Preferred Term –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Discomfort 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Drug withdrawal syndrome 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Effusion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Exercise tolerance decreased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Facial pain 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Gait disturbance 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Illness 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Induration 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Inflammation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injection site dermatitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injection site hyperaesthesia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injection site injury 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Injection site irritation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injection site lymphadenopathy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injection site macule 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injection site plaque 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Injection site urticaria 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Mass 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Medical device site granuloma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Mucosal disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Shoulder injury related to vaccine administration 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Temperature intolerance 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Therapeutic response unexpected 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Vaccination site induration 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Vaccination site pain 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Vaccination site swelling 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Vascular stent occlusion 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Vessel puncture site induration 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

HEPATOBILIARY DISORDERS 14 (0.1) (0.0, 0.1) 5 (0.0) (0.0, 0.1)
Cholelithiasis 8 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.0)
Cholecystitis acute 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Biliary colic 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Bile duct stone 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Biliary dyskinesia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cholecystitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cirrhosis alcoholic 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hepatic cirrhosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Nonalcoholic fatty liver disease 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
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Table 59. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2, by System Organ Class and Preferred Term –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

IMMUNE SYSTEM DISORDERS 22 (0.1) (0.1, 0.2) 25 (0.1) (0.1, 0.2)
Seasonal allergy 8 (0.0) (0.0, 0.1) 13 (0.1) (0.0, 0.1)
Drug hypersensitivity 7 (0.0) (0.0, 0.1) 5 (0.0) (0.0, 0.1)
Food allergy 2 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Hypersensitivity 2 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Allergy to arthropod bite 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Allergy to arthropod sting 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Anaphylactic reaction 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Anaphylactic shock 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Milk allergy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

INFECTIONS AND INFESTATIONS 337 (1.5) (1.4, 1.7) 365 (1.7) (1.5, 1.8)
Urinary tract infection 58 (0.3) (0.2, 0.3) 52 (0.2) (0.2, 0.3)
Tooth infection 24 (0.1) (0.1, 0.2) 29 (0.1) (0.1, 0.2)
Sinusitis 18 (0.1) (0.0, 0.1) 27 (0.1) (0.1, 0.2)
Cellulitis 12 (0.1) (0.0, 0.1) 15 (0.1) (0.0, 0.1)
Herpes zoster 12 (0.1) (0.0, 0.1) 10 (0.0) (0.0, 0.1)
Ear infection 9 (0.0) (0.0, 0.1) 12 (0.1) (0.0, 0.1)
Conjunctivitis 9 (0.0) (0.0, 0.1) 11 (0.1) (0.0, 0.1)
Hordeolum 8 (0.0) (0.0, 0.1) 11 (0.1) (0.0, 0.1)
Cystitis 6 (0.0) (0.0, 0.1) 11 (0.1) (0.0, 0.1)
Gastroenteritis 5 (0.0) (0.0, 0.1) 10 (0.0) (0.0, 0.1)
Rhinitis 5 (0.0) (0.0, 0.1) 10 (0.0) (0.0, 0.1)
Tooth abscess 9 (0.0) (0.0, 0.1) 6 (0.0) (0.0, 0.1)
Upper respiratory tract infection 9 (0.0) (0.0, 0.1) 6 (0.0) (0.0, 0.1)
Diverticulitis 8 (0.0) (0.0, 0.1) 5 (0.0) (0.0, 0.1)
Otitis externa 6 (0.0) (0.0, 0.1) 7 (0.0) (0.0, 0.1)
Otitis media 7 (0.0) (0.0, 0.1) 6 (0.0) (0.0, 0.1)
Vulvovaginal mycotic infection 5 (0.0) (0.0, 0.1) 8 (0.0) (0.0, 0.1)
Appendicitis 7 (0.0) (0.0, 0.1) 3 (0.0) (0.0, 0.0)
Gingivitis 5 (0.0) (0.0, 0.1) 5 (0.0) (0.0, 0.1)
Oral herpes 4 (0.0) (0.0, 0.0) 5 (0.0) (0.0, 0.1)
Acute sinusitis 1 (0.0) (0.0, 0.0) 7 (0.0) (0.0, 0.1)
Pneumonia 2 (0.0) (0.0, 0.0) 5 (0.0) (0.0, 0.1)
Skin infection 3 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.0)
Vaginal infection 0 (0.0, 0.0) 7 (0.0) (0.0, 0.1)
Vulvovaginal candidiasis 4 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Fungal skin infection 1 (0.0) (0.0, 0.0) 5 (0.0) (0.0, 0.1)
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Table 59. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2, by System Organ Class and Preferred Term –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Onychomycosis 3 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Periodontitis 3 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Pharyngitis streptococcal 4 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Pyelonephritis 5 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0)
Folliculitis 5 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Furuncle 3 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Localised infection 2 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Nasopharyngitis 3 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Otitis media acute 3 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Paronychia 3 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Tonsillitis 0 (0.0, 0.0) 5 (0.0) (0.0, 0.1)
Genital herpes 0 (0.0, 0.0) 4 (0.0) (0.0, 0.0)
Herpes simplex 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Influenza 3 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pharyngitis 1 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Postoperative wound infection 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Tinea versicolour 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Bacterial vulvovaginitis 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Bronchitis 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Chronic sinusitis 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Eye infection 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Gingival abscess 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Impetigo 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Infected bite 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Parotitis 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Pustule 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Subcutaneous abscess 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Tinea infection 0 (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Abscess 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Abscess limb 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Acarodermatitis 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Anal abscess 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Appendicitis perforated 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Bacterial vaginosis 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
COVID-19 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Conjunctivitis bacterial 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Erysipelas 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Escherichia urinary tract infection 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
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Table 59. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2, by System Organ Class and Preferred Term –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Gastroenteritis viral 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Kidney infection 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Labyrinthitis 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Laryngitis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Ophthalmic herpes zoster 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Oral candidiasis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Papilloma viral infection 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Peritonsillar abscess 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pharyngotonsillitis 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Rash pustular 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Sialoadenitis 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Sinusitis bacterial 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Trichomoniasis 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Vulvovaginitis 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Abdominal abscess 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Abscess intestinal 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Abscess jaw 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Abscess neck 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Anal fistula infection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Bacterial blepharitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Bacterial infection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Bacterial sepsis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Balanitis candida 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Bartholin's abscess 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Bartholinitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Blister infected 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Bone abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Brain abscess 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Campylobacter infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Carbuncle 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cellulitis orbital 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Clostridium difficile infection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Complicated appendicitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Coxsackie viral infection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Dental fistula 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Dermatitis infected 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Device related infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Empyema 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 59. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2, by System Organ Class and Preferred Term –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Eye infection bacterial 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Genital herpes simplex 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Gonorrhoea 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Groin abscess 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Helicobacter gastritis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Helicobacter infection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Hepatitis A 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Hepatitis C 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Injection site abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Lyme disease 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Meningitis bacterial 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Nail infection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Oral fungal infection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Oral infection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Orchitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Osteomyelitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Otitis media bacterial 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Parasitic gastroenteritis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pelvic inflammatory disease 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Peritoneal abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Peritonitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pharyngitis bacterial 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pilonidal cyst 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pulmonary tuberculosis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Puncture site infection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pyelonephritis acute 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Respiratory tract infection viral 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Sepsis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Shigella sepsis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Skin bacterial infection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Soft tissue infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Staphylococcal infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Subacute endocarditis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Suspected COVID-19 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Syphilis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Tinea cruris 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Tonsillitis bacterial 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Urosepsis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
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Table 59. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2, by System Organ Class and Preferred Term –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Varicella 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Viral infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Viral upper respiratory tract infection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Wound infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

INJURY, POISONING AND PROCEDURAL 
COMPLICATIONS

215 (1.0) (0.9, 1.1) 269 (1.2) (1.1, 1.4)

Fall 48 (0.2) (0.2, 0.3) 51 (0.2) (0.2, 0.3)
Ligament sprain 19 (0.1) (0.1, 0.1) 22 (0.1) (0.1, 0.2)
Skin laceration 14 (0.1) (0.0, 0.1) 22 (0.1) (0.1, 0.2)
Contusion 12 (0.1) (0.0, 0.1) 19 (0.1) (0.1, 0.1)
Exposure during pregnancy 10 (0.0) (0.0, 0.1) 19 (0.1) (0.1, 0.1)
Muscle strain 14 (0.1) (0.0, 0.1) 15 (0.1) (0.0, 0.1)
Road traffic accident 9 (0.0) (0.0, 0.1) 15 (0.1) (0.0, 0.1)
Skin abrasion 8 (0.0) (0.0, 0.1) 13 (0.1) (0.0, 0.1)
Arthropod bite 12 (0.1) (0.0, 0.1) 7 (0.0) (0.0, 0.1)
Limb injury 7 (0.0) (0.0, 0.1) 11 (0.1) (0.0, 0.1)
Foot fracture 5 (0.0) (0.0, 0.1) 8 (0.0) (0.0, 0.1)
Joint injury 5 (0.0) (0.0, 0.1) 8 (0.0) (0.0, 0.1)
Tooth fracture 7 (0.0) (0.0, 0.1) 6 (0.0) (0.0, 0.1)
Procedural pain 8 (0.0) (0.0, 0.1) 3 (0.0) (0.0, 0.0)
Meniscus injury 4 (0.0) (0.0, 0.0) 6 (0.0) (0.0, 0.1)
Animal bite 2 (0.0) (0.0, 0.0) 6 (0.0) (0.0, 0.1)
Arthropod sting 3 (0.0) (0.0, 0.0) 5 (0.0) (0.0, 0.1)
Facial bones fracture 4 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.0)
Joint dislocation 7 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0)
Rib fracture 3 (0.0) (0.0, 0.0) 5 (0.0) (0.0, 0.1)
Ankle fracture 2 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.0)
Concussion 3 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Muscle rupture 1 (0.0) (0.0, 0.0) 5 (0.0) (0.0, 0.1)
Wound 2 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.0)
Chest injury 3 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Corneal abrasion 3 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Ligament rupture 2 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Thermal burn 2 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Vaccination complication 5 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Epicondylitis 1 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Fibula fracture 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Hand fracture 3 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
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Table 59. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2, by System Organ Class and Preferred Term –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Head injury 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Humerus fracture 0 (0.0, 0.0) 4 (0.0) (0.0, 0.0)
Overdose 3 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Radius fracture 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Tendon rupture 0 (0.0, 0.0) 4 (0.0) (0.0, 0.0)
Wrist fracture 1 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Bone contusion 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Craniocerebral injury 0 (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Maternal exposure during pregnancy 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Muscle injury 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Spinal compression fracture 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Ulna fracture 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Administration related reaction 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Burns second degree 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cervical vertebral fracture 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Ligament injury 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Lower limb fracture 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Procedural dizziness 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Skin injury 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Stress fracture 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Tendon injury 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Upper limb fracture 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Alcohol poisoning 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Anaemia postoperative 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Brain contusion 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Burn oral cavity 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Burns first degree 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Clavicle fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Colon injury 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Dental restoration failure 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Ear canal abrasion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Ear injury 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Exposure to communicable disease 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Eye contusion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Femur fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Flail chest 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Forearm fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Foreign body 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 59. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2, by System Organ Class and Preferred Term –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Foreign body aspiration 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Foreign body in eye 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hip fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injury 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Limb fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Limb traumatic amputation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Lip injury 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Lumbar vertebral fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Maternal exposure during breast feeding 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Mouth injury 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Multiple injuries 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Muscle contusion 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Patella fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pelvic fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Penis injury 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pharyngeal perforation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Post concussion syndrome 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Post procedural discomfort 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Post procedural haemorrhage 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Post procedural swelling 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Postoperative ileus 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Procedural haemorrhage 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Procedural hypotension 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Respiratory fume inhalation disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Scapula fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Scar 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Soft tissue injury 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Spinal column injury 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Spinal cord injury cervical 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Spinal fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Stab wound 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Stoma site rash 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Subdural haematoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Sunburn 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Tibia fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Toxicity to various agents 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Traumatic haemothorax 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Traumatic intracranial haemorrhage 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 59. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2, by System Organ Class and Preferred Term –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Venom poisoning 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Vulvovaginal injury 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

INVESTIGATIONS 172 (0.8) (0.7, 0.9) 37 (0.2) (0.1, 0.2)
Body temperature increased 120 (0.5) (0.5, 0.7) 12 (0.1) (0.0, 0.1)
Blood pressure increased 6 (0.0) (0.0, 0.1) 7 (0.0) (0.0, 0.1)
Blood glucose increased 8 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0)
Heart rate increased 4 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Blood cholesterol increased 5 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Low density lipoprotein increased 4 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Blood thyroid stimulating hormone increased 3 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Weight decreased 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Blood glucose abnormal 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Hepatic enzyme increased 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
High density lipoprotein increased 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Mammogram abnormal 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Prostatic specific antigen increased 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Alanine aminotransferase increased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Blood chloride decreased 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Blood creatinine decreased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Blood creatinine increased 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Blood glucose fluctuation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Blood potassium decreased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Blood pressure diastolic increased 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Blood pressure systolic increased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Blood sodium decreased 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Blood testosterone decreased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Blood testosterone increased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Blood triglycerides increased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Body temperature 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Body temperature decreased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
C-reactive protein 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cardiac stress test abnormal 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Electrocardiogram QT prolonged 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Fractional exhaled nitric oxide increased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Glomerular filtration rate decreased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Heart rate irregular 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Hepatitis C antibody positive 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Herpes simplex test positive 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 59. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2, by System Organ Class and Preferred Term –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Intraocular pressure increased 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Mean cell volume decreased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Monocyte count increased 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Platelet count increased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Respiratory rate increased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
SARS-CoV-2 antibody test positive 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Thyroid function test abnormal 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Troponin increased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Urine ketone body present 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Weight increased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
White blood cell count increased 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
White blood cells urine positive 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

METABOLISM AND NUTRITION DISORDERS 100 (0.5) (0.4, 0.6) 73 (0.3) (0.3, 0.4)
Decreased appetite 39 (0.2) (0.1, 0.2) 9 (0.0) (0.0, 0.1)
Type 2 diabetes mellitus 8 (0.0) (0.0, 0.1) 8 (0.0) (0.0, 0.1)
Vitamin D deficiency 9 (0.0) (0.0, 0.1) 7 (0.0) (0.0, 0.1)
Hypercholesterolaemia 4 (0.0) (0.0, 0.0) 9 (0.0) (0.0, 0.1)
Hyperlipidaemia 6 (0.0) (0.0, 0.1) 4 (0.0) (0.0, 0.0)
Hypokalaemia 5 (0.0) (0.0, 0.1) 5 (0.0) (0.0, 0.1)
Dyslipidaemia 4 (0.0) (0.0, 0.0) 5 (0.0) (0.0, 0.1)
Gout 5 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.0)
Dehydration 2 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.0)
Hyperglycaemia 2 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Glucose tolerance impaired 0 (0.0, 0.0) 4 (0.0) (0.0, 0.0)
Vitamin B12 deficiency 1 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Diabetes mellitus inadequate control 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Hypoglycaemia 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Insulin resistance 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Hypertriglyceridaemia 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypocalcaemia 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Hypocholesterolaemia 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Obesity 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Polydipsia 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Diabetes mellitus 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Diabetic ketoacidosis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Fluid retention 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Folate deficiency 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Food intolerance 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 59. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2, by System Organ Class and Preferred Term –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Hyperkalaemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypernatraemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hyperuricaemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypomagnesaemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hyponatraemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypovolaemia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Impaired fasting glucose 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Increased appetite 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Iron deficiency 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Lactic acidosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

MUSCULOSKELETAL AND CONNECTIVE TISSUE 
DISORDERS

1804 (8.2) (7.9, 8.6) 527 (2.4) (2.2, 2.6)

Myalgia 1239 (5.7) (5.3, 6.0) 168 (0.8) (0.7, 0.9)
Arthralgia 268 (1.2) (1.1, 1.4) 102 (0.5) (0.4, 0.6)
Pain in extremity 185 (0.8) (0.7, 1.0) 44 (0.2) (0.1, 0.3)
Back pain 97 (0.4) (0.4, 0.5) 85 (0.4) (0.3, 0.5)
Neck pain 29 (0.1) (0.1, 0.2) 33 (0.2) (0.1, 0.2)
Muscle spasms 27 (0.1) (0.1, 0.2) 15 (0.1) (0.0, 0.1)
Osteoarthritis 11 (0.1) (0.0, 0.1) 16 (0.1) (0.0, 0.1)
Musculoskeletal stiffness 12 (0.1) (0.0, 0.1) 6 (0.0) (0.0, 0.1)
Tendonitis 10 (0.0) (0.0, 0.1) 7 (0.0) (0.0, 0.1)
Intervertebral disc protrusion 8 (0.0) (0.0, 0.1) 8 (0.0) (0.0, 0.1)
Bursitis 10 (0.0) (0.0, 0.1) 5 (0.0) (0.0, 0.1)
Muscular weakness 10 (0.0) (0.0, 0.1) 3 (0.0) (0.0, 0.0)
Musculoskeletal chest pain 10 (0.0) (0.0, 0.1) 3 (0.0) (0.0, 0.0)
Muscle contracture 4 (0.0) (0.0, 0.0) 6 (0.0) (0.0, 0.1)
Rotator cuff syndrome 3 (0.0) (0.0, 0.0) 7 (0.0) (0.0, 0.1)
Plantar fasciitis 4 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.0)
Arthritis 3 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.0)
Exostosis 5 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.0)
Flank pain 3 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.0)
Joint swelling 2 (0.0) (0.0, 0.0) 5 (0.0) (0.0, 0.1)
Joint stiffness 5 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0)
Musculoskeletal discomfort 4 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Osteoporosis 0 (0.0, 0.0) 6 (0.0) (0.0, 0.1)
Costochondritis 5 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Joint range of motion decreased 5 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Muscle fatigue 4 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
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Table 59. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2, by System Organ Class and Preferred Term –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Muscle twitching 3 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Musculoskeletal pain 2 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Spinal osteoarthritis 2 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Intervertebral disc degeneration 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Limb discomfort 3 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pain in jaw 3 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Synovial cyst 3 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Tenosynovitis stenosans 1 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Bone pain 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Temporomandibular joint syndrome 0 (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Tendon disorder 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Torticollis 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Arthropathy 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Axillary mass 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Coccydynia 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Fibromyalgia 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Groin pain 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Joint effusion 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Metatarsalgia 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Mobility decreased 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Osteitis 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Periarthritis 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Psoriatic arthropathy 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Spinal stenosis 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Spondylitis 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Synovitis 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Trigger finger 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Arthritis reactive 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Bone swelling 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Dupuytren's contracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Intervertebral disc disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Joint instability 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Muscle discomfort 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Muscle tightness 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Osteochondritis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Osteochondrosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Osteopenia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Rhabdomyolysis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

09
01

77
e1

96
ec

b5
62

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 3
0-

A
pr

-2
02

1 
20

:1
2 

(G
M

T
)

FDA-CBER-2021-5683-0002582



BNT162b2
2.5 Clinical Overview

CONFIDENTIAL
Page 203

Table 59. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2, by System Organ Class and Preferred Term –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Rheumatoid arthritis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Scoliosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Spinal disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Systemic lupus erythematosus 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Tendon pain 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED 
(INCL CYSTS AND POLYPS)

32 (0.1) (0.1, 0.2) 36 (0.2) (0.1, 0.2)

Basal cell carcinoma 3 (0.0) (0.0, 0.0) 8 (0.0) (0.0, 0.1)
Lipoma 2 (0.0) (0.0, 0.0) 5 (0.0) (0.0, 0.1)
Uterine leiomyoma 2 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Colon adenoma 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Malignant melanoma 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Breast cancer 0 (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Prostate cancer 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Acrochordon 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Fibroadenoma of breast 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Squamous cell carcinoma of skin 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Adenocarcinoma gastric 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Adenocarcinoma pancreas 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Adenoma benign 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Adrenal gland cancer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Benign breast neoplasm 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Benign pancreatic neoplasm 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Biliary cancer metastatic 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Chondroma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Chronic myeloid leukaemia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Glomus tumour 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Infected naevus 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Intraductal proliferative breast lesion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Invasive ductal breast carcinoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Leydig cell tumour of the testis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Lymphoproliferative disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Malignant melanoma of eyelid 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Meningioma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Metastases to central nervous system 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Metastases to liver 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Oropharyngeal squamous cell carcinoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Ovarian germ cell teratoma benign 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 59. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2, by System Organ Class and Preferred Term –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Pancreatic carcinoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Penile neoplasm 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Penile squamous cell carcinoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Prostate cancer metastatic 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Seborrhoeic keratosis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Squamous cell carcinoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Thyroid cancer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

NERVOUS SYSTEM DISORDERS 1565 (7.1) (6.8, 7.5) 600 (2.7) (2.5, 3.0)
Headache 1339 (6.1) (5.8, 6.4) 424 (1.9) (1.8, 2.1)
Dizziness 78 (0.4) (0.3, 0.4) 60 (0.3) (0.2, 0.4)
Paraesthesia 22 (0.1) (0.1, 0.2) 23 (0.1) (0.1, 0.2)
Migraine 24 (0.1) (0.1, 0.2) 11 (0.1) (0.0, 0.1)
Lethargy 25 (0.1) (0.1, 0.2) 6 (0.0) (0.0, 0.1)
Syncope 11 (0.1) (0.0, 0.1) 11 (0.1) (0.0, 0.1)
Sciatica 11 (0.1) (0.0, 0.1) 10 (0.0) (0.0, 0.1)
Dysgeusia 12 (0.1) (0.0, 0.1) 8 (0.0) (0.0, 0.1)
Somnolence 9 (0.0) (0.0, 0.1) 11 (0.1) (0.0, 0.1)
Tension headache 8 (0.0) (0.0, 0.1) 9 (0.0) (0.0, 0.1)
Presyncope 8 (0.0) (0.0, 0.1) 5 (0.0) (0.0, 0.1)
Hypoaesthesia 5 (0.0) (0.0, 0.1) 7 (0.0) (0.0, 0.1)
Tremor 6 (0.0) (0.0, 0.1) 6 (0.0) (0.0, 0.1)
Burning sensation 3 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Parosmia 5 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0)
Subarachnoid haemorrhage 4 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Carpal tunnel syndrome 1 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Cervical radiculopathy 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Disturbance in attention 4 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hyperaesthesia 4 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Neuropathy peripheral 1 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Sinus headache 3 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Aphasia 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Cerebrovascular accident 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Dizziness postural 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Facial paralysis 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Migraine without aura 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Nerve compression 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Radiculopathy 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Amnesia 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
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Table 59. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2, by System Organ Class and Preferred Term –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Head discomfort 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Ischaemic stroke 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Mental impairment 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Migraine with aura 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Post herpetic neuralgia 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Restless legs syndrome 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Taste disorder 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Transient ischaemic attack 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Trigeminal neuralgia 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Ageusia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Amyotrophic lateral sclerosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Balance disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cerebellar infarction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Cerebral atrophy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Cerebral capillary telangiectasia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Cerebral infarction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Cervicogenic headache 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Depressed level of consciousness 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Diabetic neuropathy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Drug withdrawal headache 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Dyskinesia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Dystonia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Facial paresis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Generalised tonic-clonic seizure 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Haemorrhagic stroke 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Hemiplegic migraine 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Hypersomnia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypogeusia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Hyposmia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Idiopathic intracranial hypertension 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Motor dysfunction 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Myoclonus 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Nystagmus 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Paraparesis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Parkinsonism 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Periodic limb movement disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Peripheral sensory neuropathy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Piriformis syndrome 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 59. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2, by System Organ Class and Preferred Term –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Sciatic nerve neuropathy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Seizure 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Spinal cord compression 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Transient global amnesia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Uraemic encephalopathy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
VIth nerve paralysis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

PREGNANCY, PUERPERIUM AND PERINATAL 
CONDITIONS

0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)

Abortion spontaneous 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Abortion spontaneous incomplete 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

PRODUCT ISSUES 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Device breakage 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Device connection issue 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

PSYCHIATRIC DISORDERS 97 (0.4) (0.4, 0.5) 75 (0.3) (0.3, 0.4)
Anxiety 21 (0.1) (0.1, 0.1) 24 (0.1) (0.1, 0.2)
Insomnia 25 (0.1) (0.1, 0.2) 8 (0.0) (0.0, 0.1)
Depression 17 (0.1) (0.0, 0.1) 15 (0.1) (0.0, 0.1)
Attention deficit hyperactivity disorder 3 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.0)
Irritability 4 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Panic attack 2 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.0)
Anxiety disorder 2 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Disorientation 5 (0.0) (0.0, 0.1) 0 (0.0, 0.0)
Sleep disorder 4 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Abnormal dreams 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Depressed mood 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Suicidal ideation 0 (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Alcohol withdrawal syndrome 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Bipolar disorder 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Bruxism 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Mental disorder 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Mental status changes 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Nightmare 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Confusional state 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Depression suicidal 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Dysphemia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Gastrointestinal somatic symptom disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Generalised anxiety disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
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Table 59. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2, by System Organ Class and Preferred Term –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Libido decreased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Libido increased 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Listless 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Mental fatigue 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Mood swings 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Panic disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Panic reaction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Paranoia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Post-traumatic stress disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Psychotic disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Restlessness 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Schizophrenia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Stress 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Substance abuse 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Suicide attempt 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

RENAL AND URINARY DISORDERS 34 (0.2) (0.1, 0.2) 34 (0.2) (0.1, 0.2)
Nephrolithiasis 6 (0.0) (0.0, 0.1) 8 (0.0) (0.0, 0.1)
Dysuria 7 (0.0) (0.0, 0.1) 4 (0.0) (0.0, 0.0)
Haematuria 4 (0.0) (0.0, 0.0) 7 (0.0) (0.0, 0.1)
Acute kidney injury 3 (0.0) (0.0, 0.0) 5 (0.0) (0.0, 0.1)
Pollakiuria 5 (0.0) (0.0, 0.1) 3 (0.0) (0.0, 0.0)
Renal colic 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Urinary retention 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Bladder spasm 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Chronic kidney disease 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Costovertebral angle tenderness 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Hydronephrosis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Micturition urgency 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Nocturia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Obstructive nephropathy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Oedematous kidney 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Perinephric oedema 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Renal atrophy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Renal cyst haemorrhage 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Subcapsular renal haematoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Urethral discharge 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Urinary bladder polyp 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Urinary tract obstruction 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 59. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2, by System Organ Class and Preferred Term –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Urine odour abnormal 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

REPRODUCTIVE SYSTEM AND BREAST DISORDERS 45 (0.2) (0.1, 0.3) 39 (0.2) (0.1, 0.2)
Dysmenorrhoea 4 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Erectile dysfunction 1 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.0)
Ovarian cyst 4 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pelvic pain 3 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Amenorrhoea 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Benign prostatic hyperplasia 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Breast pain 4 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Breast mass 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Menorrhagia 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Prostatitis 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Vaginal haemorrhage 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Breast cyst 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Genital erythema 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Haemorrhagic ovarian cyst 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Menstruation delayed 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Menstruation irregular 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Metrorrhagia 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pruritus genital 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Testicular pain 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Uterine haemorrhage 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Adenomyosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Breast calcifications 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Breast hyperplasia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cervical dysplasia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cervical polyp 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Dysfunctional uterine bleeding 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Endometriosis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Haematospermia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Mammary duct ectasia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Menometrorrhagia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Nipple pain 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Ovarian mass 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Penile vein thrombosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Polycystic ovaries 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Postmenopausal haemorrhage 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Premenstrual syndrome 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
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Table 59. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2, by System Organ Class and Preferred Term –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Prostatomegaly 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Scrotal pain 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Uterine inflammation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Uterine prolapse 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Vaginal discharge 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Vulvovaginal pruritus 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

RESPIRATORY, THORACIC AND MEDIASTINAL 
DISORDERS

194 (0.9) (0.8, 1.0) 168 (0.8) (0.7, 0.9)

Oropharyngeal pain 36 (0.2) (0.1, 0.2) 31 (0.1) (0.1, 0.2)
Nasal congestion 25 (0.1) (0.1, 0.2) 32 (0.1) (0.1, 0.2)
Cough 23 (0.1) (0.1, 0.2) 15 (0.1) (0.0, 0.1)
Rhinorrhoea 20 (0.1) (0.1, 0.1) 13 (0.1) (0.0, 0.1)
Rhinitis allergic 12 (0.1) (0.0, 0.1) 11 (0.1) (0.0, 0.1)
Asthma 12 (0.1) (0.0, 0.1) 8 (0.0) (0.0, 0.1)
Dyspnoea 6 (0.0) (0.0, 0.1) 10 (0.0) (0.0, 0.1)
Throat irritation 6 (0.0) (0.0, 0.1) 9 (0.0) (0.0, 0.1)
Epistaxis 5 (0.0) (0.0, 0.1) 8 (0.0) (0.0, 0.1)
Upper-airway cough syndrome 6 (0.0) (0.0, 0.1) 6 (0.0) (0.0, 0.1)
Sinus congestion 6 (0.0) (0.0, 0.1) 5 (0.0) (0.0, 0.1)
Paranasal sinus discomfort 4 (0.0) (0.0, 0.0) 6 (0.0) (0.0, 0.1)
Pulmonary embolism 3 (0.0) (0.0, 0.0) 5 (0.0) (0.0, 0.1)
Sneezing 3 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Chronic obstructive pulmonary disease 4 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Dysphonia 2 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Upper respiratory tract congestion 4 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Bronchospasm 3 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Dyspnoea exertional 1 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Productive cough 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Respiratory tract congestion 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Sleep apnoea syndrome 3 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Wheezing 3 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Acute respiratory failure 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Asthma exercise induced 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Dry throat 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pharyngeal swelling 0 (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Allergic sinusitis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Asthmatic crisis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Interstitial lung disease 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
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Table 59. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2, by System Organ Class and Preferred Term –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Oropharyngeal discomfort 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pneumonia aspiration 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Reflux laryngitis 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Snoring 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Allergic respiratory disease 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Atelectasis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Emphysema 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Haemoptysis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Hiccups 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypoxia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Lung infiltration 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Nasal discomfort 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Nasal obstruction 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Nasal polyps 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Nasal septum deviation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Nasal turbinate hypertrophy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Paranasal sinus hypersecretion 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pleurisy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pleuritic pain 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pneumonitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pneumothorax 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pulmonary hypertension 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pulmonary mass 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pulmonary oedema 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pulmonary pain 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Respiratory arrest 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Rhinalgia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Rhinitis perennial 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Sinus disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Tonsillar hypertrophy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

SKIN AND SUBCUTANEOUS TISSUE DISORDERS 224 (1.0) (0.9, 1.2) 158 (0.7) (0.6, 0.8)
Rash 54 (0.2) (0.2, 0.3) 41 (0.2) (0.1, 0.3)
Pruritus 23 (0.1) (0.1, 0.2) 18 (0.1) (0.0, 0.1)
Hyperhidrosis 31 (0.1) (0.1, 0.2) 9 (0.0) (0.0, 0.1)
Dermatitis contact 14 (0.1) (0.0, 0.1) 19 (0.1) (0.1, 0.1)
Urticaria 15 (0.1) (0.0, 0.1) 12 (0.1) (0.0, 0.1)
Night sweats 17 (0.1) (0.0, 0.1) 3 (0.0) (0.0, 0.0)
Rash pruritic 7 (0.0) (0.0, 0.1) 5 (0.0) (0.0, 0.1)
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Table 59. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2, by System Organ Class and Preferred Term –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Erythema 9 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.0)
Alopecia 5 (0.0) (0.0, 0.1) 4 (0.0) (0.0, 0.0)
Eczema 6 (0.0) (0.0, 0.1) 3 (0.0) (0.0, 0.0)
Skin lesion 3 (0.0) (0.0, 0.0) 6 (0.0) (0.0, 0.1)
Rash maculo-papular 5 (0.0) (0.0, 0.1) 3 (0.0) (0.0, 0.0)
Dermatitis 4 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Dermatitis allergic 3 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Angioedema 3 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Dermal cyst 4 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Rash erythematous 2 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Actinic keratosis 1 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Blister 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Ecchymosis 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Hand dermatitis 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Papule 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Psoriasis 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Rash papular 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Acne 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Alopecia areata 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Cold sweat 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Diabetic foot 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Drug eruption 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Macule 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pain of skin 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pityriasis rosea 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pruritus allergic 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Rosacea 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Seborrhoeic dermatitis 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Skin mass 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Dermatitis acneiform 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Dermatitis bullous 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Dermatitis exfoliative 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Dyshidrotic eczema 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Fixed eruption 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hangnail 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hidradenitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Ingrowing nail 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Livedo reticularis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 59. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2, by System Organ Class and Preferred Term –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Mechanical urticaria 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Onychomadesis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pityriasis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pseudofolliculitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Skin discolouration 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Skin induration 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Skin irritation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Skin ulcer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Stasis dermatitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Urticaria contact 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Urticaria papular 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

SOCIAL CIRCUMSTANCES 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Menopause 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
High risk sexual behaviour 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

SURGICAL AND MEDICAL PROCEDURES 28 (0.1) (0.1, 0.2) 19 (0.1) (0.1, 0.1)
Tooth extraction 6 (0.0) (0.0, 0.1) 6 (0.0) (0.0, 0.1)
Dental implantation 5 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.0)
Wisdom teeth removal 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Dental care 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Endodontic procedure 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Abortion induced 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Apicectomy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Botulinum toxin injection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cardiac pacemaker replacement 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Carpal tunnel decompression 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cataract operation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Drug titration 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Facet joint block 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Gingival operation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Inguinal hernia repair 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Lacrimal duct procedure 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Lens extraction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Medical device implantation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Open reduction of fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Postoperative care 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Rhinoplasty 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Sclerotherapy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 59. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 1 Month After Dose 2, by System Organ Class and Preferred Term –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Skin neoplasm excision 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Toe operation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Vasectomy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Wound drainage 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

VASCULAR DISORDERS 83 (0.4) (0.3, 0.5) 82 (0.4) (0.3, 0.5)
Hypertension 42 (0.2) (0.1, 0.3) 46 (0.2) (0.2, 0.3)
Hot flush 7 (0.0) (0.0, 0.1) 9 (0.0) (0.0, 0.1)
Flushing 11 (0.1) (0.0, 0.1) 2 (0.0) (0.0, 0.0)
Deep vein thrombosis 5 (0.0) (0.0, 0.1) 3 (0.0) (0.0, 0.0)
Haematoma 4 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.0)
Hypotension 4 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Orthostatic hypotension 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Varicose vein 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Aortic aneurysm 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Arteriosclerosis 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Hypertensive crisis 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Hypertensive urgency 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Accelerated hypertension 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Aortic dilatation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Aortic stenosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Diastolic hypertension 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Essential hypertension 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Intermittent claudication 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Lymphoedema 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Lymphorrhoea 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pallor 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Phlebolith 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Raynaud's phenomenon 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Subgaleal haematoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

Note: MedDRA (v23.1) coding dictionary applied. 
a. N = number of subjects in the specified group. This value is the denominator for the percentage calculations. 
b. n = Number of subjects reporting at least 1 occurrence of the specified event. For "any event," n = number of subjects 
reporting at least 1 occurrence of any event. 
c. Exact 2-sided CI based on the Clopper and Pearson method. 
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (20:15) Source Data: adae Table Generation: 27MAR2021 
(02:09) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: 
./nda2_unblinded/C4591001_BLA/adae_s130_all_pd2_p3_saf 
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Related Adverse Events – Blinded Follow-Up to 1 Month After Dose 2

From Dose 1 to 1 month after Dose 2, AEs assessed as related by the investigator during the 
blinded placebo-controlled follow-up period were reported by 23.9% of participants in the 
BNT162b2 group and 6.0% of participants in the placebo group (Table 58). Most related AEs 
were reactogenicity events and in the SOC of general disorders and administration site 
conditions, reported by 4650 (21.2%) BNT162b2 recipients and 883 (4.0%) placebo 
recipients. Among BNT162b2 participants who had AEs of lymphadenopathy, 62 of 83
participants had events assessed by the investigator as related to study intervention; the 
majority of lymphadenopathy events occurred in the arm and neck region and were reported 
within 2 to 4 days after vaccination (discussed further in Section 2.5.5.5.7).

Immediate Adverse Events – Blinded Follow-Up 

After Dose 1, participants with immediate AEs were low in frequency (≤0.5%). Most 
immediate AEs after Dose 1 were in the SOC of general disorders and administration site 
conditions, primarily injection site reactions in the BNT162b2 versus placebo groups, with 
injection site pain (0.3% vs 0.2%) most frequently reported.

After Dose 2, participants with immediate AEs were low in frequency (0.3%). Most 
immediate AEs after Dose 2 were in the SOC of general disorders and administration site 
conditions, primarily injection site reactions in the BNT162b2 versus placebo groups, with 
injection site pain (0.2% vs 0.1%) most frequently reported. 

No immediate anaphylactic reactions occurred after either dose.

Severe or Life-Threatening Adverse Events – Blinded Follow-Up to 1 Month After Dose 2

From Dose 1 to 1 month after Dose 2, severe AEs reported during the blinded follow-up 
period were low in frequency, reported in 1.2% of BNT162b2 recipients and 0.7% of placebo 
recipients. Severe events were concentrated in the SOCs of general disorders and 
administration site conditions, generally reflecting terms consistent with reactogenicity, in 
the BNT162b2 versus placebo groups (0.4% vs 0.0%).

There were 21 participants (0.1%) in the BNT162b2 group and 26 participants (0.1%) in the 
placebo group who had at least 1 life-threatening AE from Dose 1 to 1 month after Dose 2. 
None of these AEs were assessed by the investigator as related to study intervention.

No clinically meaningful differences were observed for severe or life-threatening AEs by age 
group.

HIV+ Participants

From Dose 1 to 1 month after Dose 2, and similar to the overall population, most AEs 
reported for the subset of 200 HIV+  participants from Dose 1 to 1 month after Dose 2 were 
in SOCs with reactogenicity events. There were few AEs reported: 26 (26%) in the 
BNT162b2 group and 13 (13%) in the placebo group, including in the following SOCs 
(BNT162b2 vs placebo):
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 general disorders and administration site conditions: 19.0% vs 2.0% 
 musculoskeletal and connective tissue disorders: 6.0% vs 3.0%
 nervous system disorders: 5.0% vs 0.0%
 gastrointestinal disorders: 3.0% vs 4.0%
 infections and infestations: 2.0% vs 2.0%.

2.5.5.5.3.2. Blinded Follow-Up Period from Dose 1 to the Unblinding Date
2.5.5.5.3.2.1. Summary of Adverse Events
An overview of AEs from Dose 1 to the unblinding date for participants during the blinded 
safety follow-up (including those analyzed in Phase 2) is presented in Table 60. 

IRs per 100 PY for participants who reported at least 1 AE were 83.2 in the BNT162b2 group 
and 43.4 in the placebo group. IRs per 100 PY for related AEs were 62.9 in the BNT162b2 
group and 16.0 in the placebo group. IRs of severe AEs, SAEs, and AEs leading to 
withdrawal were ≤4.3, ≤3.3, and ≤0.6 per 100 PY, respectively, in both groups. IRs for 
discontinuations because of related AEs were 0.2 per 100 PY in the BNT162b2 group and 
0.1 per 100 PY in the placebo group.

From Dose 1 to the unblinding date, there were 15 deaths (0.2 per 100 PY) in the BNT162b2 
group and 14 (0.2 per 100 PY) deaths in the placebo group (Section 2.5.5.5.4.1). 

In the younger age group, the IRs for participants who reported at least 1 AE from Dose 1 to 
the unblinding date were 88.4 per 100 PY and 43.5 per 100 PY in the BNT162b2 and 
placebo groups, respectively. In the older age group, the IRs for participants who reported at 
least 1 AE from Dose 1 to the unblinding date were 75.7 per 100 PY and 43.3 per 100 PY in 
the BNT162b2 and placebo groups, respectively.

Table 60. Incidence Rates of at Least 1 Adverse Event From Dose 1 to Unblinding 
Date – Phase 2/3 Subjects ≥16 Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926, TEb=83.4)

Placebo
(Na=21921, TEb=82.2)

Adverse Event nc IR (/100 PY)d (95% CIe) nc IR (/100 PY)d (95% CIe)

Any event 6947 83.2 (81.3, 85.2) 3568 43.4 (42.0, 44.9)
Relatedf 5246 62.9 (61.2, 64.6) 1313 16.0 (15.1, 16.9)
Severe 356 4.3 (3.8, 4.7) 256 3.1 (2.7, 3.5)
Life-threatening 48 0.6 (0.4, 0.8) 54 0.7 (0.5, 0.9)

Any serious adverse event 268 3.2 (2.8, 3.6) 268 3.3 (2.9, 3.7)
Relatedf 4 0.0 (0.0, 0.1) 1 0.0 (0.0, 0.1)
Severe 148 1.8 (1.5, 2.1) 156 1.9 (1.6, 2.2)
Life-threatening 48 0.6 (0.4, 0.8) 54 0.7 (0.5, 0.9)
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Table 60. Incidence Rates of at Least 1 Adverse Event From Dose 1 to Unblinding 
Date – Phase 2/3 Subjects ≥16 Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926, TEb=83.4)

Placebo
(Na=21921, TEb=82.2)

Adverse Event nc IR (/100 PY)d (95% CIe) nc IR (/100 PY)d (95% CIe)

Any adverse event leading to 
withdrawal

45 0.5 (0.4, 0.7) 51 0.6 (0.5, 0.8)

Relatedf 13 0.2 (0.1, 0.3) 12 0.1 (0.1, 0.3)
Severe 10 0.1 (0.1, 0.2) 12 0.1 (0.1, 0.3)
Life-threatening 15 0.2 (0.1, 0.3) 16 0.2 (0.1, 0.3)

Death 15 0.2 (0.1, 0.3) 14 0.2 (0.1, 0.3)

a. N = number of subjects in the specified group. 
b. TE = total exposure time in 100 person-years across all subjects in the specified group. Exposure time for a subject is 
the time from Dose 1 to the end of blinded follow-up. This value is the denominator for the incidence rate calculation. 
c. n = Number of subjects reporting at least 1 occurrence of the specified event category. For "any event," n = number of 
subjects reporting at least 1 occurrence of any event. 
d. Incidence rate (IR) is calculated as number of subjects reporting the event/total exposure time in 100 person-years 
(PY) across all subjects in the specified group. 
e. 2-sided CI based on Poisson distribution. 
f. Assessed by the investigator as related to investigational product. 
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (20:15) Source Data: adae Table Generation: 27MAR2021 
(02:11) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: 
./nda2_unblinded/C4591001_BLA/adae_s092_all_unb_p3_saf 

Subgroup Analyses

Baseline SARS-CoV-2 Status

In the BNT162b2 group, there were 674 baseline SARS-CoV-2 positive and 21,102 baseline 
SARS-CoV-2 negative participants, and there were 705 baseline SARS-COV-2 positive and 
21,092 SARS-CoV-2 negative participants in the placebo group. 

Similar to what was observed in the overall AEs irrespective of baseline status (Table 60), 
IRs of at least 1 AE in the baseline SARS-CoV-2 positive subgroup were 70.7 per 100 PY in 
the BNT162b2 group and 31.9 per 100 PY in the placebo group, and IRs of at least 1 AE in 
the baseline SARS-CoV-2 negative subgroup were 83.6 per 100 PY in the BNT162b2 group
and 43.8 per 100 PY in the placebo group. IRs of related AEs in the BNT162b2 group were 
51.8 per 100 PY (baseline positive) and 63.2 per 100 PY (baseline negative). The IRs of 
SAEs, related SAEs, severe SAEs, and life threatening SAEs were similar in the BNT162b2 
and placebo groups, which support these events are not increased in baseline positive 
participants. Given the differences in exposure (2.5 vs 80.4) by baseline SARS-CoV-2 
positive and negative status, respectively, direct comparisons should be interpreted with 
caution. Section 2.5.5.5.3.2.2 includes an analysis of AEs for baseline status subgroups, 
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which shows that there is no evidence that individuals who are positive at baseline report 
AEs at a higher rate than those who are negative at baseline.

IRs of any AEs and related AEs were similar in those positive and negative at baseline, with 
the IR for any AE of 70.7 per 100 PY (95% CI: 60.7, 81.9) and 83.6 per 100 PY (95% CI: 
81.7, 85.7) and for related AE of 51.8 per 100 PY (95% CI: 43.3, 61.4) and 63.2 per 100 PY 
(95% CI: 61.5, 65.0), respectively. IRs for SAEs were 4.0 per 100 PY (95% CI: 1.9, 7.3) 
(baseline positive) and 3.2 per 100 PY (95% CI: 2.8, 3.6) (baseline negative); however, none 
of the SAEs in the positive baseline group were assessed by the investigator as related to 
BNT162b2. The death rates were also similar: 0.8 per 100 PY (95% CI: 0.1, 2.9) (baseline 
positive) and 0.2 per 100 PY (95% CI: 0.1, 0.3) (baseline negative).

Race/Ethnicity 

IRs of at least 1 AE in the BNT162b2 group were 78.4 per 100 PY (95% CI: 74.9, 82.0; 
n=5684) in Hispanic/Latino participants and 85.4 per 100 PY (95% CI: 83.1, 87.8; n=16131) 
in Non-Hispanic/Non-Latino participants. IRs of SAEs, AEs leading to withdrawal, and 
death were similar in the Hispanic/Latino and Non-Hispanic/Non-Latino groups. None of the 
SAEs were considered related to BNT162b2 in the Hispanic/Latino group. 

IRs of at least 1 AE in the BNT162b2 group were lower in Black or African American 
participants (53.5 per 100 PY) compared with White (83.1 per 100 PY) or All Other
(120.1 per 100 PY) participants. Other IRs were similar in the groups.

Sex 

IRs of at least 1 AE in the BNT162b2 group were greater in female participants (91.0 per 100 PY 
[95% CI: 88.1, 94.0]) than male participants (76.0 per 100 PY [95% CI: 73.4, 78.6]); that cannot 
be accounted for by the rates in placebo for female participants (46.8 per 100 PY [95% CI: 44.7, 
49.0]) and male participants (40.1 per 100 PY [95% CI: 38.2, 42.1]) IRs for related and severe 
AEs were also greater in female participants (68.6 per 100 PY [95% CI: 66.1, 71.2] and 4.9 per 
100 PY [95% CI: 4.2, 5.6], respectively) than in male participants (57.5 per 100 PY [95% CI: 
55.3, 59.8] and 3.7 per 100 PY [95% CI: 3.2, 4.3], respectively). However, life-threatening AEs, 
SAEs, related SAEs, severe SAEs, life threatening SAEs and death IR were similar in male and 
female participants. 

HIV+ Participants

The subset of 200 HIV+ participants during the blinded placebo-controlled follow-up period 
showed generally similar trends as the overall population. IRs for HIV+ participants who 
reported at least 1 AE and at least 1 related AE were 95.8 per 100 PY and 62.8 per 100 PY, 
respectively, for the BNT162b2 group and 52.0 per 100 PY and 10.4 per 100 PY, 
respectively, for the placebo group. There were 2 SAEs in the BNT162b2 group (1 severe and 
1 life-threatening) and 2 SAEs in the placebo group (1 life-threatening). There were 2 AEs 
leading to withdrawal in the BNT162b2 group (1 life-threatening) and 1 AE (life-threatening) 
leading to withdrawal in the placebo group. There were 2 deaths, 1 each in the BNT162b2 and 
placebo groups; neither were assessed by the investigator as related to study intervention (see 
Section 2.5.5.5.4.1).
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2.5.5.5.3.2.2. Analysis of Adverse Events
Adverse Events by System Organ Class and Preferred Term

AEs reported from Dose 1 to the unblinding date during the blinded placebo-controlled 
follow-up period are presented in Module 5.3.5.1 C4591001 6-Month Update Interim CSR
Supplemental Table 14.119. Results were similar to IRs reported in the Dose 1 to 1 month 
after Dose 2 follow-up period (Section 2.5.5.5.3.1.2).

From Dose 1 to the unblinding date, the most common AEs by IRs were reactogenicity 
events and were reported at higher IRs in the BNT162b2 group than in the placebo group. 
IRs in these SOCs (BNT162b2 vs placebo) were: 

 general disorders and administration site conditions: 56.9 per 100 PY vs 12.3 per 100 PY
 musculoskeletal and connective tissue disorders: 22.3 per 100 PY vs 7.6 per 100 PY
 nervous system disorders: 19.2 per 100 PY vs 7.7 per 100 PY
 gastrointestinal disorder: 9.0 per 100 PY vs 6.2 per 100 PY.

In the BNT162b2 age groups (younger versus older), IRs in these SOCs were:

 general disorders and administration site conditions: 63.7 per 100 PY vs 46.9 per 100 PY
 musculoskeletal and connective tissue disorders: 24.6 per 100 PY vs 18.8 per 100 PY
 nervous system disorders: 21.8 per 100 PY vs 15.3 per 100 PY
 gastrointestinal disorders: 9.5 per 100 PY vs 8.2 per 100 PY.

The higher rates of AEs in these SOC is consistent with the reactogenicity analysis that shows 
greater reactogenicity in the younger age group than in the older age group. AEs with the 
highest IRs in the BNT162b2 group by PT overall were injection site pain (35.0 per 100 PY), 
pyrexia (18.2 per 100 PY), fatigue (17.6 per 100 PY), chills (16.4 per 100 PY), headache 
(16.2 per 100 PY), and myalgia (14.9 per 100 PY).

IRs of AEs in the SOC of investigations was higher in the BNT162b2 group (2.2 per 100 PY) 
than in the placebo group (0.6 per 100 PY), mainly due to body temperature increased in the 
BNT162b2 group (IR of 1.5 per 100 PY vs 0.2 per 100 PY for the placebo group). 

Analysis of reported night sweats and hyperhidrosis is discussed in Section 2.5.5.5.3.1.2
(most events were reported within 7 days after Dose 1 or 2 and are therefore likely consistent 
with reactogenicity).

In the nervous systems disorder SOC, there were 4 participants who reported facial paralysis 
in the BNT162b2 group (compared to 1 in the placebo group). There was 1 case of facial 
paresis reported in the placebo group. Hence, there are a total of 4 cases of facial 
paralysis/paresis in the in the BNT162b2 group and 2 in the placebo group. Further details 
are discussed in Section 2.5.5.5.7.1. 

There was 1 case of COVID-19 pneumonia (reported in the BNT162b2 group) which led to 
death (see Section 2.5.5.5.4.1). This participant had COVID-19 diagnosed based on a local test 
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that was not protocol-approved and was not subsequently confirmed by a test result from the 
central laboratory (therefore not included in efficacy analyses).

Among the AEs of lymphadenopathy in the BNT162b2 group, the majority (62 of 
87 participants; [0.7 per 100 PY]) were assessed by the investigator as related to study 
intervention. Most cases occurred in the arm and neck region and were reported within 1 to 
4 days after vaccination. See Section 2.5.5.5.7.1 for additional details.

IRs for hepatobiliary disorders was 0.3 per 100 PY and 0.2 per 100 PY in the BNT162b2 and 
placebo group, respectively. There were 24 participants in the BNT162b2 group who had 
AEs in the SOC of hepatobiliary disorders compared to 16 participants in the placebo group. 

A total of 11 cases of reported PTs associated with deafness in the blinded placebo-controlled 
follow-up period through the unblinding date included: deafness, deafness unilateral, 
deafness neurosensory, hypoacusis, and sudden hearing loss. Six participants were 
randomized to the BNT162b2 group (age range: 43 to 65 years of age), and 5 participants 
were randomized to placebo (age range: 36 to 74 years of age). For 1 participant in each 
group, onset was 19 days after Dose 1. Onset ranged from 1 to 55 days after Dose 2 for 
5 participants in the BNT162b2, and from 2 to 94 days after Dose 2 for 4 participants in the 
placebo group. The duration ranged from 9 to 155 days after AE onset with 4 events still 
ongoing at the time of data cutoff (13 March 2021). The toxicity grades were mostly mild 
(4 BNT162b2 and 2 placebo) or moderate (1 BNT162b2 group and 3 placebo), with 1 being 
severe (BNT162b2). In the BNT162b2 group, 2 events were deemed related to study vaccine 
by the investigator. None of the reported events were SAEs. 

Other PTs and further details of events of clinical interest including FDA-requested terms 
and those that were identified by the sponsor and/or from the CDC list of AESIs are 
discussed in Section 2.5.5.5.7.

Related Adverse Events – Blinded Follow-Up to Unblinding Date

From Dose 1 to the unblinding date, IRs of AEs assessed as related by the investigator during 
the blinded follow-up period were 62.9 per 100 PY and 16.0 per 100 PY in the BNT162b2 
and in placebo groups, respectively (Table 60). IRs of related AEs were highest for 
reactogenicity events; in the SOC of general disorders and administration site conditions, IRs 
were 55.7 per 100 PY and 10.8 per 100 PY for BNT162b2 and placebo recipients, 
respectively. Additional terms identified as either synonymous with or otherwise plausibly 
associated with reactogenicity events (ie, secondary to reactogenicity events) occurring 
within 7 days after each dose were also considered related (pain in extremity, decreased 
appetite, lethargy, asthenia, malaise, night sweats, and hyperhidrosis) (see discussion of these 
types of events in Section 2.5.5.5.3.1.2).

For lymphadenopathy cases, IRs of related AEs in the younger and older age groups were 
70.0 per 100 PY and 52.3 per 100 PY, respectively for the BNT162b2 group and 18.0 per 100 
PY and 13.0 per 100 PY, respectively, for the placebo group. The majority of 
lymphadenopathy events occurred in the arm and neck region and were reported within 1 to 
4 days after vaccination (discussed further as events of clinical interest in Section 2.5.5.5.7.1).
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Severe or Life-Threatening Adverse Events – Blinded Follow-Up to Unblinding Date

From Dose 1 to the unblinding date, severe AE IRs during the blinded follow-up period were 
4.3 per 100 PY (95% CI: 3.8, 4.7) and 3.1 per 100 PY (95% CI: 2.7, 3.5) in BNT162b2 and
placebo recipients, respectively. Severe events in the general disorders and administration 
site conditions were generally reflecting terms consistent with reactogenicity, in the 
BNT162b2 versus placebo groups (1.2 per 100 PY vs 0.1 per 100 PY) as well as the 
Musculoskeletal SOC (0.6 per 100 PY vs 0.3 per 100 PY). The IR in all other SOCs were 
similar in the BNT162b2 and placebo groups.

IRs for participants who had at least 1 life-threatening AE from Dose 1 to the unblinding date
were similar: 0.6 per 100 PY (95% CI: 0.4, 0.8) in the BNT162b2 group and 0.7 per 100 PY 
(95% CI: 0.5, 0.9) in the placebo group. All of the IRs for the SOCs were similar in the 
BNT162b2 and placebo groups.

Subgroup Analyses

No clinically meaningful differences in AEs by category or by frequency were observed up 
from Dose 1 up to the unblinding date for subgroups categorized by race, ethnicity, or 
baseline SARS-CoV-2 status. Sex-appropriate differences were observed in AE IRs.

Baseline SARS-CoV-2 Status

In the baseline SARS-CoV-2 positive subgroup, differences in IRs in the BNT162b2 
(70.7 per 100 PY) and placebo (31.9 per 100 PY) groups were due to reactogenicity events 
(chills, fatigue, injection site pain, pyrexia, myalgia, and headache). In the baseline 
SARS-CoV-2 negative subgroup, differences in IRs in the BNT162b2 (83.6 per 100 PY) and 
placebo (43.8 per 100 PY) groups were due to reactogenicity events (diarrhea, vomiting, 
chill, fatigue, injection site reactions [pain, erythema, swelling], pyrexia, arthralgia, myalgia, 
and headache) as well as other AEs (lymphadenopathy, nausea, asthenia, malaise, pain, body 
temperature increase, and pain in extremity).

Given the differences in exposure (2.5 vs 80.4) by baseline SARS-CoV-2 positive and 
negative status, respectively, direct comparisons should be interpreted with caution . The 
overall rate of AEs was 70.7 per 100 PY (95% CI: 60.7, 81.9) (baseline positive) compared 
with 83.6 per 100 PY (95% CI: 81.7, 85.7) (baseline negative). For other SOCs, the IR were 
either numerically lower or similar for the baseline positive group compared to the baseline 
negative group. Overall, there is no evidence that individuals who are positive at baseline 
report AEs at a higher frequency than those who are negative at baseline.
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Race/Ethnicity

In the BNT162b2 group, overall IRs for participants reporting at least 1 AE were highest for 
participants of all other races (120.1 per 100 PY) compared to White participants (83.1 per 
100 PY), with Black or African American participants having the lowest IR (53.5 per 
100 PY). The IR for nausea in the BNT162b2 group was higher in participants of all other 
races (4.7 per 100 PY BNT162b2 vs 1.6 per 100 PY placebo) and White participants (3.4 per 
100 PY BNT162b2 vs 1.0 per 100 PY placebo) than in Black or African American 
participants where the IR was similar in both vaccine groups (1.3 per 100 PY BNT162b2 vs 
1.2 per 100 PY placebo).

In the BNT162b2 group, the IR for participants reporting at least 1 AE was higher in non-
Hispanic/non-Latino participants (85.4 per 100 PY BNT162b2 and 41.6 per 100 PY placebo) 
and Hispanic/Latino participants (78.4 per 100 PY BNT162b2 and 47.9 per 100 PY placebo) 
and lowest in the group where ethnicity was not reported (49.4 per 100 PY BNT162b2 and 
43.3 per 100 PY placebo). IRs were higher for mainly reactogenicity events (chills, fatigue, 
myalgia, diarrhea, injection site reactions [pain, erythema, and swelling], pain, pyrexia, and 
headache) as well as lymphadenopathy, nausea, influenza like illness, malaise, increased 
body temperature, and pain in extremity.

Sex

Overall, female participants reported a higher IR of AEs (91.0 per 100 PY BNT162b2, 46.8 
per 100 PY placebo) than male participants (76.0 per 100 PY BNT162b2, 40.1 per 100 PY 
placebo), with a greater difference in BNT162b2 groups than in placebo groups. The higher 
IRs in female participants were due to reactogenicity AEs (vomiting, chills, fatigue, pyrexia, 
myalgia, and headache) as well as other AEs (lymphadenopathy, nausea, pain, increased 
body temperature, and pain in extremity). There were sex-appropriate differences as well, 
such as higher IRs in the SOC of cardiac disorders in male participants (1.2 per 100 PY) 
versus female participants (0.9 per 100 PY) and lower IRs in the SOC of reproductive system 
and breast disorders in male participants (0.3 per 100 PY) versus female participants (0.9 per 
100 PY).

HIV+ Participants 

From Dose 1 to the unblinding date, and similar to the overall population, most AEs reported 
for the subset of 200 HIV+ participants from Dose 1 to the unblinding date were in SOCs 
with reactogenicity events (BNT162b2 vs placebo):

 general disorders and administration site conditions: 66.1 per 100 PY vs 6.9 per 100 PY
 musculoskeletal and connective tissue disorders: 19.8 per 100 PY vs 10.4 per 100 PY
 nervous system disorders: 16.5 per 100 PY vs 0.0 per 100 PY
 gastrointestinal disorders: 9.9 per 100 PY vs 13.9 per 100 PY.
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2.5.5.5.3.3. Open-Label Follow-Up Period – Original BNT162b2 Participants 
2.5.5.5.3.3.1. Summary of Adverse Events
An overview of AEs from the unblinding date to the data cutoff date for participants 
originally randomized to BNT162b2 during the open-label follow-up is presented in
Table 61. 

Note: per protocol, AEs are reported through 1 month after the Dose 2 and within 48 hours 
after a blood draw and SAEs are reported to approximately 6 months after the last dose of 
study intervention.  

IRs for any AE, at least 1 related AE, and severe AE were 8.8 per 100 PY, 0.7 per 100 PY, 
and 1.6 per 100 PY, respectively, which is markedly reduced relative to those from Dose 1 to 
the unblinding date (83.2, 62.9, 4.3 respectively). The IR of life-threatening AEs is 0.4 per 
100 PY (95% CI: 0.2, 0.8), which is similar to the IR from Dose 1 to the unblinding date 
(0.6 per 100 PY [95% CI: 0.4, 0.8]; Table 60).

The IR of SAEs during the open-label follow-up period, 2.0 per 100 PY (95% CI: 1.5, 2.6; 
Table 61), was lower than the IR from Dose 1 to the unblinding date, 3.2 per 100 PY (95% CI: 
2.8, 3.6; Table 60). There was a single related SAE (myocardial infarction) for a participant in 
the open-label follow-up period (see Section 2.5.5.5.3.3.2 and Section 2.5.5.5.5.3). The IR of 
AEs leading to withdrawal also decreased (0.1 per 100 PY [95% CI: 0.0, 0.4]) in the open-label 
follow-up period compared with the blinded placebo-controlled period (0.5 per 100 PY [95% 
CI: 0.4, 0.7]; Table 60) but the IR of deaths were similar (0.1 per 100 PY vs 0.2 per 100 PY in 
the open-label and blinded placebo-controlled follow-up periods, respectively).

Three participants originally randomized to BNT162b2 died during open-label follow-up
(Section 2.5.5.5.4.2).

Table 61. Incidence Rates of at Least 1 Adverse Event From Unblinding Date to Data 
Cutoff Date (13MAR2021) – Open-Label Follow-up Period – Subjects Who 
Originally Received BNT162b2 – Phase 2/3 Subjects ≥16 Years of Age –
Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=20309, TEb=27.7)

Adverse Event nc IR (/100 PY)d (95% CIe)

Any event 243 8.8 (7.7, 9.9)
Relatedf 20 0.7 (0.4, 1.1)
Severe 43 1.6 (1.1, 2.1)
Life-threatening 12 0.4 (0.2, 0.8)

Any serious adverse event 55 2.0 (1.5, 2.6)
Relatedf 1 0.0 (0.0, 0.2)
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Table 61. Incidence Rates of at Least 1 Adverse Event From Unblinding Date to Data 
Cutoff Date (13MAR2021) – Open-Label Follow-up Period – Subjects Who 
Originally Received BNT162b2 – Phase 2/3 Subjects ≥16 Years of Age –
Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=20309, TEb=27.7)

Adverse Event nc IR (/100 PY)d (95% CIe)

Severe 30 1.1 (0.7, 1.5)
Life-threatening 12 0.4 (0.2, 0.8)

Any adverse event leading to withdrawal 4 0.1 (0.0, 0.4)
Relatedf 0 0.0 (0.0, 0.1)
Severe 0 0.0 (0.0, 0.1)
Life-threatening 4 0.1 (0.0, 0.4)

Death 3 0.1 (0.0, 0.3)

a. N = number of subjects in the specified group. 
b. TE = total exposure time in 100 person-years across all subjects in the specified group. Exposure time for a subject is 
the time from the unblinding date to data cutoff date. This value is the denominator for the incidence rate calculation. 
c. n = Number of subjects reporting at least 1 occurrence of the specified event category. For "any event," n = number of 
subjects reporting at least 1 occurrence of any event. 
d. Incidence rate (IR) is calculated as number of subjects reporting the event/total exposure time in 100 person-years 
(PY) across all subjects in the specified group. 
e. 2-sided CI based on Poisson distribution. 
f. Assessed by the investigator as related to investigational product. 
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (20:15) Source Data: adae Table Generation: 27MAR2021 
(02:16) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: 
./nda2_unblinded/C4591001_BLA/adae_s092_unb_cut_p3_saf 

2.5.5.5.3.3.2. Analysis of Adverse Events
Adverse Events by System Organ Class and Preferred Term

AEs reported from the unblinding date to the data cutoff date for participants originally 
randomized to BNT162b2 during the open-label follow-up period are presented in 
Module 5.3.5.1 C4591001 6-Month Update Interim CSR Supplemental Table 14.142.

From the unblinding date to the data cutoff date, for participants originally randomized to
BNT162b2 during the open-label follow-up period, the IRs for participants who reported at 
least 1 AE was 8.8 per 100 PY, as compared to 83.2 per 100 PY from Dose 1 to the 
unblinding date (Table 60). 

Overall, the rates in all SOCs after the unblinding date decreased or remained similar to those 
in the blinded placebo-controlled period. 
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The IR for the SOC of injury, poisoning and procedural complications was 1.4 per 100 PY, with 
the PT fall having the highest IR (0.4 per 100 PY). The IR for the SOC of vascular disorders 
was 0.8 per 100 PY, with the PT hypertension having the highest IR (0.6 per 100 PY).

Related Adverse Events – Open-Label Follow-Up for Original BNT162b2 Participants

From the unblinding date to the data cutoff date, for participants originally randomized to
BNT162b2, the IR of AEs assessed as related by the investigator during the open-label 
follow-up period was 0.7 per 100 PY (Table 61). IRs of related AEs were highest for 
reactogenicity events and in the SOC of general disorders and administration site conditions 
(0.5 per 100 PY), reflecting AEs from their initial vaccinations. 

One younger participant had a life-threatening SAE of myocardial infarction occurring
71 days after Dose 2 that was assessed by the investigator as related to study intervention, 
which lasted 1 day and resolved the same day (see Section 2.5.5.5.5.3).

2.5.5.5.3.4. Cumulative Blinded and Open-Label Follow-Up Periods from Dose 1 to
6 Months After Dose 2 – BNT162b2 Group

2.5.5.5.3.4.1. Summary of Adverse Events
An overview of AEs from Dose 1 to 6 months after Dose 2 for participants in the BNT162b2 
group during the blinded and open-label follow-up is presented in Table 62.

There were 12,006 participants who had at least 6 months of follow-up. Among these, 
3454 participants (28.8%) reported at least 1 AE and 2245 participants (18.7%) reported at 
least 1 related AE. Severe AEs and SAEs were reported by 2.1% and 1.6%, respectively. One
participant was reported as discontinued because of an AE (not related); however, this 
participant remains in the study as the withdrawal was subsequently queried and corrected as 
described in Module 5.3.5.1 C4591001 6-Month Update Interim CSR Errata. There were no 
deaths during the blinded and open-label follow-up periods in the group of original 
BNT162b2 participants with at least 6 months of follow-up after Dose 2. 

When frequencies of AEs for participants with at least 6 months of follow-up time are 
examined by time since the second BNT162b2 dose, the frequency of AEs and related AEs is 
25.8% and 18.6% through 1 month after Dose 2 compared with 4.8% and 0.1% from 1 month 
after Dose 2 to 6 months after Dose 2 (Table 63). In the first month after vaccination, 0.5% 
of participants reported SAEs (including 1 related) and from 1 month to 6 months after Dose 
2 the frequency of SAEs increased to 1.1% (including 1 related SAE).

In the younger age group, the number of participants who reported at least 1 AE and 1 related 
AE from Dose 1 to 6 months after Dose 2 was 2013 (30.2%) and 1386 (20.8%), respectively. 
In the older age group, the number of participants who reported at least 1 AE and 1 related 
AE from Dose 1 to 6 months after Dose 2 was 1441 (27.0%) and 859 (16.1%), respectively.
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Table 62. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 6 Months After Dose 2 – Subjects With at Least 6 Months of Follow-up 
Time After Dose 2 – Phase 2/3 Subjects ≥16 Years of Age (Subjects Who 
Originally Received BNT162b2) – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=12006)

Adverse Event nb (%)

Any event 3454 (28.8)
Relatedc 2245 (18.7)
Severe 248 (2.1)
Life-threatening 23 (0.2)

Any serious adverse event 190 (1.6)
Relatedc 2 (0.0)
Severe 116 (1.0)
Life-threatening 23 (0.2)

Any adverse event leading to withdrawal 1 (0.0)
Relatedc 0
Severe 0
Life-threatening 0

Death 0

a. N = number of subjects in the specified group. This value is the denominator for the percentage calculations. 
b. n = Number of subjects reporting at least 1 occurrence of the specified event category. For "any event," n = number of 
subjects reporting at least 1 occurrence of any event. 
c. Assessed by the investigator as related to investigational product.
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (20:15) Source Data: adae Table Generation: 27MAR2021 
(14:48) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: 
./nda2 unblinded/C4591001 BLA/adae s091 all pd2 p3 saf2 
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Table 63. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 6 Months After Dose 2, by Time Period – Subjects With at Least 6 
Months of Follow-up Time After Dose 2 – Phase 2/3 Subjects ≥16 Years of 
Age (Subjects Who Originally Received BNT162b2) – Safety Population

Vaccine Group (as Administered)

Dose 1 to 1 Month Post Dose 2
(Na=12006)

After 1 Month Post Dose 2 to 6 Months 
Post Dose 2
(Na=12006)

Adverse Event nb (%) nb (%)

Any event 3092 (25.8) 572 (4.8)
Relatedc 2239 (18.6) 12 (0.1)
Severe 143 (1.2) 110 (0.9)
Life-threatening 8 (0.1) 15 (0.1)

Any serious adverse event 58 (0.5) 133 (1.1)
Relatedc 1 (0.0) 1 (0.0)
Severe 34 (0.3) 82 (0.7)
Life-threatening 8 (0.1) 15 (0.1)

Any adverse event leading to withdrawal 0 1 (0.0)
Relatedc 0 0 
Severe 0 0 
Life-threatening 0 0 

Death 0 0 

a. N = number of subjects in the specified group. This value is the denominator for the percentage calculations.
b. n = Number of subjects reporting at least 1 occurrence of the specified event category. For "any event," n = number of 
subjects reporting at least 1 occurrence of any event.
c. Assessed by the investigator as related to investigational product.
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (20:15) Source Data: adae Table Generation: 14APR2021 
(08:45) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: 
./nda2 unblinded/C4591001 BLA RR/adae s091 all pd2 p3 tp saf2 

2.5.5.5.3.4.2. Analysis of Adverse Events
Adverse Events by System Organ Class and Preferred Term

AEs reported during the cumulative period from Dose 1 up to 6 months after Dose 2 
(inclusive of blinded and open-label follow-up) in the BNT162b2 group are summarized in 
Table 64.

From Dose 1 to 6 months after Dose 2 during the blinded and open-label follow-up period, 
3454 (28.8%) original BNT162b2 participants reported at least 1 AE (Table 64). The most 
frequently reported AEs were reactogenicity events:
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 general disorders and administration site conditions: 2016 (16.8%)
 musculoskeletal and connective tissue disorders: 905 (7.5%)
 nervous system disorders: 726 (6.0%)
 gastrointestinal disorders: 407 [3.4%).

The number of original BNT162b2 participants who reported at least 1 AE from Dose 1 to 
6 months after Dose 2 was 2013 (30.2%) and 1441 (27.0%) in the younger and older groups, 
respectively. 

In the BNT162b2 age groups, AE frequencies in reactogenicity SOCs (younger vs older) were:

 general disorders and administration site conditions: 1246 (18.7%) vs 770 (14.4%)
 musculoskeletal and connective tissue disorders: 539 (8.1%) vs 366 (6.9%)
 nervous system disorders: 449 (6.7%) vs 277 (5.2%)
 gastrointestinal disorders: 231 (3.5%) vs 176 (3.3%).

As shown in Table 64, the most frequently reported AEs in the BNT162b2 group were 
injection site pain (1191 [9.9%]), pyrexia (633 [5.3%]), chills (606 [5.0%]), fatigue 
(598 [5.0%]), headache (572 [4.8%]), and myalgia (549 [4.6%]).

When AEs are compared from 1 month after Dose 2 and from 1 month after Dose 2 to 
6 months after Dose 2, the frequencies of AEs by most SOCs decreased or remained the 
same with the additional follow-up time. The overall frequency of any AE for participants 
from 1 month after Dose 2 to 6 months after Dose 2 (4.8%) was decreased relative to the 
frequency observed within 1 month of follow-up after Dose 2 (25.8%) for this group.

Table 64. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 6 Months After Dose 2, by System Organ Class and Preferred Term –
Subjects With at Least 6 Months of Follow-up Time After Dose 2 – Phase 
2/3 Subjects ≥16 Years of Age (Subjects Who Originally Received 
BNT162b2) – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=12006)

System Organ Class
Preferred Term

nb (%) (95% CIc)

Any event 3454 (28.8) (28.0, 29.6)

BLOOD AND LYMPHATIC SYSTEM DISORDERS 70 (0.6) (0.5, 0.7)
Lymphadenopathy 50 (0.4) (0.3, 0.5)
Anaemia 7 (0.1) (0.0, 0.1)
Iron deficiency anaemia 5 (0.0) (0.0, 0.1)
Lymph node pain 3 (0.0) (0.0, 0.1)
Leukopenia 2 (0.0) (0.0, 0.1)
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Table 64. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 6 Months After Dose 2, by System Organ Class and Preferred Term –
Subjects With at Least 6 Months of Follow-up Time After Dose 2 – Phase 
2/3 Subjects ≥16 Years of Age (Subjects Who Originally Received 
BNT162b2) – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=12006)

System Organ Class
Preferred Term

nb (%) (95% CIc)

Blood loss anaemia 1 (0.0) (0.0, 0.0)
Coagulopathy 1 (0.0) (0.0, 0.0)
Lymphadenopathy mediastinal 1 (0.0) (0.0, 0.0)
Lymphocytosis 1 (0.0) (0.0, 0.0)
Lymphopenia 1 (0.0) (0.0, 0.0)
Neutropenia 1 (0.0) (0.0, 0.0)
Pancytopenia 1 (0.0) (0.0, 0.0)
Splenic infarction 1 (0.0) (0.0, 0.0)
Splenomegaly 1 (0.0) (0.0, 0.0)

CARDIAC DISORDERS 59 (0.5) (0.4, 0.6)
Atrial fibrillation 9 (0.1) (0.0, 0.1)
Tachycardia 9 (0.1) (0.0, 0.1)
Palpitations 7 (0.1) (0.0, 0.1)
Coronary artery disease 6 (0.0) (0.0, 0.1)
Acute myocardial infarction 4 (0.0) (0.0, 0.1)
Angina pectoris 4 (0.0) (0.0, 0.1)
Myocardial infarction 4 (0.0) (0.0, 0.1)
Cardiac failure congestive 3 (0.0) (0.0, 0.1)
Angina unstable 2 (0.0) (0.0, 0.1)
Acute coronary syndrome 1 (0.0) (0.0, 0.0)
Arrhythmia 1 (0.0) (0.0, 0.0)
Arrhythmia supraventricular 1 (0.0) (0.0, 0.0)
Atrial flutter 1 (0.0) (0.0, 0.0)
Atrioventricular block first degree 1 (0.0) (0.0, 0.0)
Bradycardia 1 (0.0) (0.0, 0.0)
Bundle branch block right 1 (0.0) (0.0, 0.0)
Cardiac arrest 1 (0.0) (0.0, 0.0)
Cardiac disorder 1 (0.0) (0.0, 0.0)
Cardiomegaly 1 (0.0) (0.0, 0.0)
Coronary artery occlusion 1 (0.0) (0.0, 0.0)
Left ventricular dysfunction 1 (0.0) (0.0, 0.0)
Mitral valve prolapse 1 (0.0) (0.0, 0.0)
Pericarditis 1 (0.0) (0.0, 0.0)
Sinus tachycardia 1 (0.0) (0.0, 0.0)
Supraventricular tachycardia 1 (0.0) (0.0, 0.0)
Ventricular tachycardia 1 (0.0) (0.0, 0.0)
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Table 64. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 6 Months After Dose 2, by System Organ Class and Preferred Term –
Subjects With at Least 6 Months of Follow-up Time After Dose 2 – Phase 
2/3 Subjects ≥16 Years of Age (Subjects Who Originally Received 
BNT162b2) – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=12006)

System Organ Class
Preferred Term

nb (%) (95% CIc)

CONGENITAL, FAMILIAL AND GENETIC DISORDERS 3 (0.0) (0.0, 0.1)
Congenital cystic kidney disease 1 (0.0) (0.0, 0.0)
Gastrointestinal arteriovenous malformation 1 (0.0) (0.0, 0.0)
Protein S deficiency 1 (0.0) (0.0, 0.0)

EAR AND LABYRINTH DISORDERS 49 (0.4) (0.3, 0.5)
Vertigo 21 (0.2) (0.1, 0.3)
Ear pain 8 (0.1) (0.0, 0.1)
Tinnitus 6 (0.0) (0.0, 0.1)
Vertigo positional 4 (0.0) (0.0, 0.1)
Cerumen impaction 3 (0.0) (0.0, 0.1)
Deafness neurosensory 2 (0.0) (0.0, 0.1)
Ear discomfort 2 (0.0) (0.0, 0.1)
Deafness unilateral 1 (0.0) (0.0, 0.0)
Hyperacusis 1 (0.0) (0.0, 0.0)
Sudden hearing loss 1 (0.0) (0.0, 0.0)

ENDOCRINE DISORDERS 15 (0.1) (0.1, 0.2)
Hypothyroidism 6 (0.0) (0.0, 0.1)
Hyperthyroidism 2 (0.0) (0.0, 0.1)
Hypogonadism 2 (0.0) (0.0, 0.1)
Thyroid mass 2 (0.0) (0.0, 0.1)
Goitre 1 (0.0) (0.0, 0.0)
Hyperprolactinaemia 1 (0.0) (0.0, 0.0)
Oestrogen deficiency 1 (0.0) (0.0, 0.0)
Pituitary cyst 1 (0.0) (0.0, 0.0)

EYE DISORDERS 47 (0.4) (0.3, 0.5)
Cataract 5 (0.0) (0.0, 0.1)
Vision blurred 5 (0.0) (0.0, 0.1)
Chalazion 3 (0.0) (0.0, 0.1)
Eye irritation 3 (0.0) (0.0, 0.1)
Eye pain 3 (0.0) (0.0, 0.1)
Macular oedema 3 (0.0) (0.0, 0.1)
Vitreous detachment 3 (0.0) (0.0, 0.1)
Blepharitis 2 (0.0) (0.0, 0.1)
Diplopia 2 (0.0) (0.0, 0.1)
Dry eye 2 (0.0) (0.0, 0.1)
Glaucoma 2 (0.0) (0.0, 0.1)
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Table 64. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 6 Months After Dose 2, by System Organ Class and Preferred Term –
Subjects With at Least 6 Months of Follow-up Time After Dose 2 – Phase 
2/3 Subjects ≥16 Years of Age (Subjects Who Originally Received 
BNT162b2) – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=12006)

System Organ Class
Preferred Term

nb (%) (95% CIc)

Retinal tear 2 (0.0) (0.0, 0.1)
Asthenopia 1 (0.0) (0.0, 0.0)
Choroidal neovascularisation 1 (0.0) (0.0, 0.0)
Conjunctival haemorrhage 1 (0.0) (0.0, 0.0)
Corneal irritation 1 (0.0) (0.0, 0.0)
Episcleritis 1 (0.0) (0.0, 0.0)
Eye pruritus 1 (0.0) (0.0, 0.0)
Eyelid oedema 1 (0.0) (0.0, 0.0)
Eyelid pain 1 (0.0) (0.0, 0.0)
Eyelids pruritus 1 (0.0) (0.0, 0.0)
Keratitis 1 (0.0) (0.0, 0.0)
Ophthalmic vein thrombosis 1 (0.0) (0.0, 0.0)
Photophobia 1 (0.0) (0.0, 0.0)
Retinal artery occlusion 1 (0.0) (0.0, 0.0)
Scleral discolouration 1 (0.0) (0.0, 0.0)
Vitreous floaters 1 (0.0) (0.0, 0.0)

GASTROINTESTINAL DISORDERS 407 (3.4) (3.1, 3.7)
Nausea 140 (1.2) (1.0, 1.4)
Diarrhoea 123 (1.0) (0.9, 1.2)
Vomiting 35 (0.3) (0.2, 0.4)
Toothache 18 (0.1) (0.1, 0.2)
Abdominal pain 15 (0.1) (0.1, 0.2)
Gastrooesophageal reflux disease 14 (0.1) (0.1, 0.2)
Dyspepsia 13 (0.1) (0.1, 0.2)
Abdominal pain upper 10 (0.1) (0.0, 0.2)
Odynophagia 10 (0.1) (0.0, 0.2)
Constipation 7 (0.1) (0.0, 0.1)
Dental caries 6 (0.0) (0.0, 0.1)
Irritable bowel syndrome 5 (0.0) (0.0, 0.1)
Abdominal distension 4 (0.0) (0.0, 0.1)
Flatulence 4 (0.0) (0.0, 0.1)
Gastritis 4 (0.0) (0.0, 0.1)
Hiatus hernia 4 (0.0) (0.0, 0.1)
Large intestine polyp 4 (0.0) (0.0, 0.1)
Aphthous ulcer 3 (0.0) (0.0, 0.1)
Diverticulum 3 (0.0) (0.0, 0.1)
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Table 64. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 6 Months After Dose 2, by System Organ Class and Preferred Term –
Subjects With at Least 6 Months of Follow-up Time After Dose 2 – Phase 
2/3 Subjects ≥16 Years of Age (Subjects Who Originally Received 
BNT162b2) – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=12006)

System Organ Class
Preferred Term

nb (%) (95% CIc)

Food poisoning 3 (0.0) (0.0, 0.1)
Haemorrhoids 3 (0.0) (0.0, 0.1)
Colitis 2 (0.0) (0.0, 0.1)
Gastritis erosive 2 (0.0) (0.0, 0.1)
Gastrointestinal disorder 2 (0.0) (0.0, 0.1)
Glossodynia 2 (0.0) (0.0, 0.1)
Haematochezia 2 (0.0) (0.0, 0.1)
Impaired gastric emptying 2 (0.0) (0.0, 0.1)
Oral pain 2 (0.0) (0.0, 0.1)
Small intestinal obstruction 2 (0.0) (0.0, 0.1)
Abdominal discomfort 1 (0.0) (0.0, 0.0)
Abdominal pain lower 1 (0.0) (0.0, 0.0)
Abdominal rigidity 1 (0.0) (0.0, 0.0)
Angular cheilitis 1 (0.0) (0.0, 0.0)
Cheilitis 1 (0.0) (0.0, 0.0)
Coeliac disease 1 (0.0) (0.0, 0.0)
Colitis microscopic 1 (0.0) (0.0, 0.0)
Colitis ulcerative 1 (0.0) (0.0, 0.0)
Crohn's disease 1 (0.0) (0.0, 0.0)
Diverticulum intestinal 1 (0.0) (0.0, 0.0)
Dry mouth 1 (0.0) (0.0, 0.0)
Dysphagia 1 (0.0) (0.0, 0.0)
Epiploic appendagitis 1 (0.0) (0.0, 0.0)
Eructation 1 (0.0) (0.0, 0.0)
Faeces soft 1 (0.0) (0.0, 0.0)
Femoral hernia 1 (0.0) (0.0, 0.0)
Gastric antral vascular ectasia 1 (0.0) (0.0, 0.0)
Gastric ulcer 1 (0.0) (0.0, 0.0)
Gastric ulcer haemorrhage 1 (0.0) (0.0, 0.0)
Gastrointestinal haemorrhage 1 (0.0) (0.0, 0.0)
Gastrointestinal pain 1 (0.0) (0.0, 0.0)
Gingival pain 1 (0.0) (0.0, 0.0)
Glossitis 1 (0.0) (0.0, 0.0)
Haematemesis 1 (0.0) (0.0, 0.0)
Haemorrhoidal haemorrhage 1 (0.0) (0.0, 0.0)
Hypoaesthesia oral 1 (0.0) (0.0, 0.0)
Hypoaesthesia teeth 1 (0.0) (0.0, 0.0)
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Table 64. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 6 Months After Dose 2, by System Organ Class and Preferred Term –
Subjects With at Least 6 Months of Follow-up Time After Dose 2 – Phase 
2/3 Subjects ≥16 Years of Age (Subjects Who Originally Received 
BNT162b2) – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=12006)

System Organ Class
Preferred Term

nb (%) (95% CIc)

Inguinal hernia 1 (0.0) (0.0, 0.0)
Internal hernia 1 (0.0) (0.0, 0.0)
Intestinal obstruction 1 (0.0) (0.0, 0.0)
Intestinal polyp 1 (0.0) (0.0, 0.0)
Intra-abdominal fluid collection 1 (0.0) (0.0, 0.0)
Lip oedema 1 (0.0) (0.0, 0.0)
Noninfective gingivitis 1 (0.0) (0.0, 0.0)
Obstructive pancreatitis 1 (0.0) (0.0, 0.0)
Oesophageal spasm 1 (0.0) (0.0, 0.0)
Oral discomfort 1 (0.0) (0.0, 0.0)
Oral lichenoid reaction 1 (0.0) (0.0, 0.0)
Pancreatic calcification 1 (0.0) (0.0, 0.0)
Pancreatitis 1 (0.0) (0.0, 0.0)
Parotid duct obstruction 1 (0.0) (0.0, 0.0)
Rectal haemorrhage 1 (0.0) (0.0, 0.0)
Rectal polyp 1 (0.0) (0.0, 0.0)
Retching 1 (0.0) (0.0, 0.0)
Stomatitis 1 (0.0) (0.0, 0.0)
Swollen tongue 1 (0.0) (0.0, 0.0)
Tongue oedema 1 (0.0) (0.0, 0.0)
Tongue pruritus 1 (0.0) (0.0, 0.0)
Tongue ulceration 1 (0.0) (0.0, 0.0)

GENERAL DISORDERS AND ADMINISTRATION SITE CONDITIONS 2016 (16.8) (16.1, 17.5)
Injection site pain 1191 (9.9) (9.4, 10.5)
Pyrexia 633 (5.3) (4.9, 5.7)
Chills 606 (5.0) (4.7, 5.5)
Fatigue 598 (5.0) (4.6, 5.4)
Pain 277 (2.3) (2.0, 2.6)
Injection site erythema 91 (0.8) (0.6, 0.9)
Injection site swelling 60 (0.5) (0.4, 0.6)
Malaise 46 (0.4) (0.3, 0.5)
Asthenia 20 (0.2) (0.1, 0.3)
Injection site pruritus 19 (0.2) (0.1, 0.2)
Chest pain 14 (0.1) (0.1, 0.2)
Influenza like illness 10 (0.1) (0.0, 0.2)
Injection site bruising 8 (0.1) (0.0, 0.1)
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Table 64. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 6 Months After Dose 2, by System Organ Class and Preferred Term –
Subjects With at Least 6 Months of Follow-up Time After Dose 2 – Phase 
2/3 Subjects ≥16 Years of Age (Subjects Who Originally Received 
BNT162b2) – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=12006)

System Organ Class
Preferred Term

nb (%) (95% CIc)

Axillary pain 6 (0.0) (0.0, 0.1)
Injection site warmth 6 (0.0) (0.0, 0.1)
Feeling hot 5 (0.0) (0.0, 0.1)
Injection site induration 5 (0.0) (0.0, 0.1)
Oedema peripheral 5 (0.0) (0.0, 0.1)
Peripheral swelling 4 (0.0) (0.0, 0.1)
Injection site oedema 3 (0.0) (0.0, 0.1)
Non-cardiac chest pain 3 (0.0) (0.0, 0.1)
Adverse drug reaction 2 (0.0) (0.0, 0.1)
Cyst 2 (0.0) (0.0, 0.1)
Face oedema 2 (0.0) (0.0, 0.1)
Injection site discomfort 2 (0.0) (0.0, 0.1)
Injection site haematoma 2 (0.0) (0.0, 0.1)
Injection site nodule 2 (0.0) (0.0, 0.1)
Injection site papule 2 (0.0) (0.0, 0.1)
Swelling 2 (0.0) (0.0, 0.1)
Application site erythema 1 (0.0) (0.0, 0.0)
Application site pain 1 (0.0) (0.0, 0.0)
Application site pruritus 1 (0.0) (0.0, 0.0)
Application site reaction 1 (0.0) (0.0, 0.0)
Chest discomfort 1 (0.0) (0.0, 0.0)
Drug withdrawal syndrome 1 (0.0) (0.0, 0.0)
Illness 1 (0.0) (0.0, 0.0)
Induration 1 (0.0) (0.0, 0.0)
Inflammation 1 (0.0) (0.0, 0.0)
Injection site discolouration 1 (0.0) (0.0, 0.0)
Injection site haemorrhage 1 (0.0) (0.0, 0.0)
Injection site hyperaesthesia 1 (0.0) (0.0, 0.0)
Injection site irritation 1 (0.0) (0.0, 0.0)
Injection site lymphadenopathy 1 (0.0) (0.0, 0.0)
Injection site mass 1 (0.0) (0.0, 0.0)
Injection site paraesthesia 1 (0.0) (0.0, 0.0)
Injection site rash 1 (0.0) (0.0, 0.0)
Injection site reaction 1 (0.0) (0.0, 0.0)
Medical device pain 1 (0.0) (0.0, 0.0)
Sensation of foreign body 1 (0.0) (0.0, 0.0)
Shoulder injury related to vaccine administration 1 (0.0) (0.0, 0.0)
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Table 64. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 6 Months After Dose 2, by System Organ Class and Preferred Term –
Subjects With at Least 6 Months of Follow-up Time After Dose 2 – Phase 
2/3 Subjects ≥16 Years of Age (Subjects Who Originally Received 
BNT162b2) – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=12006)

System Organ Class
Preferred Term

nb (%) (95% CIc)

Sluggishness 1 (0.0) (0.0, 0.0)
Temperature intolerance 1 (0.0) (0.0, 0.0)
Thirst 1 (0.0) (0.0, 0.0)
Vaccination site induration 1 (0.0) (0.0, 0.0)
Vascular stent occlusion 1 (0.0) (0.0, 0.0)
Vessel puncture site bruise 1 (0.0) (0.0, 0.0)
Vessel puncture site haematoma 1 (0.0) (0.0, 0.0)

HEPATOBILIARY DISORDERS 21 (0.2) (0.1, 0.3)
Cholelithiasis 7 (0.1) (0.0, 0.1)
Biliary colic 4 (0.0) (0.0, 0.1)
Cholecystitis acute 3 (0.0) (0.0, 0.1)
Bile duct stone 2 (0.0) (0.0, 0.1)
Biliary dyskinesia 1 (0.0) (0.0, 0.0)
Cholecystitis 1 (0.0) (0.0, 0.0)
Cholelithiasis obstructive 1 (0.0) (0.0, 0.0)
Gallbladder disorder 1 (0.0) (0.0, 0.0)
Hepatic steatosis 1 (0.0) (0.0, 0.0)
Jaundice 1 (0.0) (0.0, 0.0)
Portosplenomesenteric venous thrombosis 1 (0.0) (0.0, 0.0)
Steatohepatitis 1 (0.0) (0.0, 0.0)

IMMUNE SYSTEM DISORDERS 15 (0.1) (0.1, 0.2)
Seasonal allergy 6 (0.0) (0.0, 0.1)
Drug hypersensitivity 2 (0.0) (0.0, 0.1)
Hypersensitivity 2 (0.0) (0.0, 0.1)
Allergy to arthropod bite 1 (0.0) (0.0, 0.0)
Allergy to arthropod sting 1 (0.0) (0.0, 0.0)
Anaphylactic reaction 1 (0.0) (0.0, 0.0)
Food allergy 1 (0.0) (0.0, 0.0)
Jarisch-Herxheimer reaction 1 (0.0) (0.0, 0.0)

INFECTIONS AND INFESTATIONS 295 (2.5) (2.2, 2.7)
Urinary tract infection 57 (0.5) (0.4, 0.6)
Tooth infection 20 (0.2) (0.1, 0.3)
Sinusitis 16 (0.1) (0.1, 0.2)
Appendicitis 10 (0.1) (0.0, 0.2)
Herpes zoster 10 (0.1) (0.0, 0.2)
Cellulitis 9 (0.1) (0.0, 0.1)
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Table 64. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 6 Months After Dose 2, by System Organ Class and Preferred Term –
Subjects With at Least 6 Months of Follow-up Time After Dose 2 – Phase 
2/3 Subjects ≥16 Years of Age (Subjects Who Originally Received 
BNT162b2) – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=12006)

System Organ Class
Preferred Term

nb (%) (95% CIc)

Conjunctivitis 8 (0.1) (0.0, 0.1)
Cystitis 8 (0.1) (0.0, 0.1)
Ear infection 8 (0.1) (0.0, 0.1)
Diverticulitis 7 (0.1) (0.0, 0.1)
Gastroenteritis 7 (0.1) (0.0, 0.1)
Tooth abscess 7 (0.1) (0.0, 0.1)
Hordeolum 6 (0.0) (0.0, 0.1)
Upper respiratory tract infection 6 (0.0) (0.0, 0.1)
Folliculitis 5 (0.0) (0.0, 0.1)
Rhinitis 5 (0.0) (0.0, 0.1)
Nasopharyngitis 4 (0.0) (0.0, 0.1)
Oral herpes 4 (0.0) (0.0, 0.1)
Otitis externa 4 (0.0) (0.0, 0.1)
Vulvovaginal mycotic infection 4 (0.0) (0.0, 0.1)
Fungal skin infection 3 (0.0) (0.0, 0.1)
Gingivitis 3 (0.0) (0.0, 0.1)
Onychomycosis 3 (0.0) (0.0, 0.1)
Paronychia 3 (0.0) (0.0, 0.1)
Pharyngitis streptococcal 3 (0.0) (0.0, 0.1)
Pneumonia 3 (0.0) (0.0, 0.1)
Pyelonephritis 3 (0.0) (0.0, 0.1)
Vulvovaginal candidiasis 3 (0.0) (0.0, 0.1)
Device related infection 2 (0.0) (0.0, 0.1)
Herpes simplex 2 (0.0) (0.0, 0.1)
Influenza 2 (0.0) (0.0, 0.1)
Kidney infection 2 (0.0) (0.0, 0.1)
Laryngitis 2 (0.0) (0.0, 0.1)
Localised infection 2 (0.0) (0.0, 0.1)
Oral candidiasis 2 (0.0) (0.0, 0.1)
Otitis media 2 (0.0) (0.0, 0.1)
Otitis media acute 2 (0.0) (0.0, 0.1)
Periodontitis 2 (0.0) (0.0, 0.1)
Pustule 2 (0.0) (0.0, 0.1)
Rash pustular 2 (0.0) (0.0, 0.1)
Sepsis 2 (0.0) (0.0, 0.1)
Sinusitis bacterial 2 (0.0) (0.0, 0.1)
Skin infection 2 (0.0) (0.0, 0.1)
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Table 64. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 6 Months After Dose 2, by System Organ Class and Preferred Term –
Subjects With at Least 6 Months of Follow-up Time After Dose 2 – Phase 
2/3 Subjects ≥16 Years of Age (Subjects Who Originally Received 
BNT162b2) – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=12006)

System Organ Class
Preferred Term

nb (%) (95% CIc)

Viral infection 2 (0.0) (0.0, 0.1)
Abscess 1 (0.0) (0.0, 0.0)
Abscess neck 1 (0.0) (0.0, 0.0)
Abscess oral 1 (0.0) (0.0, 0.0)
Acute sinusitis 1 (0.0) (0.0, 0.0)
Appendicitis perforated 1 (0.0) (0.0, 0.0)
Arthritis bacterial 1 (0.0) (0.0, 0.0)
Bacteraemia 1 (0.0) (0.0, 0.0)
Bacterial blepharitis 1 (0.0) (0.0, 0.0)
Bacterial sepsis 1 (0.0) (0.0, 0.0)
Bacterial vaginosis 1 (0.0) (0.0, 0.0)
Bacterial vulvovaginitis 1 (0.0) (0.0, 0.0)
Bartholinitis 1 (0.0) (0.0, 0.0)
Bone abscess 1 (0.0) (0.0, 0.0)
Bronchitis 1 (0.0) (0.0, 0.0)
Cellulitis orbital 1 (0.0) (0.0, 0.0)
Chronic sinusitis 1 (0.0) (0.0, 0.0)
Clostridium difficile colitis 1 (0.0) (0.0, 0.0)
Empyema 1 (0.0) (0.0, 0.0)
Endocarditis 1 (0.0) (0.0, 0.0)
Escherichia urinary tract infection 1 (0.0) (0.0, 0.0)
Eye infection 1 (0.0) (0.0, 0.0)
Fungal infection 1 (0.0) (0.0, 0.0)
Furuncle 1 (0.0) (0.0, 0.0)
Gangrene 1 (0.0) (0.0, 0.0)
Gastroenteritis viral 1 (0.0) (0.0, 0.0)
Gastrointestinal infection 1 (0.0) (0.0, 0.0)
Genital herpes simplex 1 (0.0) (0.0, 0.0)
Helicobacter gastritis 1 (0.0) (0.0, 0.0)
Helicobacter infection 1 (0.0) (0.0, 0.0)
Herpes zoster oticus 1 (0.0) (0.0, 0.0)
Impetigo 1 (0.0) (0.0, 0.0)
Infected bite 1 (0.0) (0.0, 0.0)
Injection site abscess 1 (0.0) (0.0, 0.0)
Mastoiditis 1 (0.0) (0.0, 0.0)
Meningitis bacterial 1 (0.0) (0.0, 0.0)
Mumps 1 (0.0) (0.0, 0.0)
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Table 64. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 6 Months After Dose 2, by System Organ Class and Preferred Term –
Subjects With at Least 6 Months of Follow-up Time After Dose 2 – Phase 
2/3 Subjects ≥16 Years of Age (Subjects Who Originally Received 
BNT162b2) – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=12006)

System Organ Class
Preferred Term

nb (%) (95% CIc)

Papilloma viral infection 1 (0.0) (0.0, 0.0)
Parasitic gastroenteritis 1 (0.0) (0.0, 0.0)
Penile infection 1 (0.0) (0.0, 0.0)
Peritoneal abscess 1 (0.0) (0.0, 0.0)
Peritonitis 1 (0.0) (0.0, 0.0)
Peritonsillar abscess 1 (0.0) (0.0, 0.0)
Pharyngitis 1 (0.0) (0.0, 0.0)
Pharyngotonsillitis 1 (0.0) (0.0, 0.0)
Pilonidal cyst 1 (0.0) (0.0, 0.0)
Postoperative abscess 1 (0.0) (0.0, 0.0)
Respiratory tract infection viral 1 (0.0) (0.0, 0.0)
Sialoadenitis 1 (0.0) (0.0, 0.0)
Staphylococcal infection 1 (0.0) (0.0, 0.0)
Subcutaneous abscess 1 (0.0) (0.0, 0.0)
Tinea versicolour 1 (0.0) (0.0, 0.0)
Varicella 1 (0.0) (0.0, 0.0)
Vulval abscess 1 (0.0) (0.0, 0.0)
Vulvovaginitis 1 (0.0) (0.0, 0.0)
Wound infection 1 (0.0) (0.0, 0.0)

INJURY, POISONING AND PROCEDURAL COMPLICATIONS 207 (1.7) (1.5, 2.0)
Fall 47 (0.4) (0.3, 0.5)
Exposure during pregnancy 22 (0.2) (0.1, 0.3)
Muscle strain 15 (0.1) (0.1, 0.2)
Ligament sprain 13 (0.1) (0.1, 0.2)
Contusion 12 (0.1) (0.1, 0.2)
Procedural pain 11 (0.1) (0.0, 0.2)
Road traffic accident 11 (0.1) (0.0, 0.2)
Skin laceration 11 (0.1) (0.0, 0.2)
Arthropod bite 7 (0.1) (0.0, 0.1)
Limb injury 7 (0.1) (0.0, 0.1)
Tooth fracture 6 (0.0) (0.0, 0.1)
Ankle fracture 5 (0.0) (0.0, 0.1)
Chest injury 5 (0.0) (0.0, 0.1)
Foot fracture 5 (0.0) (0.0, 0.1)
Hand fracture 5 (0.0) (0.0, 0.1)
Joint dislocation 5 (0.0) (0.0, 0.1)
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Table 64. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 6 Months After Dose 2, by System Organ Class and Preferred Term –
Subjects With at Least 6 Months of Follow-up Time After Dose 2 – Phase 
2/3 Subjects ≥16 Years of Age (Subjects Who Originally Received 
BNT162b2) – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=12006)

System Organ Class
Preferred Term

nb (%) (95% CIc)

Skin abrasion 5 (0.0) (0.0, 0.1)
Joint injury 4 (0.0) (0.0, 0.1)
Meniscus injury 4 (0.0) (0.0, 0.1)
Wrist fracture 4 (0.0) (0.0, 0.1)
Animal bite 3 (0.0) (0.0, 0.1)
Arthropod sting 3 (0.0) (0.0, 0.1)
Burns second degree 3 (0.0) (0.0, 0.1)
Cervical vertebral fracture 3 (0.0) (0.0, 0.1)
Facial bones fracture 3 (0.0) (0.0, 0.1)
Humerus fracture 3 (0.0) (0.0, 0.1)
Patella fracture 3 (0.0) (0.0, 0.1)
Tibia fracture 3 (0.0) (0.0, 0.1)
Upper limb fracture 3 (0.0) (0.0, 0.1)
Vaccination complication 3 (0.0) (0.0, 0.1)
Concussion 2 (0.0) (0.0, 0.1)
Craniocerebral injury 2 (0.0) (0.0, 0.1)
Ligament rupture 2 (0.0) (0.0, 0.1)
Radius fracture 2 (0.0) (0.0, 0.1)
Rib fracture 2 (0.0) (0.0, 0.1)
Thermal burn 2 (0.0) (0.0, 0.1)
Bone contusion 1 (0.0) (0.0, 0.0)
Bone fissure 1 (0.0) (0.0, 0.0)
Burn oral cavity 1 (0.0) (0.0, 0.0)
Burns first degree 1 (0.0) (0.0, 0.0)
Burns third degree 1 (0.0) (0.0, 0.0)
Cartilage injury 1 (0.0) (0.0, 0.0)
Chemical burns of eye 1 (0.0) (0.0, 0.0)
Corneal abrasion 1 (0.0) (0.0, 0.0)
Eyelid injury 1 (0.0) (0.0, 0.0)
Fibula fracture 1 (0.0) (0.0, 0.0)
Foreign body in eye 1 (0.0) (0.0, 0.0)
Fractured sacrum 1 (0.0) (0.0, 0.0)
Head injury 1 (0.0) (0.0, 0.0)
Hip fracture 1 (0.0) (0.0, 0.0)
Jaw fracture 1 (0.0) (0.0, 0.0)
Limb fracture 1 (0.0) (0.0, 0.0)
Limb traumatic amputation 1 (0.0) (0.0, 0.0)
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Table 64. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 6 Months After Dose 2, by System Organ Class and Preferred Term –
Subjects With at Least 6 Months of Follow-up Time After Dose 2 – Phase 
2/3 Subjects ≥16 Years of Age (Subjects Who Originally Received 
BNT162b2) – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=12006)

System Organ Class
Preferred Term

nb (%) (95% CIc)

Maternal exposure before pregnancy 1 (0.0) (0.0, 0.0)
Maternal exposure during pregnancy 1 (0.0) (0.0, 0.0)
Muscle contusion 1 (0.0) (0.0, 0.0)
Muscle rupture 1 (0.0) (0.0, 0.0)
Overdose 1 (0.0) (0.0, 0.0)
Pelvic fracture 1 (0.0) (0.0, 0.0)
Penis injury 1 (0.0) (0.0, 0.0)
Post concussion syndrome 1 (0.0) (0.0, 0.0)
Post procedural discomfort 1 (0.0) (0.0, 0.0)
Post procedural swelling 1 (0.0) (0.0, 0.0)
Procedural dizziness 1 (0.0) (0.0, 0.0)
Spinal compression fracture 1 (0.0) (0.0, 0.0)
Spinal cord injury cervical 1 (0.0) (0.0, 0.0)
Spinal fracture 1 (0.0) (0.0, 0.0)
Stress fracture 1 (0.0) (0.0, 0.0)
Subdural haematoma 1 (0.0) (0.0, 0.0)
Sunburn 1 (0.0) (0.0, 0.0)
Traumatic intracranial haemorrhage 1 (0.0) (0.0, 0.0)
Ulna fracture 1 (0.0) (0.0, 0.0)

INVESTIGATIONS 94 (0.8) (0.6, 1.0)
Body temperature increased 50 (0.4) (0.3, 0.5)
Blood glucose increased 8 (0.1) (0.0, 0.1)
SARS-CoV-2 antibody test positive 5 (0.0) (0.0, 0.1)
Blood pressure increased 4 (0.0) (0.0, 0.1)
Blood cholesterol increased 3 (0.0) (0.0, 0.1)
Alanine aminotransferase increased 2 (0.0) (0.0, 0.1)
Blood thyroid stimulating hormone increased 2 (0.0) (0.0, 0.1)
Weight increased 2 (0.0) (0.0, 0.1)
Aspartate aminotransferase increased 1 (0.0) (0.0, 0.0)
Blood creatinine decreased 1 (0.0) (0.0, 0.0)
Blood glucose abnormal 1 (0.0) (0.0, 0.0)
Blood immunoglobulin E increased 1 (0.0) (0.0, 0.0)
Blood potassium decreased 1 (0.0) (0.0, 0.0)
Blood triglycerides increased 1 (0.0) (0.0, 0.0)
Body temperature decreased 1 (0.0) (0.0, 0.0)
C-reactive protein 1 (0.0) (0.0, 0.0)
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Table 64. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 6 Months After Dose 2, by System Organ Class and Preferred Term –
Subjects With at Least 6 Months of Follow-up Time After Dose 2 – Phase 
2/3 Subjects ≥16 Years of Age (Subjects Who Originally Received 
BNT162b2) – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=12006)

System Organ Class
Preferred Term

nb (%) (95% CIc)

Cardiac stress test abnormal 1 (0.0) (0.0, 0.0)
Electrocardiogram QT prolonged 1 (0.0) (0.0, 0.0)
Fractional exhaled nitric oxide increased 1 (0.0) (0.0, 0.0)
Glomerular filtration rate decreased 1 (0.0) (0.0, 0.0)
Haemoglobin decreased 1 (0.0) (0.0, 0.0)
Heart rate increased 1 (0.0) (0.0, 0.0)
Intraocular pressure increased 1 (0.0) (0.0, 0.0)
Liver function test increased 1 (0.0) (0.0, 0.0)
Lymphocyte count decreased 1 (0.0) (0.0, 0.0)
Mean cell volume decreased 1 (0.0) (0.0, 0.0)
Platelet count decreased 1 (0.0) (0.0, 0.0)
Respiratory rate increased 1 (0.0) (0.0, 0.0)
Troponin increased 1 (0.0) (0.0, 0.0)
Weight decreased 1 (0.0) (0.0, 0.0)

METABOLISM AND NUTRITION DISORDERS 81 (0.7) (0.5, 0.8)
Decreased appetite 15 (0.1) (0.1, 0.2)
Hyperlipidaemia 9 (0.1) (0.0, 0.1)
Type 2 diabetes mellitus 9 (0.1) (0.0, 0.1)
Vitamin D deficiency 8 (0.1) (0.0, 0.1)
Hypercholesterolaemia 6 (0.0) (0.0, 0.1)
Dyslipidaemia 5 (0.0) (0.0, 0.1)
Glucose tolerance impaired 4 (0.0) (0.0, 0.1)
Gout 3 (0.0) (0.0, 0.1)
Hyperglycaemia 3 (0.0) (0.0, 0.1)
Hypertriglyceridaemia 3 (0.0) (0.0, 0.1)
Hypoglycaemia 3 (0.0) (0.0, 0.1)
Hypokalaemia 3 (0.0) (0.0, 0.1)
Dehydration 2 (0.0) (0.0, 0.1)
Hyperkalaemia 2 (0.0) (0.0, 0.1)
Hyperuricaemia 2 (0.0) (0.0, 0.1)
Obesity 2 (0.0) (0.0, 0.1)
Diabetes mellitus 1 (0.0) (0.0, 0.0)
Diabetes mellitus inadequate control 1 (0.0) (0.0, 0.0)
Diabetic ketoacidosis 1 (0.0) (0.0, 0.0)
Hypocalcaemia 1 (0.0) (0.0, 0.0)
Hypocholesterolaemia 1 (0.0) (0.0, 0.0)
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Table 64. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 6 Months After Dose 2, by System Organ Class and Preferred Term –
Subjects With at Least 6 Months of Follow-up Time After Dose 2 – Phase 
2/3 Subjects ≥16 Years of Age (Subjects Who Originally Received 
BNT162b2) – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=12006)

System Organ Class
Preferred Term

nb (%) (95% CIc)

Insulin resistance 1 (0.0) (0.0, 0.0)
Metabolic syndrome 1 (0.0) (0.0, 0.0)
Polydipsia 1 (0.0) (0.0, 0.0)

MUSCULOSKELETAL AND CONNECTIVE TISSUE DISORDERS 905 (7.5) (7.1, 8.0)
Myalgia 549 (4.6) (4.2, 5.0)
Arthralgia 153 (1.3) (1.1, 1.5)
Pain in extremity 93 (0.8) (0.6, 0.9)
Back pain 62 (0.5) (0.4, 0.7)
Neck pain 20 (0.2) (0.1, 0.3)
Muscle spasms 19 (0.2) (0.1, 0.2)
Osteoarthritis 14 (0.1) (0.1, 0.2)
Tendonitis 9 (0.1) (0.0, 0.1)
Musculoskeletal stiffness 8 (0.1) (0.0, 0.1)
Intervertebral disc protrusion 6 (0.0) (0.0, 0.1)
Arthritis 5 (0.0) (0.0, 0.1)
Bursitis 5 (0.0) (0.0, 0.1)
Muscular weakness 5 (0.0) (0.0, 0.1)
Musculoskeletal chest pain 5 (0.0) (0.0, 0.1)
Periarthritis 5 (0.0) (0.0, 0.1)
Musculoskeletal discomfort 4 (0.0) (0.0, 0.1)
Intervertebral disc degeneration 3 (0.0) (0.0, 0.1)
Joint stiffness 3 (0.0) (0.0, 0.1)
Muscle contracture 3 (0.0) (0.0, 0.1)
Rotator cuff syndrome 3 (0.0) (0.0, 0.1)
Arthropathy 2 (0.0) (0.0, 0.1)
Coccydynia 2 (0.0) (0.0, 0.1)
Costochondritis 2 (0.0) (0.0, 0.1)
Flank pain 2 (0.0) (0.0, 0.1)
Joint range of motion decreased 2 (0.0) (0.0, 0.1)
Limb discomfort 2 (0.0) (0.0, 0.1)
Muscle twitching 2 (0.0) (0.0, 0.1)
Musculoskeletal pain 2 (0.0) (0.0, 0.1)
Pain in jaw 2 (0.0) (0.0, 0.1)
Plantar fasciitis 2 (0.0) (0.0, 0.1)
Spinal osteoarthritis 2 (0.0) (0.0, 0.1)
Tenosynovitis stenosans 2 (0.0) (0.0, 0.1)
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Table 64. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 6 Months After Dose 2, by System Organ Class and Preferred Term –
Subjects With at Least 6 Months of Follow-up Time After Dose 2 – Phase 
2/3 Subjects ≥16 Years of Age (Subjects Who Originally Received 
BNT162b2) – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=12006)

System Organ Class
Preferred Term

nb (%) (95% CIc)

Bone disorder 1 (0.0) (0.0, 0.0)
Bone pain 1 (0.0) (0.0, 0.0)
Groin pain 1 (0.0) (0.0, 0.0)
Intervertebral disc compression 1 (0.0) (0.0, 0.0)
Joint effusion 1 (0.0) (0.0, 0.0)
Joint instability 1 (0.0) (0.0, 0.0)
Joint swelling 1 (0.0) (0.0, 0.0)
Mobility decreased 1 (0.0) (0.0, 0.0)
Muscle fatigue 1 (0.0) (0.0, 0.0)
Muscle tightness 1 (0.0) (0.0, 0.0)
Osteochondritis 1 (0.0) (0.0, 0.0)
Osteopenia 1 (0.0) (0.0, 0.0)
Psoriatic arthropathy 1 (0.0) (0.0, 0.0)
Spinal stenosis 1 (0.0) (0.0, 0.0)
Spondylitis 1 (0.0) (0.0, 0.0)
Synovial cyst 1 (0.0) (0.0, 0.0)
Temporomandibular joint syndrome 1 (0.0) (0.0, 0.0)
Torticollis 1 (0.0) (0.0, 0.0)
Trigger finger 1 (0.0) (0.0, 0.0)

NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED (INCL CYSTS 
AND POLYPS)

53 (0.4) (0.3, 0.6)

Prostate cancer 5 (0.0) (0.0, 0.1)
Basal cell carcinoma 4 (0.0) (0.0, 0.1)
Lipoma 4 (0.0) (0.0, 0.1)
Malignant melanoma 4 (0.0) (0.0, 0.1)
Breast cancer 3 (0.0) (0.0, 0.1)
Invasive ductal breast carcinoma 2 (0.0) (0.0, 0.1)
Skin papilloma 2 (0.0) (0.0, 0.1)
Transitional cell carcinoma 2 (0.0) (0.0, 0.1)
Acute myeloid leukaemia 1 (0.0) (0.0, 0.0)
Adenocarcinoma pancreas 1 (0.0) (0.0, 0.0)
Adenoma benign 1 (0.0) (0.0, 0.0)
Adrenal gland cancer 1 (0.0) (0.0, 0.0)
Benign breast neoplasm 1 (0.0) (0.0, 0.0)
Benign hydatidiform mole 1 (0.0) (0.0, 0.0)
Benign uterine neoplasm 1 (0.0) (0.0, 0.0)
Bladder cancer 1 (0.0) (0.0, 0.0)
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Table 64. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 6 Months After Dose 2, by System Organ Class and Preferred Term –
Subjects With at Least 6 Months of Follow-up Time After Dose 2 – Phase 
2/3 Subjects ≥16 Years of Age (Subjects Who Originally Received 
BNT162b2) – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=12006)

System Organ Class
Preferred Term

nb (%) (95% CIc)

Borderline serous tumour of ovary 1 (0.0) (0.0, 0.0)
Brain cancer metastatic 1 (0.0) (0.0, 0.0)
Breast cancer in situ 1 (0.0) (0.0, 0.0)
Carcinoid tumour of the stomach 1 (0.0) (0.0, 0.0)
Chondroma 1 (0.0) (0.0, 0.0)
Colon adenoma 1 (0.0) (0.0, 0.0)
Fibroma 1 (0.0) (0.0, 0.0)
Gallbladder cancer stage II 1 (0.0) (0.0, 0.0)
Gastric cancer 1 (0.0) (0.0, 0.0)
Malignant melanoma of eyelid 1 (0.0) (0.0, 0.0)
Meningioma benign 1 (0.0) (0.0, 0.0)
Non-small cell lung cancer stage IV 1 (0.0) (0.0, 0.0)
Seborrhoeic keratosis 1 (0.0) (0.0, 0.0)
Skin cancer 1 (0.0) (0.0, 0.0)
Squamous cell carcinoma 1 (0.0) (0.0, 0.0)
Squamous cell carcinoma of skin 1 (0.0) (0.0, 0.0)
Thyroid cancer 1 (0.0) (0.0, 0.0)
Uterine cancer 1 (0.0) (0.0, 0.0)
Uterine leiomyoma 1 (0.0) (0.0, 0.0)

NERVOUS SYSTEM DISORDERS 726 (6.0) (5.6, 6.5)
Headache 572 (4.8) (4.4, 5.2)
Dizziness 43 (0.4) (0.3, 0.5)
Paraesthesia 15 (0.1) (0.1, 0.2)
Lethargy 14 (0.1) (0.1, 0.2)
Migraine 14 (0.1) (0.1, 0.2)
Sciatica 9 (0.1) (0.0, 0.1)
Tension headache 9 (0.1) (0.0, 0.1)
Syncope 8 (0.1) (0.0, 0.1)
Presyncope 6 (0.0) (0.0, 0.1)
Tremor 6 (0.0) (0.0, 0.1)
Dysgeusia 5 (0.0) (0.0, 0.1)
Somnolence 4 (0.0) (0.0, 0.1)
Disturbance in attention 3 (0.0) (0.0, 0.1)
Facial paralysis 3 (0.0) (0.0, 0.1)
Hypoaesthesia 3 (0.0) (0.0, 0.1)
Sinus headache 3 (0.0) (0.0, 0.1)
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Table 64. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 6 Months After Dose 2, by System Organ Class and Preferred Term –
Subjects With at Least 6 Months of Follow-up Time After Dose 2 – Phase 
2/3 Subjects ≥16 Years of Age (Subjects Who Originally Received 
BNT162b2) – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=12006)

System Organ Class
Preferred Term

nb (%) (95% CIc)

Subarachnoid haemorrhage 3 (0.0) (0.0, 0.1)
Burning sensation 2 (0.0) (0.0, 0.1)
Cerebrovascular accident 2 (0.0) (0.0, 0.1)
Cervical radiculopathy 2 (0.0) (0.0, 0.1)
Dizziness postural 2 (0.0) (0.0, 0.1)
Migraine without aura 2 (0.0) (0.0, 0.1)
Nerve compression 2 (0.0) (0.0, 0.1)
Optic neuritis 2 (0.0) (0.0, 0.1)
Restless legs syndrome 2 (0.0) (0.0, 0.1)
Seizure 2 (0.0) (0.0, 0.1)
Transient ischaemic attack 2 (0.0) (0.0, 0.1)
Aphasia 1 (0.0) (0.0, 0.0)
Carpal tunnel syndrome 1 (0.0) (0.0, 0.0)
Depressed level of consciousness 1 (0.0) (0.0, 0.0)
Dyskinesia 1 (0.0) (0.0, 0.0)
Hyperaesthesia 1 (0.0) (0.0, 0.0)
Idiopathic intracranial hypertension 1 (0.0) (0.0, 0.0)
Intracranial aneurysm 1 (0.0) (0.0, 0.0)
Ischaemic stroke 1 (0.0) (0.0, 0.0)
Neuralgia 1 (0.0) (0.0, 0.0)
Parosmia 1 (0.0) (0.0, 0.0)
Periodic limb movement disorder 1 (0.0) (0.0, 0.0)
Peripheral nerve lesion 1 (0.0) (0.0, 0.0)
Peripheral sensory neuropathy 1 (0.0) (0.0, 0.0)
Post herpetic neuralgia 1 (0.0) (0.0, 0.0)
Radiculopathy 1 (0.0) (0.0, 0.0)
Seizure like phenomena 1 (0.0) (0.0, 0.0)
Toxic encephalopathy 1 (0.0) (0.0, 0.0)
Transient global amnesia 1 (0.0) (0.0, 0.0)
Uraemic encephalopathy 1 (0.0) (0.0, 0.0)
Vocal cord paralysis 1 (0.0) (0.0, 0.0)

PREGNANCY, PUERPERIUM AND PERINATAL CONDITIONS 3 (0.0) (0.0, 0.1)
Abortion spontaneous 2 (0.0) (0.0, 0.1)
Exposure during pregnancy 1 (0.0) (0.0, 0.0)

PRODUCT ISSUES 1 (0.0) (0.0, 0.0)
Device connection issue 1 (0.0) (0.0, 0.0)
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Table 64. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 6 Months After Dose 2, by System Organ Class and Preferred Term –
Subjects With at Least 6 Months of Follow-up Time After Dose 2 – Phase 
2/3 Subjects ≥16 Years of Age (Subjects Who Originally Received 
BNT162b2) – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=12006)

System Organ Class
Preferred Term

nb (%) (95% CIc)

PSYCHIATRIC DISORDERS 65 (0.5) (0.4, 0.7)
Insomnia 17 (0.1) (0.1, 0.2)
Anxiety 16 (0.1) (0.1, 0.2)
Depression 11 (0.1) (0.0, 0.2)
Anxiety disorder 4 (0.0) (0.0, 0.1)
Abnormal dreams 3 (0.0) (0.0, 0.1)
Attention deficit hyperactivity disorder 3 (0.0) (0.0, 0.1)
Irritability 3 (0.0) (0.0, 0.1)
Sleep disorder 3 (0.0) (0.0, 0.1)
Disorientation 2 (0.0) (0.0, 0.1)
Nightmare 2 (0.0) (0.0, 0.1)
Generalised anxiety disorder 1 (0.0) (0.0, 0.0)
Libido increased 1 (0.0) (0.0, 0.0)
Panic attack 1 (0.0) (0.0, 0.0)
Restlessness 1 (0.0) (0.0, 0.0)
Suicide attempt 1 (0.0) (0.0, 0.0)

RENAL AND URINARY DISORDERS 42 (0.3) (0.3, 0.5)
Nephrolithiasis 11 (0.1) (0.0, 0.2)
Dysuria 6 (0.0) (0.0, 0.1)
Pollakiuria 5 (0.0) (0.0, 0.1)
Haematuria 3 (0.0) (0.0, 0.1)
Acute kidney injury 2 (0.0) (0.0, 0.1)
Bladder spasm 2 (0.0) (0.0, 0.1)
Renal colic 2 (0.0) (0.0, 0.1)
Urinary retention 2 (0.0) (0.0, 0.1)
Bladder irritation 1 (0.0) (0.0, 0.0)
Chronic kidney disease 1 (0.0) (0.0, 0.0)
Hypertonic bladder 1 (0.0) (0.0, 0.0)
Micturition urgency 1 (0.0) (0.0, 0.0)
Obstructive nephropathy 1 (0.0) (0.0, 0.0)
Renal cyst 1 (0.0) (0.0, 0.0)
Renal haematoma 1 (0.0) (0.0, 0.0)
Subcapsular renal haematoma 1 (0.0) (0.0, 0.0)
Urethral stenosis 1 (0.0) (0.0, 0.0)
Urinary tract obstruction 1 (0.0) (0.0, 0.0)
Vesical fistula 1 (0.0) (0.0, 0.0)
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Table 64. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 6 Months After Dose 2, by System Organ Class and Preferred Term –
Subjects With at Least 6 Months of Follow-up Time After Dose 2 – Phase 
2/3 Subjects ≥16 Years of Age (Subjects Who Originally Received 
BNT162b2) – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=12006)

System Organ Class
Preferred Term

nb (%) (95% CIc)

REPRODUCTIVE SYSTEM AND BREAST DISORDERS 36 (0.3) (0.2, 0.4)
Dysmenorrhoea 4 (0.0) (0.0, 0.1)
Ovarian cyst 3 (0.0) (0.0, 0.1)
Benign prostatic hyperplasia 2 (0.0) (0.0, 0.1)
Breast pain 2 (0.0) (0.0, 0.1)
Endometriosis 2 (0.0) (0.0, 0.1)
Genital erythema 2 (0.0) (0.0, 0.1)
Menorrhagia 2 (0.0) (0.0, 0.1)
Menstruation irregular 2 (0.0) (0.0, 0.1)
Amenorrhoea 1 (0.0) (0.0, 0.0)
Breast hyperplasia 1 (0.0) (0.0, 0.0)
Cervical dysplasia 1 (0.0) (0.0, 0.0)
Dysfunctional uterine bleeding 1 (0.0) (0.0, 0.0)
Endometrial thickening 1 (0.0) (0.0, 0.0)
Haematospermia 1 (0.0) (0.0, 0.0)
Mammary duct ectasia 1 (0.0) (0.0, 0.0)
Menometrorrhagia 1 (0.0) (0.0, 0.0)
Metrorrhagia 1 (0.0) (0.0, 0.0)
Pelvic pain 1 (0.0) (0.0, 0.0)
Polycystic ovaries 1 (0.0) (0.0, 0.0)
Postmenopausal haemorrhage 1 (0.0) (0.0, 0.0)
Prostatitis 1 (0.0) (0.0, 0.0)
Prostatomegaly 1 (0.0) (0.0, 0.0)
Pruritus genital 1 (0.0) (0.0, 0.0)
Scrotal pain 1 (0.0) (0.0, 0.0)
Testicular pain 1 (0.0) (0.0, 0.0)
Testicular torsion 1 (0.0) (0.0, 0.0)
Uterine prolapse 1 (0.0) (0.0, 0.0)
Vaginal haemorrhage 1 (0.0) (0.0, 0.0)

RESPIRATORY, THORACIC AND MEDIASTINAL DISORDERS 145 (1.2) (1.0, 1.4)
Oropharyngeal pain 24 (0.2) (0.1, 0.3)
Nasal congestion 21 (0.2) (0.1, 0.3)
Cough 17 (0.1) (0.1, 0.2)
Rhinorrhoea 12 (0.1) (0.1, 0.2)
Rhinitis allergic 9 (0.1) (0.0, 0.1)
Asthma 8 (0.1) (0.0, 0.1)
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Table 64. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 6 Months After Dose 2, by System Organ Class and Preferred Term –
Subjects With at Least 6 Months of Follow-up Time After Dose 2 – Phase 
2/3 Subjects ≥16 Years of Age (Subjects Who Originally Received 
BNT162b2) – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=12006)

System Organ Class
Preferred Term

nb (%) (95% CIc)

Dyspnoea 6 (0.0) (0.0, 0.1)
Pulmonary embolism 6 (0.0) (0.0, 0.1)
Sleep apnoea syndrome 5 (0.0) (0.0, 0.1)
Throat irritation 5 (0.0) (0.0, 0.1)
Upper-airway cough syndrome 5 (0.0) (0.0, 0.1)
Paranasal sinus discomfort 4 (0.0) (0.0, 0.1)
Chronic obstructive pulmonary disease 3 (0.0) (0.0, 0.1)
Epistaxis 3 (0.0) (0.0, 0.1)
Asthmatic crisis 2 (0.0) (0.0, 0.1)
Bronchospasm 2 (0.0) (0.0, 0.1)
Nasal polyps 2 (0.0) (0.0, 0.1)
Productive cough 2 (0.0) (0.0, 0.1)
Respiratory tract congestion 2 (0.0) (0.0, 0.1)
Sinus congestion 2 (0.0) (0.0, 0.1)
Upper respiratory tract congestion 2 (0.0) (0.0, 0.1)
Wheezing 2 (0.0) (0.0, 0.1)
Allergic sinusitis 1 (0.0) (0.0, 0.0)
Atelectasis 1 (0.0) (0.0, 0.0)
Dry throat 1 (0.0) (0.0, 0.0)
Dyspnoea exertional 1 (0.0) (0.0, 0.0)
Emphysema 1 (0.0) (0.0, 0.0)
Haemoptysis 1 (0.0) (0.0, 0.0)
Interstitial lung disease 1 (0.0) (0.0, 0.0)
Nasal septum deviation 1 (0.0) (0.0, 0.0)
Oropharyngeal discomfort 1 (0.0) (0.0, 0.0)
Paranasal sinus hypersecretion 1 (0.0) (0.0, 0.0)
Pleurisy 1 (0.0) (0.0, 0.0)
Pneumonitis 1 (0.0) (0.0, 0.0)
Pneumothorax 1 (0.0) (0.0, 0.0)
Reflux laryngitis 1 (0.0) (0.0, 0.0)
Respiratory failure 1 (0.0) (0.0, 0.0)
Sneezing 1 (0.0) (0.0, 0.0)
Snoring 1 (0.0) (0.0, 0.0)
Tonsillar hypertrophy 1 (0.0) (0.0, 0.0)

SKIN AND SUBCUTANEOUS TISSUE DISORDERS 153 (1.3) (1.1, 1.5)
Rash 35 (0.3) (0.2, 0.4)
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Table 64. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 6 Months After Dose 2, by System Organ Class and Preferred Term –
Subjects With at Least 6 Months of Follow-up Time After Dose 2 – Phase 
2/3 Subjects ≥16 Years of Age (Subjects Who Originally Received 
BNT162b2) – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=12006)

System Organ Class
Preferred Term

nb (%) (95% CIc)

Hyperhidrosis 16 (0.1) (0.1, 0.2)
Pruritus 15 (0.1) (0.1, 0.2)
Dermatitis contact 11 (0.1) (0.0, 0.2)
Urticaria 11 (0.1) (0.0, 0.2)
Night sweats 8 (0.1) (0.0, 0.1)
Rash pruritic 6 (0.0) (0.0, 0.1)
Erythema 5 (0.0) (0.0, 0.1)
Dermal cyst 4 (0.0) (0.0, 0.1)
Dermatitis 4 (0.0) (0.0, 0.1)
Eczema 4 (0.0) (0.0, 0.1)
Acne 3 (0.0) (0.0, 0.1)
Actinic keratosis 3 (0.0) (0.0, 0.1)
Dermatitis allergic 3 (0.0) (0.0, 0.1)
Rash maculo-papular 3 (0.0) (0.0, 0.1)
Alopecia 2 (0.0) (0.0, 0.1)
Acne cystic 1 (0.0) (0.0, 0.0)
Angioedema 1 (0.0) (0.0, 0.0)
Cold sweat 1 (0.0) (0.0, 0.0)
Dermatitis exfoliative 1 (0.0) (0.0, 0.0)
Diabetic foot 1 (0.0) (0.0, 0.0)
Dry skin 1 (0.0) (0.0, 0.0)
Ecchymosis 1 (0.0) (0.0, 0.0)
Erythema nodosum 1 (0.0) (0.0, 0.0)
Hand dermatitis 1 (0.0) (0.0, 0.0)
Hangnail 1 (0.0) (0.0, 0.0)
Intertrigo 1 (0.0) (0.0, 0.0)
Macule 1 (0.0) (0.0, 0.0)
Onycholysis 1 (0.0) (0.0, 0.0)
Onychomadesis 1 (0.0) (0.0, 0.0)
Pain of skin 1 (0.0) (0.0, 0.0)
Papule 1 (0.0) (0.0, 0.0)
Pityriasis 1 (0.0) (0.0, 0.0)
Pseudofolliculitis 1 (0.0) (0.0, 0.0)
Psoriasis 1 (0.0) (0.0, 0.0)
Purpura 1 (0.0) (0.0, 0.0)
Rash erythematous 1 (0.0) (0.0, 0.0)
Rash papular 1 (0.0) (0.0, 0.0)
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Table 64. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 6 Months After Dose 2, by System Organ Class and Preferred Term –
Subjects With at Least 6 Months of Follow-up Time After Dose 2 – Phase 
2/3 Subjects ≥16 Years of Age (Subjects Who Originally Received 
BNT162b2) – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=12006)

System Organ Class
Preferred Term

nb (%) (95% CIc)

Rosacea 1 (0.0) (0.0, 0.0)
Skin discolouration 1 (0.0) (0.0, 0.0)
Skin irritation 1 (0.0) (0.0, 0.0)
Skin ulcer 1 (0.0) (0.0, 0.0)
Transient acantholytic dermatosis 1 (0.0) (0.0, 0.0)

SOCIAL CIRCUMSTANCES 2 (0.0) (0.0, 0.1)
High risk sexual behaviour 1 (0.0) (0.0, 0.0)
Miscarriage of partner 1 (0.0) (0.0, 0.0)

SURGICAL AND MEDICAL PROCEDURES 29 (0.2) (0.2, 0.3)
Dental implantation 5 (0.0) (0.0, 0.1)
Tooth extraction 3 (0.0) (0.0, 0.1)
Wisdom teeth removal 2 (0.0) (0.0, 0.1)
Botulinum toxin injection 1 (0.0) (0.0, 0.0)
Cardioversion 1 (0.0) (0.0, 0.0)
Carpal tunnel decompression 1 (0.0) (0.0, 0.0)
Drug titration 1 (0.0) (0.0, 0.0)
Endodontic procedure 1 (0.0) (0.0, 0.0)
Facet joint block 1 (0.0) (0.0, 0.0)
Finger amputation 1 (0.0) (0.0, 0.0)
Gingival operation 1 (0.0) (0.0, 0.0)
Inguinal hernia repair 1 (0.0) (0.0, 0.0)
Lacrimal duct procedure 1 (0.0) (0.0, 0.0)
Mammoplasty 1 (0.0) (0.0, 0.0)
Meniscus operation 1 (0.0) (0.0, 0.0)
Metabolic surgery 1 (0.0) (0.0, 0.0)
Open reduction of fracture 1 (0.0) (0.0, 0.0)
Postoperative care 1 (0.0) (0.0, 0.0)
Radioactive iodine therapy 1 (0.0) (0.0, 0.0)
Retinal operation 1 (0.0) (0.0, 0.0)
Rotator cuff repair 1 (0.0) (0.0, 0.0)
Sclerotherapy 1 (0.0) (0.0, 0.0)

VASCULAR DISORDERS 78 (0.6) (0.5, 0.8)
Hypertension 48 (0.4) (0.3, 0.5)
Deep vein thrombosis 6 (0.0) (0.0, 0.1)
Hot flush 6 (0.0) (0.0, 0.1)
Aortic aneurysm 3 (0.0) (0.0, 0.1)
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Table 64. Number (%) of Subjects Reporting at Least 1 Adverse Event From Dose 1 
to 6 Months After Dose 2, by System Organ Class and Preferred Term –
Subjects With at Least 6 Months of Follow-up Time After Dose 2 – Phase 
2/3 Subjects ≥16 Years of Age (Subjects Who Originally Received 
BNT162b2) – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=12006)

System Organ Class
Preferred Term

nb (%) (95% CIc)

Haematoma 3 (0.0) (0.0, 0.1)
Flushing 2 (0.0) (0.0, 0.1)
Hypotension 2 (0.0) (0.0, 0.1)
Aortic dilatation 1 (0.0) (0.0, 0.0)
Arterial occlusive disease 1 (0.0) (0.0, 0.0)
Essential hypertension 1 (0.0) (0.0, 0.0)
Intermittent claudication 1 (0.0) (0.0, 0.0)
Lymphorrhoea 1 (0.0) (0.0, 0.0)
Peripheral vascular disorder 1 (0.0) (0.0, 0.0)
Systolic hypertension 1 (0.0) (0.0, 0.0)
Thrombophlebitis superficial 1 (0.0) (0.0, 0.0)
Varicose vein 1 (0.0) (0.0, 0.0)

Note: MedDRA (v23.1) coding dictionary applied. 
a. N = number of subjects in the specified group. This value is the denominator for the percentage calculations. 
b. n = Number of subjects reporting at least 1 occurrence of the specified event. For "any event," n = number of subjects 
reporting at least 1 occurrence of any event. 
c. Exact 2-sided CI based on the Clopper and Pearson method. 
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (20:15) Source Data: adae Table Generation: 27MAR2021 
(02:16) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: 
./nda2_unblinded/C4591001_BLA/adae_s130_all_bnt_pd2_p3_saf 

Related Adverse Events – Cumulative Follow-Up to 6 Months After Dose 2 for BNT162b2 Group

From Dose 1 to 6 months after Dose 2, AEs assessed as related by the investigator during the 
cumulative blinded and open-label follow-up period were reported by 18.7% of participants 
in the BNT162b2 group (Table 62). Most related AEs were reactogenicity events and in the 
SOC of general disorders and administration site conditions (1944 [16.2%]). 

The AE of lymphadenopathy in 29 (0.2%) participants was assessed by the investigator as 
related to study intervention.

Related AEs in the younger and older age groups were reported in 20.8% and 16.1% of 
original BNT162b2 participants.
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2.5.5.5.3.5. Open-Label Follow-Up Period – Original Placebo Participants Who 
Received BNT162b2

2.5.5.5.3.5.1. Summary of Adverse Events
An overview of AEs for participants originally randomized to placebo from the time of
vaccination with BNT162b2 (Dose 3) up to the data cutoff date during the open-label follow-
up period is presented in Table 65. 

Overall, there are 19,525 original placebo participants who then were unblinded and received 
open-label BNT162b2. IRs for any AE and at least 1 related AE were 205.4 per 100 PY and 
189.5 per 100 PY, respectively. IRs of severe AEs, SAEs, and AEs leading to withdrawal 
were 6.0 per 100 PY, 2.7 per 100 PY, and 0.8 per 100 PY. The IR for discontinuations 
because of related AEs was 0.5 per 100 PY, and 2 participants died (Section 2.5.5.5.4.4). 

IRs in Table 60 include all AEs reported for these participants including AEs reported while 
on placebo (in the blinded follow-up period). Additionally, all of these placebo participants 
received open-label BNT162b2, with shorter exposure time compared with participants who 
were originally randomized to BNT162b2 (23.8 per 100 PY vs 83.4 per 100 PY, respectively 
(Table 65 vs Table 60). As expected, in comparison to participants randomized to BNT162b2 
from Dose 1 to the unblinding date, IRs for any AE and at least 1 related AE and severe AE 
for participants who originally received placebo and then received BNT162b2 are greater 
(205.4 per 100 PY, 189.5 per 100 PY, 6.0 per 100 PY) than IRs for participants who 
originally were randomized to BNT162b2, respectively (83.2 per 100 PY, 62.9 per 100 PY, 
4.3 per 100 PY). However, IRs for life-threatening AEs, SAEs, AEs leading to withdrawal, 
and deaths were similar (0.5 per 100 PY, 2.7 per 100 PY, 0.8 per 100 PY, 0.1 per 100 PY vs 
0.6 per 100 PY, 3.2 per 100 PY, 0.5 per 100 PY, 0.2 per 100 PY, respectively). There was 
1 related SAE of anaphylactoid reaction for a placebo participant who was vaccinated with 
BNT162b2 (see details in Section 2.5.5.5.7.1).

Table 65. Incidence Rates of at Least 1 Adverse Event From Dose 3 to Data Cutoff 
Date (13MAR2021) – Open-Label Follow-up Period – Subjects Who 
Originally Received Placebo and Then Received BNT162b2 After 
Unblinding – Phase 2/3 Subjects ≥16 Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=19525, TEb=23.8)

Adverse Event nc IR (/100 PY)d (95% CIe)

Any event 4885 205.4 (199.6, 211.2)
Relatedf 4508 189.5 (184.0, 195.1)
Severe 142 6.0 (5.0, 7.0)
Life-threatening 11 0.5 (0.2, 0.8)

Any serious adverse event 65 2.7 (2.1, 3.5)
Relatedf 1 0.0 (0.0, 0.2)
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Table 65. Incidence Rates of at Least 1 Adverse Event From Dose 3 to Data Cutoff 
Date (13MAR2021) – Open-Label Follow-up Period – Subjects Who 
Originally Received Placebo and Then Received BNT162b2 After 
Unblinding – Phase 2/3 Subjects ≥16 Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=19525, TEb=23.8)

Adverse Event nc IR (/100 PY)d (95% CIe)

Severe 37 1.6 (1.1, 2.1)
Life-threatening 11 0.5 (0.2, 0.8)

Any adverse event leading to withdrawal 19 0.8 (0.5, 1.2)
Relatedf 12 0.5 (0.3, 0.9)
Severe 2 0.1 (0.0, 0.3)
Life-threatening 4 0.2 (0.0, 0.4)

Death 2 0.1 (0.0, 0.3)

Note: Dose 3 = First dose of BNT162b2 (30 μg). 
a. N = number of subjects in the specified group. 
b. TE = total exposure time in 100 person-years across all subjects in the specified group. Exposure time for a subject is 
the time from Dose 3 to data cutoff date. This value is the denominator for the incidence rate calculation. 
c. n = Number of subjects reporting at least 1 occurrence of the specified event category. For "any event," n = number of 
subjects reporting at least 1 occurrence of any event. 
d. Incidence rate (IR) is calculated as number of subjects reporting the event/total exposure time in 100 person-years 
(PY) across all subjects in the specified group. 
e. 2-sided CI based on Poisson distribution. 
f. Assessed by the investigator as related to investigational product. 
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (20:15) Source Data: adae Table Generation: 27MAR2021 
(02:16) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: 
./nda2_unblinded/C4591001_BLA/adae_s092_cr_cut_p3x_saf 

Subgroup Analyses

IRs of AEs for original placebo participants who then received BNT162b2 were observed by 
baseline SARS CoV-2 positive and negative status subgroups. Overall, IRs for AEs were 
similar in the participants who were baseline positive (222.9 per 100 PY [95% CI: 186.5, 
264.3]) compared to baseline negative (205 per 100 PY [95% CI 199.6, 211.3]). There were 
2 SAEs (considered not related), 1 AE leading to withdrawal, and no deaths reported in the 
baseline positive group. 
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Open-Label Follow-Up Period – Original Placebo Participants who had COVID-19 
Occurrence After Dose 1 and Then Received BNT162b2

The subset of participants originally randomized to placebo, who had a COVID-19 case after 
Dose 1 of placebo and were later unblinded to receive BNT162b2 (Dose 3), were evaluated for 
safety. Overall, a similar safety profile was observed for this participant group, compared to those
originally randomized to BNT162b2.

There were 853 original placebo participants who developed COVID-19 and subsequently 
were vaccinated with BNT162b2. For original placebo participants who had COVID-19 
occurrence after Dose 1 and then received BNT162b2, IRs for any AE and at least 1 related 
AE from Dose 3 (first dose of BNT162b2 30 µg) were 256.8 per 100 PY and 240.9 per 
100 PY, respectively. IRs of severe AEs, SAEs, and AEs leading to withdrawal were 4.6 per 
100 PY, 3.4 per 100 PY, and 3.4 per 100 PY. The IR for discontinuations because of related 
AEs was 3.4 per 100 PY.

IRs for SAEs were similar for the placebo participants who developed COVID-19 and 
subsequently were vaccinated with BNT162b2 (3.4 per 100 P [ 95% CI: 0.7, 10.0]) and 
participants originally randomized to BNT162b2 (3.2 per 100 PY [95% CI: 2.8, 3.6]), 
respectively. None of the SAEs in the placebo participants who developed COVID-19 and 
subsequently were vaccinated with BNT162b2 were considered related to BNT162b2. 
Three participants in this group had AEs leading to withdrawal that were assessed as related 
to BNT162b2: 1 participant with an AE of allergy to vaccine, 1 participant with an AE of 
pain, and 1 participant with 5 AEs (chills, injection site pain, myalgia, headache, and 
diarrhea). No deaths were reported in placebo participants who developed COVID-19 and 
subsequently were vaccinated with BNT162b2.

The exposure time for the group of placebo participants who developed COVID-19 and were 
subsequently vaccinated with BNT162b2 is small (0.9) compared to the exposure time in
blinded placebo-controlled period (83.4; see Table 60), therefore direct comparisons must be 
interpreted with caution. In this context, rates of SAEs were similar in the groups (3.4 per 
100 PY vs 3.2 per 100 PY, respectively).

2.5.5.5.3.5.2. Analysis of Adverse Events
Adverse Events by System Organ Class and Preferred Term

Among participants originally randomized to placebo from the time of vaccination with 
BNT162b2 (Dose 3) to the data cutoff date during open-label follow-up, the IR for participants 
who reported at least 1 AE was 205.4 per 100 PY (Table 66). Most AEs reported from Dose 3
(first dose of BNT162b2) to the data cutoff date were in SOCs with reactogenicity events:

 general disorders and administration site conditions: 175.3 per 100 PY
 musculoskeletal and connective tissue disorders: 52.3 per 100 PY
 nervous system disorders: 50.5 per 100 PY
 gastrointestinal disorders: 14.3 per 100 PY
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As shown in Table 66, the most frequently reported AEs (IRs) overall were injection site pain 
(123.8 per 100 PY), fatigue (58.0 per 100 PY), headache (46.6 per 100 PY), chills (41.8 per 
100 PY), myalgia (38.9 per 100 PY), and pyrexia (38.1 per 100 PY).

After participants who originally received placebo were unblinded and then received 
BNT162b2 after unblinding, events related to reactogenicity were not reported using an e 
diary but were instead reported as AEs. An analysis was conducted to evaluate if the 
imbalance in AEs observed from Dose 3 to the unblinding date was attributed to 
reactogenicity events. The analysis examined the AEs reported within 7 days after each dose 
(Dose 3 and Dose 4), which represented the reactogenicity reporting period.

PTs reported from Dose 3 to 7 days after Dose 3 and from Dose 4 to 7 days after Dose 4 in 
the SOCs of general disorders and administration site conditions (injection site pain, chills, 
fatigue, and pyrexia), musculoskeletal and connective tissue disorders (myalgia), and nervous 
system disorders (headache) represented the majority of PTs reported in those SOCs.

Allergy to vaccine, anaphylactoid reaction, and deep vein thrombosis were reported in 
1 participant each from Dose 3 to 7 days after Dose 3: 

 One participant reported an AE of grade 2 allergy to vaccine, which occurred on the day 
of Dose 3 vaccination, had a duration of 2 days, and resolved; this AE was assessed by 
the investigator as related to the study intervention.

 One participant with an ongoing medical history significant for drug hypersensitivity and 
food and seasonal allergies reported a life-threatening SAE of anaphylactoid reaction, 
which occurred 2 days after Dose 3 and was resolved that same day; this SAE was assessed 
by the investigator as related to the study intervention (detailed in Section 2.5.5.5.7.1).

 One participant with a past medical history significant for deep vein thrombosis, 
hypertension, pulmonary arterial hypertension, right ventricular enlargement, 
hypercholesteremia, atherosclerosis and bilateral peripheral neuropathy reported a 
grade 2 SAE of deep vein thrombosis (lower right extremity) and grade 1 SAE of 
pulmonary embolism, which both occurred 2 days after Dose 3, had both resolved with a 
duration of 3 days; both SAEs were assessed by the investigator as not related to the 
study intervention.

Analysis of Reactogenicity Terms Reported Within 7 Days After Each Dose

An analysis of AEs reported within 7 days after each dose of open-label BNT162b2, which 
represented the reactogenicity reporting period in the study, evaluated AEs consistent with 
reactogenicity events (Section 2.5.5.5.2). In addition to analysis of AEs corresponding to e-
diary terms, consideration was given to additional AEs that were reported within 7 days after 
Dose 3 or Dose 4 such as pain in extremity, decreased appetite, lethargy, asthenia, malaise, 
night sweats, and hyperhidrosis. Similar to the analysis that examined these events 7 days 
within Dose 1 and Dose 2 of BNT162b2 in blinded follow-up ( 2.5.5.5.3.1.2), these events 
reported in open-label follow-up are interpreted as attributable to the experience of local 
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reactions and systemic events after vaccination with Dose 3 and Dose 4 (first and second 
dose of BNT162b2).

These results are consistent with the pattern seen during the blinded placebo-controlled 
follow-up period from Dose 1 to 1 month after Dose 2 (Section 2.5.5.5.3.1.2), which 
confirms that the greater rates of AEs observed overall in the BNT162b2 group compared 
with the placebo group were largely attributable to reactogenicity events for that time period.

Table 66. Incidence Rates of at Least 1 Adverse Event From Dose 3 to Data Cutoff 
Date (13MAR2021), by System Organ Class and Preferred Term – Open-
Label Follow-up Period – Subjects Who Originally Received Placebo and 
Then Received BNT162b2 After Unblinding – Phase 2/3 Subjects ≥16 Years 
of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=19525, TEb=23.8)

System Organ Class
Preferred Term

nc IR (/100 PY)d (95% CIe)

Any event 4885 205.4 (199.6, 211.2)

BLOOD AND LYMPHATIC SYSTEM DISORDERS 88 3.7 (3.0, 4.6)
Anaemia 2 0.1 (0.0, 0.3)
Coagulopathy 1 0.0 (0.0, 0.2)
Iron deficiency anaemia 2 0.1 (0.0, 0.3)
Lymph node pain 6 0.3 (0.1, 0.5)
Lymphadenitis 2 0.1 (0.0, 0.3)
Lymphadenopathy 76 3.2 (2.5, 4.0)

CARDIAC DISORDERS 17 0.7 (0.4, 1.1)
Acute myocardial infarction 1 0.0 (0.0, 0.2)
Angina pectoris 1 0.0 (0.0, 0.2)
Arrhythmia 1 0.0 (0.0, 0.2)
Arteriospasm coronary 1 0.0 (0.0, 0.2)
Atrial fibrillation 5 0.2 (0.1, 0.5)
Atrial flutter 1 0.0 (0.0, 0.2)
Cardiac failure congestive 1 0.0 (0.0, 0.2)
Cardio-respiratory arrest 1 0.0 (0.0, 0.2)
Cardiovascular disorder 1 0.0 (0.0, 0.2)
Coronary artery disease 1 0.0 (0.0, 0.2)
Ischaemic cardiomyopathy 1 0.0 (0.0, 0.2)
Myocardial infarction 1 0.0 (0.0, 0.2)
Palpitations 1 0.0 (0.0, 0.2)
Supraventricular tachycardia 1 0.0 (0.0, 0.2)
Tachycardia 2 0.1 (0.0, 0.3)

CONGENITAL, FAMILIAL AND GENETIC DISORDERS 4 0.2 (0.0, 0.4)
Atrial septal defect 1 0.0 (0.0, 0.2)
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Table 66. Incidence Rates of at Least 1 Adverse Event From Dose 3 to Data Cutoff 
Date (13MAR2021), by System Organ Class and Preferred Term – Open-
Label Follow-up Period – Subjects Who Originally Received Placebo and 
Then Received BNT162b2 After Unblinding – Phase 2/3 Subjects ≥16 Years 
of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=19525, TEb=23.8)

System Organ Class
Preferred Term

nc IR (/100 PY)d (95% CIe)

BRCA2 gene mutation 1 0.0 (0.0, 0.2)
Factor II mutation 1 0.0 (0.0, 0.2)
Hypertrophic cardiomyopathy 1 0.0 (0.0, 0.2)

EAR AND LABYRINTH DISORDERS 18 0.8 (0.4, 1.2)
Cerumen impaction 1 0.0 (0.0, 0.2)
Deafness neurosensory 1 0.0 (0.0, 0.2)
Deafness unilateral 1 0.0 (0.0, 0.2)
Ear discomfort 1 0.0 (0.0, 0.2)
Ear pain 4 0.2 (0.0, 0.4)
Eustachian tube dysfunction 2 0.1 (0.0, 0.3)
Hypoacusis 1 0.0 (0.0, 0.2)
Meniere's disease 1 0.0 (0.0, 0.2)
Sudden hearing loss 1 0.0 (0.0, 0.2)
Tinnitus 2 0.1 (0.0, 0.3)
Vertigo 6 0.3 (0.1, 0.5)

ENDOCRINE DISORDERS 4 0.2 (0.0, 0.4)
Hypothyroidism 2 0.1 (0.0, 0.3)
Thyroid disorder 1 0.0 (0.0, 0.2)
Thyroid mass 1 0.0 (0.0, 0.2)

EYE DISORDERS 26 1.1 (0.7, 1.6)
Blepharitis 1 0.0 (0.0, 0.2)
Cataract 4 0.2 (0.0, 0.4)
Conjunctival haemorrhage 1 0.0 (0.0, 0.2)
Dacryostenosis acquired 1 0.0 (0.0, 0.2)
Diplopia 1 0.0 (0.0, 0.2)
Dry eye 1 0.0 (0.0, 0.2)
Erythema of eyelid 1 0.0 (0.0, 0.2)
Eye irritation 1 0.0 (0.0, 0.2)
Eye pain 5 0.2 (0.1, 0.5)
Eye swelling 1 0.0 (0.0, 0.2)
Keratitis 2 0.1 (0.0, 0.3)
Lacrimation increased 3 0.1 (0.0, 0.4)
Meibomianitis 1 0.0 (0.0, 0.2)
Ocular discomfort 1 0.0 (0.0, 0.2)
Visual impairment 1 0.0 (0.0, 0.2)
Vitreous floaters 1 0.0 (0.0, 0.2)
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Table 66. Incidence Rates of at Least 1 Adverse Event From Dose 3 to Data Cutoff 
Date (13MAR2021), by System Organ Class and Preferred Term – Open-
Label Follow-up Period – Subjects Who Originally Received Placebo and 
Then Received BNT162b2 After Unblinding – Phase 2/3 Subjects ≥16 Years 
of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=19525, TEb=23.8)

System Organ Class
Preferred Term

nc IR (/100 PY)d (95% CIe)

GASTROINTESTINAL DISORDERS 339 14.3 (12.8, 15.9)
Abdominal discomfort 4 0.2 (0.0, 0.4)
Abdominal distension 1 0.0 (0.0, 0.2)
Abdominal pain 12 0.5 (0.3, 0.9)
Abdominal pain lower 2 0.1 (0.0, 0.3)
Abdominal pain upper 13 0.5 (0.3, 0.9)
Anal fistula 2 0.1 (0.0, 0.3)
Anal prolapse 1 0.0 (0.0, 0.2)
Chronic gastritis 1 0.0 (0.0, 0.2)
Constipation 4 0.2 (0.0, 0.4)
Dental caries 1 0.0 (0.0, 0.2)
Diarrhoea 91 3.8 (3.1, 4.7)
Dry mouth 3 0.1 (0.0, 0.4)
Duodenitis 1 0.0 (0.0, 0.2)
Dyspepsia 5 0.2 (0.1, 0.5)
Gastric ulcer 1 0.0 (0.0, 0.2)
Gastritis 5 0.2 (0.1, 0.5)
Gastrointestinal haemorrhage 1 0.0 (0.0, 0.2)
Gastrointestinal necrosis 1 0.0 (0.0, 0.2)
Gastrointestinal sounds abnormal 1 0.0 (0.0, 0.2)
Gastrooesophageal reflux disease 7 0.3 (0.1, 0.6)
Gingival bleeding 1 0.0 (0.0, 0.2)
Haemorrhoids 1 0.0 (0.0, 0.2)
Hiatus hernia 2 0.1 (0.0, 0.3)
Hyperaesthesia teeth 1 0.0 (0.0, 0.2)
Hypoaesthesia oral 1 0.0 (0.0, 0.2)
Intestinal obstruction 1 0.0 (0.0, 0.2)
Intestinal ulcer perforation 1 0.0 (0.0, 0.2)
Irritable bowel syndrome 2 0.1 (0.0, 0.3)
Large intestine polyp 1 0.0 (0.0, 0.2)
Nausea 160 6.7 (5.7, 7.9)
Oedema mouth 1 0.0 (0.0, 0.2)
Oral mucosal blistering 1 0.0 (0.0, 0.2)
Oral pain 1 0.0 (0.0, 0.2)
Oral pruritus 1 0.0 (0.0, 0.2)
Pancreatitis acute 2 0.1 (0.0, 0.3)
Retching 1 0.0 (0.0, 0.2)
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Table 66. Incidence Rates of at Least 1 Adverse Event From Dose 3 to Data Cutoff 
Date (13MAR2021), by System Organ Class and Preferred Term – Open-
Label Follow-up Period – Subjects Who Originally Received Placebo and 
Then Received BNT162b2 After Unblinding – Phase 2/3 Subjects ≥16 Years 
of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=19525, TEb=23.8)

System Organ Class
Preferred Term

nc IR (/100 PY)d (95% CIe)

Small intestinal obstruction 1 0.0 (0.0, 0.2)
Stomatitis 2 0.1 (0.0, 0.3)
Submaxillary gland enlargement 1 0.0 (0.0, 0.2)
Tongue disorder 1 0.0 (0.0, 0.2)
Tongue oedema 1 0.0 (0.0, 0.2)
Toothache 1 0.0 (0.0, 0.2)
Umbilical hernia 1 0.0 (0.0, 0.2)
Vomiting 48 2.0 (1.5, 2.7)

GENERAL DISORDERS AND ADMINISTRATION SITE 
CONDITIONS

4169 175.3 (170.0, 180.7)

Application site pain 2 0.1 (0.0, 0.3)
Asthenia 36 1.5 (1.1, 2.1)
Axillary pain 3 0.1 (0.0, 0.4)
Chest discomfort 2 0.1 (0.0, 0.3)
Chest pain 4 0.2 (0.0, 0.4)
Chills 994 41.8 (39.2, 44.5)
Crying 1 0.0 (0.0, 0.2)
Discomfort 2 0.1 (0.0, 0.3)
Drug withdrawal syndrome 1 0.0 (0.0, 0.2)
Facial pain 1 0.0 (0.0, 0.2)
Fatigue 1379 58.0 (55.0, 61.1)
Feeling abnormal 6 0.3 (0.1, 0.5)
Feeling cold 2 0.1 (0.0, 0.3)
Feeling hot 6 0.3 (0.1, 0.5)
Gait disturbance 1 0.0 (0.0, 0.2)
Implant site pain 1 0.0 (0.0, 0.2)
Inflammation 1 0.0 (0.0, 0.2)
Influenza like illness 1 0.0 (0.0, 0.2)
Injection site bruising 16 0.7 (0.4, 1.1)
Injection site discomfort 3 0.1 (0.0, 0.4)
Injection site erythema 66 2.8 (2.1, 3.5)
Injection site haematoma 2 0.1 (0.0, 0.3)
Injection site haemorrhage 1 0.0 (0.0, 0.2)
Injection site hypersensitivity 1 0.0 (0.0, 0.2)
Injection site hypoaesthesia 2 0.1 (0.0, 0.3)
Injection site induration 1 0.0 (0.0, 0.2)
Injection site irritation 1 0.0 (0.0, 0.2)
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Table 66. Incidence Rates of at Least 1 Adverse Event From Dose 3 to Data Cutoff 
Date (13MAR2021), by System Organ Class and Preferred Term – Open-
Label Follow-up Period – Subjects Who Originally Received Placebo and 
Then Received BNT162b2 After Unblinding – Phase 2/3 Subjects ≥16 Years 
of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=19525, TEb=23.8)

System Organ Class
Preferred Term

nc IR (/100 PY)d (95% CIe)

Injection site lymphadenopathy 1 0.0 (0.0, 0.2)
Injection site mass 1 0.0 (0.0, 0.2)
Injection site nodule 2 0.1 (0.0, 0.3)
Injection site oedema 2 0.1 (0.0, 0.3)
Injection site pain 2944 123.8 (119.3, 128.3)
Injection site pruritus 18 0.8 (0.4, 1.2)
Injection site rash 4 0.2 (0.0, 0.4)
Injection site reaction 2 0.1 (0.0, 0.3)
Injection site swelling 65 2.7 (2.1, 3.5)
Injection site urticaria 1 0.0 (0.0, 0.2)
Injection site warmth 3 0.1 (0.0, 0.4)
Malaise 83 3.5 (2.8, 4.3)
Non-cardiac chest pain 1 0.0 (0.0, 0.2)
Oedema peripheral 2 0.1 (0.0, 0.3)
Pain 394 16.6 (15.0, 18.3)
Pelvic mass 1 0.0 (0.0, 0.2)
Peripheral swelling 7 0.3 (0.1, 0.6)
Pyrexia 906 38.1 (35.6, 40.6)
Swelling 3 0.1 (0.0, 0.4)
Swelling face 4 0.2 (0.0, 0.4)
Vaccination site pain 3 0.1 (0.0, 0.4)
Vaccination site reaction 1 0.0 (0.0, 0.2)
Vessel puncture site haematoma 1 0.0 (0.0, 0.2)

HEPATOBILIARY DISORDERS 3 0.1 (0.0, 0.4)
Cholecystitis 1 0.0 (0.0, 0.2)
Cholelithiasis 1 0.0 (0.0, 0.2)
Hepatitis acute 1 0.0 (0.0, 0.2)

IMMUNE SYSTEM DISORDERS 7 0.3 (0.1, 0.6)
Allergy to vaccine 1 0.0 (0.0, 0.2)
Anaphylactoid reaction 1 0.0 (0.0, 0.2)
Hypersensitivity 1 0.0 (0.0, 0.2)
Seasonal allergy 4 0.2 (0.0, 0.4)

INFECTIONS AND INFESTATIONS 136 5.7 (4.8, 6.8)
Abscess 1 0.0 (0.0, 0.2)
Appendicitis perforated 1 0.0 (0.0, 0.2)
Asymptomatic bacteriuria 1 0.0 (0.0, 0.2)
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Table 66. Incidence Rates of at Least 1 Adverse Event From Dose 3 to Data Cutoff 
Date (13MAR2021), by System Organ Class and Preferred Term – Open-
Label Follow-up Period – Subjects Who Originally Received Placebo and 
Then Received BNT162b2 After Unblinding – Phase 2/3 Subjects ≥16 Years 
of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=19525, TEb=23.8)

System Organ Class
Preferred Term

nc IR (/100 PY)d (95% CIe)

COVID-19 pneumonia 1 0.0 (0.0, 0.2)
Candida infection 1 0.0 (0.0, 0.2)
Cellulitis 3 0.1 (0.0, 0.4)
Chlamydial infection 1 0.0 (0.0, 0.2)
Clostridium difficile infection 1 0.0 (0.0, 0.2)
Conjunctivitis 6 0.3 (0.1, 0.5)
Cystitis 1 0.0 (0.0, 0.2)
Demodicidosis 1 0.0 (0.0, 0.2)
Diverticulitis 2 0.1 (0.0, 0.3)
Ear infection 8 0.3 (0.1, 0.7)
Eye infection 1 0.0 (0.0, 0.2)
Focal peritonitis 1 0.0 (0.0, 0.2)
Folliculitis 1 0.0 (0.0, 0.2)
Fungal skin infection 3 0.1 (0.0, 0.4)
Genital herpes 1 0.0 (0.0, 0.2)
Genital herpes simplex 2 0.1 (0.0, 0.3)
Helicobacter gastritis 1 0.0 (0.0, 0.2)
Herpes simplex 2 0.1 (0.0, 0.3)
Herpes zoster 8 0.3 (0.1, 0.7)
Hordeolum 2 0.1 (0.0, 0.3)
Infected cyst 1 0.0 (0.0, 0.2)
Infection 1 0.0 (0.0, 0.2)
Labyrinthitis 1 0.0 (0.0, 0.2)
Localised infection 2 0.1 (0.0, 0.3)
Mastitis 1 0.0 (0.0, 0.2)
Onychomycosis 1 0.0 (0.0, 0.2)
Oral candidiasis 1 0.0 (0.0, 0.2)
Oral herpes 3 0.1 (0.0, 0.4)
Osteomyelitis 1 0.0 (0.0, 0.2)
Otitis externa 2 0.1 (0.0, 0.3)
Otitis media 2 0.1 (0.0, 0.3)
Pelvic abscess 1 0.0 (0.0, 0.2)
Pneumonia 2 0.1 (0.0, 0.3)
Postoperative wound infection 1 0.0 (0.0, 0.2)
Rhinitis 2 0.1 (0.0, 0.3)
Sinusitis 7 0.3 (0.1, 0.6)
Subcutaneous abscess 2 0.1 (0.0, 0.3)
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Table 66. Incidence Rates of at Least 1 Adverse Event From Dose 3 to Data Cutoff 
Date (13MAR2021), by System Organ Class and Preferred Term – Open-
Label Follow-up Period – Subjects Who Originally Received Placebo and 
Then Received BNT162b2 After Unblinding – Phase 2/3 Subjects ≥16 Years 
of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=19525, TEb=23.8)

System Organ Class
Preferred Term

nc IR (/100 PY)d (95% CIe)

Suspected COVID-19 1 0.0 (0.0, 0.2)
Taeniasis 1 0.0 (0.0, 0.2)
Tinea infection 1 0.0 (0.0, 0.2)
Tinea pedis 2 0.1 (0.0, 0.3)
Tonsillitis 2 0.1 (0.0, 0.3)
Tooth abscess 4 0.2 (0.0, 0.4)
Tooth infection 12 0.5 (0.3, 0.9)
Urinary tract infection 30 1.3 (0.9, 1.8)
Urosepsis 1 0.0 (0.0, 0.2)
Vulvitis 1 0.0 (0.0, 0.2)
Vulvovaginal candidiasis 3 0.1 (0.0, 0.4)
Vulvovaginal mycotic infection 1 0.0 (0.0, 0.2)

INJURY, POISONING AND PROCEDURAL COMPLICATIONS 90 3.8 (3.0, 4.7)
Animal bite 1 0.0 (0.0, 0.2)
Ankle fracture 2 0.1 (0.0, 0.3)
Arthropod bite 3 0.1 (0.0, 0.4)
Chest injury 1 0.0 (0.0, 0.2)
Contusion 9 0.4 (0.2, 0.7)
Corneal abrasion 1 0.0 (0.0, 0.2)
Exposure during pregnancy 5 0.2 (0.1, 0.5)
Eye contusion 1 0.0 (0.0, 0.2)
Facial bones fracture 1 0.0 (0.0, 0.2)
Fall 20 0.8 (0.5, 1.3)
Fibula fracture 2 0.1 (0.0, 0.3)
Foot fracture 4 0.2 (0.0, 0.4)
Frostbite 1 0.0 (0.0, 0.2)
Hand fracture 3 0.1 (0.0, 0.4)
Head injury 1 0.0 (0.0, 0.2)
Injection related reaction 1 0.0 (0.0, 0.2)
Joint dislocation 1 0.0 (0.0, 0.2)
Ligament injury 1 0.0 (0.0, 0.2)
Ligament sprain 6 0.3 (0.1, 0.5)
Limb injury 4 0.2 (0.0, 0.4)
Lip injury 1 0.0 (0.0, 0.2)
Lower limb fracture 1 0.0 (0.0, 0.2)
Maternal exposure during pregnancy 3 0.1 (0.0, 0.4)

09
01

77
e1

96
ec

b5
62

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 3
0-

A
pr

-2
02

1 
20

:1
2 

(G
M

T
)

FDA-CBER-2021-5683-0002641



BNT162b2
2.5 Clinical Overview

CONFIDENTIAL
Page 262

Table 66. Incidence Rates of at Least 1 Adverse Event From Dose 3 to Data Cutoff 
Date (13MAR2021), by System Organ Class and Preferred Term – Open-
Label Follow-up Period – Subjects Who Originally Received Placebo and 
Then Received BNT162b2 After Unblinding – Phase 2/3 Subjects ≥16 Years 
of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=19525, TEb=23.8)

System Organ Class
Preferred Term

nc IR (/100 PY)d (95% CIe)

Meniscus injury 1 0.0 (0.0, 0.2)
Muscle rupture 1 0.0 (0.0, 0.2)
Muscle strain 2 0.1 (0.0, 0.3)
Postoperative ileus 1 0.0 (0.0, 0.2)
Procedural pain 6 0.3 (0.1, 0.5)
Radius fracture 1 0.0 (0.0, 0.2)
Road traffic accident 2 0.1 (0.0, 0.3)
Scapula fracture 1 0.0 (0.0, 0.2)
Seroma 1 0.0 (0.0, 0.2)
Skin abrasion 2 0.1 (0.0, 0.3)
Skin laceration 10 0.4 (0.2, 0.8)
Spinal fracture 1 0.0 (0.0, 0.2)
Subdural haematoma 1 0.0 (0.0, 0.2)
Tendon injury 1 0.0 (0.0, 0.2)
Tendon rupture 1 0.0 (0.0, 0.2)
Thermal burn 2 0.1 (0.0, 0.3)
Tooth fracture 6 0.3 (0.1, 0.5)
Traumatic intracranial haemorrhage 1 0.0 (0.0, 0.2)
Upper limb fracture 2 0.1 (0.0, 0.3)
Wound 1 0.0 (0.0, 0.2)
Wrist fracture 1 0.0 (0.0, 0.2)

INVESTIGATIONS 107 4.5 (3.7, 5.4)
Alanine aminotransferase increased 2 0.1 (0.0, 0.3)
Antinuclear antibody positive 1 0.0 (0.0, 0.2)
Aspartate aminotransferase increased 2 0.1 (0.0, 0.3)
Blood cholesterol increased 3 0.1 (0.0, 0.4)
Blood pressure increased 6 0.3 (0.1, 0.5)
Blood testosterone decreased 2 0.1 (0.0, 0.3)
Body temperature increased 91 3.8 (3.1, 4.7)
C-reactive protein increased 1 0.0 (0.0, 0.2)
Heart rate increased 1 0.0 (0.0, 0.2)
SARS-CoV-2 antibody test positive 1 0.0 (0.0, 0.2)
Troponin increased 1 0.0 (0.0, 0.2)

METABOLISM AND NUTRITION DISORDERS 29 1.2 (0.8, 1.8)
Decreased appetite 14 0.6 (0.3, 1.0)
Diabetes mellitus 1 0.0 (0.0, 0.2)
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Table 66. Incidence Rates of at Least 1 Adverse Event From Dose 3 to Data Cutoff 
Date (13MAR2021), by System Organ Class and Preferred Term – Open-
Label Follow-up Period – Subjects Who Originally Received Placebo and 
Then Received BNT162b2 After Unblinding – Phase 2/3 Subjects ≥16 Years 
of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=19525, TEb=23.8)

System Organ Class
Preferred Term

nc IR (/100 PY)d (95% CIe)

Diabetes mellitus inadequate control 1 0.0 (0.0, 0.2)
Dyslipidaemia 2 0.1 (0.0, 0.3)
Glucose tolerance impaired 2 0.1 (0.0, 0.3)
Gout 1 0.0 (0.0, 0.2)
Hypercholesterolaemia 1 0.0 (0.0, 0.2)
Hyperglycaemia 2 0.1 (0.0, 0.3)
Insulin resistance 2 0.1 (0.0, 0.3)
Lactic acidosis 1 0.0 (0.0, 0.2)
Type 2 diabetes mellitus 2 0.1 (0.0, 0.3)
Vitamin D deficiency 1 0.0 (0.0, 0.2)

MUSCULOSKELETAL AND CONNECTIVE TISSUE DISORDERS 1245 52.3 (49.5, 55.3)
Arthralgia 149 6.3 (5.3, 7.4)
Arthritis 3 0.1 (0.0, 0.4)
Back pain 32 1.3 (0.9, 1.9)
Bursitis 1 0.0 (0.0, 0.2)
Flank pain 2 0.1 (0.0, 0.3)
Foot deformity 1 0.0 (0.0, 0.2)
Groin pain 1 0.0 (0.0, 0.2)
Intervertebral disc protrusion 2 0.1 (0.0, 0.3)
Joint range of motion decreased 2 0.1 (0.0, 0.3)
Joint swelling 1 0.0 (0.0, 0.2)
Limb discomfort 1 0.0 (0.0, 0.2)
Mobility decreased 1 0.0 (0.0, 0.2)
Muscle fatigue 2 0.1 (0.0, 0.3)
Muscle spasms 1 0.0 (0.0, 0.2)
Muscular weakness 4 0.2 (0.0, 0.4)
Musculoskeletal chest pain 1 0.0 (0.0, 0.2)
Musculoskeletal pain 1 0.0 (0.0, 0.2)
Musculoskeletal stiffness 12 0.5 (0.3, 0.9)
Myalgia 925 38.9 (36.4, 41.5)
Neck pain 11 0.5 (0.2, 0.8)
Osteoarthritis 9 0.4 (0.2, 0.7)
Osteoporosis 1 0.0 (0.0, 0.2)
Pain in extremity 154 6.5 (5.5, 7.6)
Periarthritis 1 0.0 (0.0, 0.2)
Plantar fasciitis 3 0.1 (0.0, 0.4)
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Table 66. Incidence Rates of at Least 1 Adverse Event From Dose 3 to Data Cutoff 
Date (13MAR2021), by System Organ Class and Preferred Term – Open-
Label Follow-up Period – Subjects Who Originally Received Placebo and 
Then Received BNT162b2 After Unblinding – Phase 2/3 Subjects ≥16 Years 
of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=19525, TEb=23.8)

System Organ Class
Preferred Term

nc IR (/100 PY)d (95% CIe)

Rheumatoid arthritis 1 0.0 (0.0, 0.2)
Rotator cuff syndrome 2 0.1 (0.0, 0.3)
Sacroiliitis 1 0.0 (0.0, 0.2)
Sjogren's syndrome 1 0.0 (0.0, 0.2)
Synovial cyst 1 0.0 (0.0, 0.2)
Temporomandibular joint syndrome 1 0.0 (0.0, 0.2)
Tendonitis 1 0.0 (0.0, 0.2)
Trigger finger 1 0.0 (0.0, 0.2)

NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED (INCL 
CYSTS AND POLYPS)

13 0.5 (0.3, 0.9)

Bladder neoplasm 1 0.0 (0.0, 0.2)
Bowen's disease 1 0.0 (0.0, 0.2)
Brain neoplasm 1 0.0 (0.0, 0.2)
Breast cancer 1 0.0 (0.0, 0.2)
Breast cancer stage II 1 0.0 (0.0, 0.2)
Hepatic cancer 1 0.0 (0.0, 0.2)
Lipoma 1 0.0 (0.0, 0.2)
Meningioma 1 0.0 (0.0, 0.2)
Neoplasm 1 0.0 (0.0, 0.2)
Non-small cell lung cancer stage III 1 0.0 (0.0, 0.2)
Rectal cancer 1 0.0 (0.0, 0.2)
Seborrhoeic keratosis 1 0.0 (0.0, 0.2)
Skin papilloma 1 0.0 (0.0, 0.2)
Squamous cell carcinoma 1 0.0 (0.0, 0.2)

NERVOUS SYSTEM DISORDERS 1201 50.5 (47.7, 53.4)
Amnesia 1 0.0 (0.0, 0.2)
Arachnoid cyst 1 0.0 (0.0, 0.2)
Balance disorder 2 0.1 (0.0, 0.3)
Brachial plexopathy 1 0.0 (0.0, 0.2)
Carpal tunnel syndrome 1 0.0 (0.0, 0.2)
Cerebrovascular accident 4 0.2 (0.0, 0.4)
Cervical radiculopathy 1 0.0 (0.0, 0.2)
Cognitive disorder 1 0.0 (0.0, 0.2)
Disturbance in attention 4 0.2 (0.0, 0.4)
Dizziness 47 2.0 (1.5, 2.6)
Dysgeusia 2 0.1 (0.0, 0.3)
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Table 66. Incidence Rates of at Least 1 Adverse Event From Dose 3 to Data Cutoff 
Date (13MAR2021), by System Organ Class and Preferred Term – Open-
Label Follow-up Period – Subjects Who Originally Received Placebo and 
Then Received BNT162b2 After Unblinding – Phase 2/3 Subjects ≥16 Years 
of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=19525, TEb=23.8)

System Organ Class
Preferred Term

nc IR (/100 PY)d (95% CIe)

Encephalopathy 1 0.0 (0.0, 0.2)
Facial paralysis 3 0.1 (0.0, 0.4)
Head discomfort 1 0.0 (0.0, 0.2)
Headache 1108 46.6 (43.9, 49.4)
Hemiplegia 1 0.0 (0.0, 0.2)
Hyperaesthesia 2 0.1 (0.0, 0.3)
Hypoaesthesia 2 0.1 (0.0, 0.3)
Hypogeusia 1 0.0 (0.0, 0.2)
Lethargy 9 0.4 (0.2, 0.7)
Loss of consciousness 1 0.0 (0.0, 0.2)
Mental impairment 2 0.1 (0.0, 0.3)
Migraine 6 0.3 (0.1, 0.5)
Migraine with aura 1 0.0 (0.0, 0.2)
Nerve compression 1 0.0 (0.0, 0.2)
Paraesthesia 14 0.6 (0.3, 1.0)
Parosmia 1 0.0 (0.0, 0.2)
Piriformis syndrome 1 0.0 (0.0, 0.2)
Presyncope 1 0.0 (0.0, 0.2)
Radiculopathy 1 0.0 (0.0, 0.2)
Sciatica 1 0.0 (0.0, 0.2)
Seizure 1 0.0 (0.0, 0.2)
Somnolence 13 0.5 (0.3, 0.9)
Speech disorder 1 0.0 (0.0, 0.2)
Syncope 4 0.2 (0.0, 0.4)
Transient ischaemic attack 2 0.1 (0.0, 0.3)
Tremor 2 0.1 (0.0, 0.3)
Visual field defect 1 0.0 (0.0, 0.2)

PSYCHIATRIC DISORDERS 43 1.8 (1.3, 2.4)
Abnormal dreams 1 0.0 (0.0, 0.2)
Alcohol withdrawal syndrome 1 0.0 (0.0, 0.2)
Anxiety 9 0.4 (0.2, 0.7)
Attention deficit hyperactivity disorder 3 0.1 (0.0, 0.4)
Bipolar disorder 1 0.0 (0.0, 0.2)
Completed suicide 1 0.0 (0.0, 0.2)
Confusional state 2 0.1 (0.0, 0.3)
Depression 3 0.1 (0.0, 0.4)
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Table 66. Incidence Rates of at Least 1 Adverse Event From Dose 3 to Data Cutoff 
Date (13MAR2021), by System Organ Class and Preferred Term – Open-
Label Follow-up Period – Subjects Who Originally Received Placebo and 
Then Received BNT162b2 After Unblinding – Phase 2/3 Subjects ≥16 Years 
of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=19525, TEb=23.8)

System Organ Class
Preferred Term

nc IR (/100 PY)d (95% CIe)

Generalised anxiety disorder 1 0.0 (0.0, 0.2)
Insomnia 12 0.5 (0.3, 0.9)
Irritability 2 0.1 (0.0, 0.3)
Major depression 1 0.0 (0.0, 0.2)
Mental fatigue 1 0.0 (0.0, 0.2)
Mental status changes 1 0.0 (0.0, 0.2)
Restlessness 2 0.1 (0.0, 0.3)
Sleep disorder 2 0.1 (0.0, 0.3)
Suicidal ideation 1 0.0 (0.0, 0.2)
Suicide attempt 1 0.0 (0.0, 0.2)
Thinking abnormal 1 0.0 (0.0, 0.2)

RENAL AND URINARY DISORDERS 21 0.9 (0.5, 1.3)
Acute kidney injury 1 0.0 (0.0, 0.2)
Bladder neck obstruction 1 0.0 (0.0, 0.2)
Chronic kidney disease 1 0.0 (0.0, 0.2)
Dysuria 6 0.3 (0.1, 0.5)
Haematuria 1 0.0 (0.0, 0.2)
Hypertonic bladder 2 0.1 (0.0, 0.3)
Nephrolithiasis 4 0.2 (0.0, 0.4)
Pollakiuria 1 0.0 (0.0, 0.2)
Urinary bladder polyp 1 0.0 (0.0, 0.2)
Urinary hesitation 1 0.0 (0.0, 0.2)
Urinary retention 1 0.0 (0.0, 0.2)
Urinary tract obstruction 1 0.0 (0.0, 0.2)

REPRODUCTIVE SYSTEM AND BREAST DISORDERS 12 0.5 (0.3, 0.9)
Benign prostatic hyperplasia 3 0.1 (0.0, 0.4)
Breast cyst 1 0.0 (0.0, 0.2)
Breast discharge 1 0.0 (0.0, 0.2)
Endometriosis 1 0.0 (0.0, 0.2)
Metrorrhagia 2 0.1 (0.0, 0.3)
Ovarian cyst 1 0.0 (0.0, 0.2)
Pelvic pain 1 0.0 (0.0, 0.2)
Sexual dysfunction 1 0.0 (0.0, 0.2)
Testicular pain 1 0.0 (0.0, 0.2)
Uterine haemorrhage 1 0.0 (0.0, 0.2)
Vaginal lesion 1 0.0 (0.0, 0.2)
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Table 66. Incidence Rates of at Least 1 Adverse Event From Dose 3 to Data Cutoff 
Date (13MAR2021), by System Organ Class and Preferred Term – Open-
Label Follow-up Period – Subjects Who Originally Received Placebo and 
Then Received BNT162b2 After Unblinding – Phase 2/3 Subjects ≥16 Years 
of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=19525, TEb=23.8)

System Organ Class
Preferred Term

nc IR (/100 PY)d (95% CIe)

RESPIRATORY, THORACIC AND MEDIASTINAL DISORDERS 37 1.6 (1.1, 2.1)
Acute respiratory failure 2 0.1 (0.0, 0.3)
Asthma 1 0.0 (0.0, 0.2)
Chronic obstructive pulmonary disease 1 0.0 (0.0, 0.2)
Cough 3 0.1 (0.0, 0.4)
Dyspnoea 2 0.1 (0.0, 0.3)
Epistaxis 3 0.1 (0.0, 0.4)
Immune-mediated pneumonitis 1 0.0 (0.0, 0.2)
Nasal congestion 5 0.2 (0.1, 0.5)
Nasal septum deviation 1 0.0 (0.0, 0.2)
Oropharyngeal pain 1 0.0 (0.0, 0.2)
Paranasal sinus discomfort 1 0.0 (0.0, 0.2)
Pleuritic pain 1 0.0 (0.0, 0.2)
Pulmonary embolism 4 0.2 (0.0, 0.4)
Rhinitis allergic 4 0.2 (0.0, 0.4)
Rhinorrhoea 6 0.3 (0.1, 0.5)
Sinus congestion 1 0.0 (0.0, 0.2)
Upper respiratory tract congestion 1 0.0 (0.0, 0.2)

SKIN AND SUBCUTANEOUS TISSUE DISORDERS 85 3.6 (2.9, 4.4)
Acne 1 0.0 (0.0, 0.2)
Actinic keratosis 3 0.1 (0.0, 0.4)
Alopecia 2 0.1 (0.0, 0.3)
Angioedema 1 0.0 (0.0, 0.2)
Cold sweat 1 0.0 (0.0, 0.2)
Dermatitis 2 0.1 (0.0, 0.3)
Dermatitis contact 6 0.3 (0.1, 0.5)
Dry skin 1 0.0 (0.0, 0.2)
Ecchymosis 3 0.1 (0.0, 0.4)
Erythema 2 0.1 (0.0, 0.3)
Erythema nodosum 1 0.0 (0.0, 0.2)
Hyperhidrosis 15 0.6 (0.4, 1.0)
Ingrowing nail 3 0.1 (0.0, 0.4)
Lichen sclerosus 1 0.0 (0.0, 0.2)
Night sweats 7 0.3 (0.1, 0.6)
Petechiae 1 0.0 (0.0, 0.2)
Pruritus 6 0.3 (0.1, 0.5)
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Table 66. Incidence Rates of at Least 1 Adverse Event From Dose 3 to Data Cutoff 
Date (13MAR2021), by System Organ Class and Preferred Term – Open-
Label Follow-up Period – Subjects Who Originally Received Placebo and 
Then Received BNT162b2 After Unblinding – Phase 2/3 Subjects ≥16 Years 
of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=19525, TEb=23.8)

System Organ Class
Preferred Term

nc IR (/100 PY)d (95% CIe)

Rash 16 0.7 (0.4, 1.1)
Rash erythematous 2 0.1 (0.0, 0.3)
Rash pruritic 1 0.0 (0.0, 0.2)
Rash vesicular 1 0.0 (0.0, 0.2)
Skin lesion 4 0.2 (0.0, 0.4)
Skin ulcer 1 0.0 (0.0, 0.2)
Urticaria 7 0.3 (0.1, 0.6)

SURGICAL AND MEDICAL PROCEDURES 9 0.4 (0.2, 0.7)
Blepharoplasty 1 0.0 (0.0, 0.2)
Chondroplasty 1 0.0 (0.0, 0.2)
Finger repair operation 1 0.0 (0.0, 0.2)
Hysterectomy 2 0.1 (0.0, 0.3)
Injection 1 0.0 (0.0, 0.2)
Spinal fusion surgery 1 0.0 (0.0, 0.2)
Tooth extraction 2 0.1 (0.0, 0.3)

VASCULAR DISORDERS 45 1.9 (1.4, 2.5)
Aortic aneurysm 1 0.0 (0.0, 0.2)
Aortic arteriosclerosis 1 0.0 (0.0, 0.2)
Aortic stenosis 1 0.0 (0.0, 0.2)
Blood pressure fluctuation 1 0.0 (0.0, 0.2)
Deep vein thrombosis 3 0.1 (0.0, 0.4)
Flushing 5 0.2 (0.1, 0.5)
Haematoma 2 0.1 (0.0, 0.3)
Hot flush 2 0.1 (0.0, 0.3)
Hypertension 25 1.1 (0.7, 1.6)
Hypotension 1 0.0 (0.0, 0.2)
Peripheral coldness 1 0.0 (0.0, 0.2)
Thrombosis 1 0.0 (0.0, 0.2)
Venous thrombosis limb 1 0.0 (0.0, 0.2)
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Table 66. Incidence Rates of at Least 1 Adverse Event From Dose 3 to Data Cutoff 
Date (13MAR2021), by System Organ Class and Preferred Term – Open-
Label Follow-up Period – Subjects Who Originally Received Placebo and 
Then Received BNT162b2 After Unblinding – Phase 2/3 Subjects ≥16 Years 
of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=19525, TEb=23.8)

System Organ Class
Preferred Term

nc IR (/100 PY)d (95% CIe)

Note: Dose 3 = First dose of BNT162b2 (30 μg).
Note: MedDRA (v23.1) coding dictionary applied.
a. N = number of subjects in the specified group. 
b. TE = total exposure time in 100 person-years across all subjects in the specified group. Exposure time for a subject is 
the time from Dose 3 to data cutoff date. This value is the denominator for the incidence rate calculation.
c. n = Number of subjects reporting at least 1 occurrence of the specified event. For "any event," n = number of subjects 
reporting at least 1 occurrence of any event.
d. Incidence rate (IR) is calculated as number of subjects reporting the event/total exposure time in 100 person-years 
(PY) across all subjects in the specified group.
e. 2-sided CI based on Poisson distribution.
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (20:15) Source Data: adae Table Generation: 27MAR2021 
(17:36) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: 
./nda2_unblinded/C4591001_BLA/adae_s131_exp_age_p3x_saf 

Related Adverse Events – Open-Label Follow-Up for Original Placebo Participants Who Received
BNT162b2

From vaccination with BNT162b2 (Dose 3) to the data cutoff date for placebo participants, 
the IR of AEs assessed as related by the investigator during the open-label follow-up period 
was 189.5 per 100 PY (Table 65). IRs of related AEs were highest for reactogenicity events 
and in the SOC of general disorders and administration site conditions (4147 [174.3 per 
100 PY]) for the following PTs:

 injection site pain: 2938 (123.5 per 100 PY)
 pyrexia: 905 (38.0 per 100 PY)
 fatigue: 1373 (57.7 per 100 PY)
 chills: 993 (41.7 per 100 PY).

Immediate Adverse Events – Open-Label Follow-Up for Original Placebo Participants Who 
Received BNT162b2

After vaccination with BNT162b2 (Dose 3/4), placebo participants who received BNT162b2 
with immediate AEs were low in frequency (0.6%). Most immediate AEs after BNT162b2 
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doses were in the SOC of general disorders and administration site conditions, primarily 
injection site reactions, with injection site pain (0.4%) most frequently reported. 

Other immediate AEs assessed by the investigator as related to study intervention included:

 1 participant in the younger age group reported 2 immediate AEs of edema mouth and 
tongue edema (both mild in severity) after Dose 4. The AE of tongue edema resolved the 
same day and the AE of edema mouth resolved the following day. 

 1 participant in the younger age group reported an immediate AE of hypoesthesia oral 
(mild in severity) after Dose 3 and resolved the same day. 

 1 participant in the younger age group reported 3 immediate AEs of swelling face, allergy 
to vaccine, and flushing after Dose 3, which were all were moderate in severity. All 
3 AEs resolved the following day. The participant also reported nausea and urticaria 
(hives abdomen) (both mild in severity) on the same day but were not immediate. The AE 
of nausea resolved the same day and the AE of urticaria resolved the following day. 
These 2 AEs were also assessed by the investigator as related to study intervention.

 1 participant in the older age group reported an immediate AE of urticaria (hive on back of 
neck; moderate in severity) after Dose 4 and was ongoing at the time of the data cutoff date.

Severe or Life-Threatening Adverse Events – Open-Label Follow-Up for Original Placebo 
Participants Who Received BNT162b2

Severe Adverse Events

From Dose 3 (first Dose of BNT162b2) to the data cutoff date, the severe AE IR was 6.0 per 
100 PY in original placebo participants. Those events reported as SAEs are discussed further 
in Section 2.5.5.5.5.5. Severe AEs included:

 1 participant in the younger age group reported a severe AE of hypersensitivity 13 days 
after Dose 3, which resolved the following day and assessed by the investigator as not 
related to study intervention. 

 1 participant in the older age group reported a severe SAE of COVID-19 pneumonia 8 days 
after Dose 3, which resolved 4 days later and was assessed by the investigator as not related 
to study intervention. 

 1 participant in the older age group reported a severe SAE of cerebrovascular accident 16
days after Dose 4, which was assessed by the investigator as not related to study 
intervention and ongoing at the time of the data cutoff date.  

 1 participant in the younger age group reported a severe SAE of pulmonary embolism 
5 days after Dose 4, which resolved the following day and was assessed by the 
investigator as not related to study intervention.
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 1 participant in the older age group reported severe SAEs of pulmonary embolism and 
thrombosis (occlusive thrombus in the right calf) 2 days after Dose 3. Both events 
resolved the following day, and both were assessed by the investigator as not related to 
study intervention.

 1 participant in the younger age group reported 2 AEs of urticaria (moderate and severe) at 
3 and 4 days after Dose 3, respectively. The moderate AE of urticaria (intermittent 
generalized) resolved the same day, and the severe AE of urticaria (left arm) resolved after 
8 days. Both events were assessed by the investigator as related to study intervention.

Life-Threatening Adverse Events

The IR for original placebo participants who had at least 1 life-threatening AE from Dose 3 to 
the data cutoff date was 0.5 per 100 PY. The following life-threatening events were reported 
and were considered unrelated to vaccine as assessed by the investigator, with the exception of 
anaphylactoid reaction. Those reported as SAEs are discussed further in Section 2.5.5.5.5.5. 
Grade 4 life-threatening events included:

 1 participant in the older age group had a grade 4 life-threatening SAE of cardio-
respiratory arrest. The event occurred 25 days after Dose 3 and the outcome was fatal.

 1 participant in the younger age group had a grade 4 life-threatening SAE of 
gastrointestinal necrosis 29 days after Dose 4. The outcome was not recovered/not 
resolved at the time of this report.

 1 participant in the younger age group had a grade 4 life-threatening SAE of pulmonary 
embolism and a grade 4 life-threatening SAE of deep vein thrombosis. Both events 
occurred 11 days after Dose 4 and the outcome for both events was recovering/resolving.

 1 participant in the younger age group had a grade 4 life-threatening SAE of anaphylactoid 
reaction 2 days after Dose 3. The outcome was recovered/resolved and the event was 
considered related to vaccine. This participant is also discussed in Section 2.5.5.5.7.1.

Subgroup Analyses

No clinically meaningful differences in IRs of AEs for original placebo participants who then 
received BNT162b2 were observed by baseline SARS-CoV-2 positive (222.9 per 100 PY) and 
negative (205.4 per 100 PY) status subgroups. The IR for original baseline positive placebo 
participants who then received BNT162b2 (222.9 per 100 PY [95% CI: 186.5, 264.3]) was 
similar to baseline negative participants (205.4 per 100 PY [95% CI: 199.6, 211.3]). IRs in other 
SOCs were similar in the baseline positive and baseline negative groups, except for the 
musculoskeletal SOC which was higher in the baseline positive group. However, this was driven 
by a higher rate of myalgia (64.2 per 100 PY [95% CI: 45.4, 88.1]) in baseline positive 
participants compared to baseline negative participants (38.3 per 100 PY [95% CI: 35.8, 40.9])
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Open-Label Follow-Up Period – Original Placebo Participants who had COVID-19 
Occurrence After Dose 1 and Then Received BNT162b2

AEs reported from the unblinding date to the data cutoff date for original placebo participants 
who had COVID-19 occurrence after Dose 1 and then received BNT162b2 in the open-label 
follow-up period are presented in Module 5.3.5.1 C4591001 6-Month Update Interim CSR
Supplemental Table 14.163.

For original placebo participants who had COVID-19 occurrence after Dose 1 and then received 
BNT162b2, the IR for at least 1 AE was 256.8 per 100 PY. Most AEs reported from Dose 3 (the 
first dose of BNT162b2) to the data cutoff date were in SOCs with reactogenicity events.

 general disorders and administration site conditions: 236.3 per 100 PY
 musculoskeletal and connective tissue disorders: 47.9 per 100 PY
 nervous system disorders: 66.2 per 100 PY
 gastrointestinal disorders: 17.1 per 100 PY.

2.5.5.5.4. Deaths – Phase 2/3 
2.5.5.5.4.1. Blinded Follow-Up Period from Dose 1 to Unblinding Date
There were 15 deaths in the BNT162b2 group and 14 deaths in the placebo group from 
Dose 1 to the unblinding date during the blinded placebo-controlled follow-up period 
(Table 67). None of these deaths were assessed by the investigator as related to study 
intervention.

Table 67. Incidence Rates of Deaths From Dose 1 to Unblinding Date – Blinded 
Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 Years of 
Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926, TEb=83.4)

Placebo
(Na=21921, TEb=82.2)

nc IR (/100 PY)d (95% CIe) nc IR (/100 PY)d (95% CIe)

Deaths 15 0.2 (0.1, 0.3) 14 0.2 (0.1, 0.3)
Cause of deathf

Acute respiratory failure 0 0.0 (0.0, 0.0) 1 0.0 (0.0, 0.1)
Aortic rupture 0 0.0 (0.0, 0.0) 1 0.0 (0.0, 0.1)
Arteriosclerosis 2 0.0 (0.0, 0.1) 0 0.0 (0.0, 0.0)
Biliary cancer metastatic 0 0.0 (0.0, 0.0) 1 0.0 (0.0, 0.1)
COVID-19 0 0.0 (0.0, 0.0) 2 0.0 (0.0, 0.1)
COVID-19 pneumonia 1 0.0 (0.0, 0.1) 0 0.0 (0.0, 0.0)
Cardiac arrest 4 0.0 (0.0, 0.1) 1 0.0 (0.0, 0.1)
Cardiac failure congestive 1 0.0 (0.0, 0.1) 0 0.0 (0.0, 0.0)
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Table 67. Incidence Rates of Deaths From Dose 1 to Unblinding Date – Blinded 
Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 Years of 
Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926, TEb=83.4)

Placebo
(Na=21921, TEb=82.2)

nc IR (/100 PY)d (95% CIe) nc IR (/100 PY)d (95% CIe)

Cardio-respiratory arrest 1 0.0 (0.0, 0.1) 1 0.0 (0.0, 0.1)
Chronic obstructive pulmonary disease 1 0.0 (0.0, 0.1) 0 0.0 (0.0, 0.0)
Death 0 0.0 (0.0, 0.0) 1 0.0 (0.0, 0.1)
Dementia 0 0.0 (0.0, 0.0) 1 0.0 (0.0, 0.1)
Emphysematous cholecystitis 1 0.0 (0.0, 0.1) 0 0.0 (0.0, 0.0)
Haemorrhagic stroke 0 0.0 (0.0, 0.0) 1 0.0 (0.0, 0.1)
Hypertensive heart disease 1 0.0 (0.0, 0.1) 0 0.0 (0.0, 0.0)
Lung cancer metastatic 1 0.0 (0.0, 0.1) 0 0.0 (0.0, 0.0)
Metastases to liver 0 0.0 (0.0, 0.0) 1 0.0 (0.0, 0.1)
Missing 0 0.0 (0.0, 0.0) 1 0.0 (0.0, 0.1)
Multiple organ dysfunction syndrome 0 0.0 (0.0, 0.0) 2 0.0 (0.0, 0.1)
Myocardial infarction 0 0.0 (0.0, 0.0) 2 0.0 (0.0, 0.1)
Overdose 0 0.0 (0.0, 0.0) 1 0.0 (0.0, 0.1)
Pneumonia 0 0.0 (0.0, 0.0) 2 0.0 (0.0, 0.1)
Sepsis 1 0.0 (0.0, 0.1) 0 0.0 (0.0, 0.0)
Septic shock 1 0.0 (0.0, 0.1) 0 0.0 (0.0, 0.0)
Shigella sepsis 1 0.0 (0.0, 0.1) 0 0.0 (0.0, 0.0)
Unevaluable event 1 0.0 (0.0, 0.1) 0 0.0 (0.0, 0.0)

a. N = number of subjects in the specified group.
b. TE = total exposure time in 100 person-years across all subjects in the specified group. Exposure time for a subject is 
the time from Dose 1 to the end of blinded follow-up. This value is the denominator for the incidence rate calculation.
c. n = Number of subjects reporting at least 1 occurrence of the specified cause of death.
d. Incidence rate (IR) is calculated as number of subjects reporting the event/total exposure time in 100 person-years 
(PY) across all subjects in the specified group.
e. 2-sided CI based on Poisson distribution.
f. Multiple causes of death can be reported for each subject.
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (19:20) Source Data: dd Table Generation: 27MAR2021 
(02:16) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: 
./nda2_unblinded/C4591001_BLA/addd_s001_p3_saf 

HIV+ Participants

Among participants with confirmed stable HIV disease, 2 deaths were reported as of the data 
cutoff date. Neither death was assessed by the investigator as related to study intervention.

 1 female participant died due to COVID-19 pneumonia reported 75 days after receiving 
Dose 2 of placebo. This participant was diagnosed based on a local COVID-19 test that 
could not be confirmed as protocol-approved and was not confirmed by a test result from 
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the central laboratory (case was not evaluable for efficacy analyses). This participant had 
unrelated SAEs that were diagnosed and reported prior to their death that are discussed 
further in Section 2.5.5.5.5.2.

 1 female participant died due to a road traffic accident occurring 73 days after receiving 
Dose 2.

2.5.5.5.4.2. Open-Label Follow-Up Period – Original BNT162b2 Participants
From the unblinding date to the data cutoff date of the open-label follow-up period, there 
were 3 deaths among original BNT162b2 participants, all in the older age group: 1 each due 
to road traffic accident, lung metastases, and myocardial infarction. None of these deaths 
were assessed by the investigator as related to study intervention.

2.5.5.5.4.3. Participants With at Least 6 Months Follow-Up Time – BNT162b2 Group
No deaths were reported among the participants originally randomized to BNT162b2 who 
had a cumulative ≥6 months (inclusive of blinded and open-label) follow-up.

2.5.5.5.4.4. Placebo Group Who Received BNT162b2
From the unblinding date to the data cutoff date of the open-label follow-up period, there 
were 2 deaths among original placebo participants who then received BNT162b2 , all in the 
older age group: 1 each due to cardiorespiratory arrest or completed suicide. Neither of these 
deaths were assessed by the investigator as related to study intervention

2.5.5.5.5. Serious Adverse Events – Phase 2/3 
2.5.5.5.5.1. Blinded Follow-Up Period from Dose 1 Through 1 Month After Dose 2
From Dose 1 to 1 month after Dose 2 the proportions of participants who reported at least 1 
SAE was similar in the BNT162b2 group (0.6%) and in the placebo group (0.5%) (Table 68). 

The numbers of participants who reported at least 1 SAE were lower in the younger age 
group (52 [0.4%] and 49 [0.4%] for the BNT162b2 and placebo groups, respectively) than in 
the older age group (75 [0.8%] and 67 [0.8%] for the BNT162b2 and placebo groups, 
respectively).

Three of the SAEs in the BNT162b2 group and none in the placebo group were assessed by 
the investigator as related to study intervention (Table 58).

In the BNT162b2 group, 2 participants in the younger age group and 1 participant in the older 
age group had an SAE each assessed by the investigator as related to study intervention:

 1 participant in the younger age group had an SAE of lymphadenopathy (right axilla) 
13 days after Dose 1 which lasted 66 days and resolved. The participant was a 48-year-
old woman with a relevant medical history of eczema and topical crisaborole use who 
was administered BNT162b2 vaccine in the left deltoid and had right axillary pain and 
lymphadenopathy. She had no injuries to the right arm, no fever, and no history of a 
similar incident. Her white blood cell count was normal with a normal lymphocyte count 
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and a right axilla ultrasound showed 4 enlarged lymph nodes (largest 2.5 × 1.1 × 2.4 cm). 
A biopsy was performed and was reported to be normal and without markers for 
lymphoma or other cancer. A follow-up visit with oncology (and possible repeat 
ultrasound) was planned for 3 months’ time. 

 1 participant in the younger age group had an SAE of shoulder injury related to vaccine 
administration (SIRVA; erroneously administered into or near the shoulder joint capsule) 
after Dose 2, which lasted 153 days and resolved.

 1 participant in the older age group with a past medical history significant for AV block 
with pacemaker, sinus node dysfunction, atrial fibrillation, and supraventricular 
tachycardia had an SAE of ventricular arrhythmia that occurred 1 day after Dose 2 and 
lasted for 8 days and resolved.

Table 68. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 1 Month After Dose 2, by System Organ Class and Preferred 
Term – Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects 
≥16 Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Any event 127 (0.6) (0.5, 0.7) 116 (0.5) (0.4, 0.6)

BLOOD AND LYMPHATIC SYSTEM DISORDERS 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Lymphadenopathy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Neutropenia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Thrombocytopenia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

CARDIAC DISORDERS 20 (0.1) (0.1, 0.1) 21 (0.1) (0.1, 0.1)
Atrial fibrillation 2 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.0)
Acute myocardial infarction 3 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Acute coronary syndrome 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Coronary artery disease 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Myocardial infarction 0 (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Aortic valve incompetence 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Bradycardia 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Cardiac arrest 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cardiac failure congestive 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Acute left ventricular failure 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Angina pectoris 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Angina unstable 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Arrhythmia supraventricular 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Arteriospasm coronary 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Cardiac failure acute 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
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Table 68. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 1 Month After Dose 2, by System Organ Class and Preferred 
Term – Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects 
≥16 Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Coronary artery dissection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Coronary artery occlusion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Junctional ectopic tachycardia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Myocardial ischaemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pericarditis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Tachyarrhythmia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Tachycardia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Ventricular arrhythmia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

CONGENITAL, FAMILIAL AND GENETIC DISORDERS 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Congenital bladder neck obstruction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Heart disease congenital 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

EAR AND LABYRINTH DISORDERS 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Vertigo 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

EYE DISORDERS 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Choroidal neovascularisation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Diplopia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Retinal artery occlusion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Visual impairment 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

GASTROINTESTINAL DISORDERS 9 (0.0) (0.0, 0.1) 12 (0.1) (0.0, 0.1)
Small intestinal obstruction 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pancreatitis acute 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Abdominal adhesions 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Abdominal pain 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Abdominal pain upper 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Colitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Diarrhoea 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Diverticular perforation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Gastrointestinal haemorrhage 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Gastrointestinal mucosa hyperaemia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Incarcerated inguinal hernia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Inguinal hernia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Intestinal obstruction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Obstructive pancreatitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Oesophageal food impaction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Oesophageal varices haemorrhage 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pancreatitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Salivary gland calculus 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
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Table 68. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 1 Month After Dose 2, by System Organ Class and Preferred 
Term – Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects 
≥16 Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Umbilical hernia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Volvulus 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

GENERAL DISORDERS AND ADMINISTRATION SITE 
CONDITIONS

4 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)

Non-cardiac chest pain 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Chest pain 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Death 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Influenza like illness 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Shoulder injury related to vaccine administration 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Vascular stent occlusion 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

HEPATOBILIARY DISORDERS 6 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.0)
Cholecystitis acute 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Cholelithiasis 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Bile duct stone 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cholecystitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

IMMUNE SYSTEM DISORDERS 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Anaphylactic reaction 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Anaphylactic shock 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Drug hypersensitivity 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

INFECTIONS AND INFESTATIONS 27 (0.1) (0.1, 0.2) 21 (0.1) (0.1, 0.1)
Appendicitis 7 (0.0) (0.0, 0.1) 3 (0.0) (0.0, 0.0)
Pneumonia 2 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.0)
Cellulitis 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Urinary tract infection 3 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Appendicitis perforated 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
COVID-19 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Diverticulitis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Peritonsillar abscess 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Postoperative wound infection 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pyelonephritis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Abdominal abscess 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Abscess intestinal 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Anal abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Bacterial sepsis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Brain abscess 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Complicated appendicitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
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Table 68. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 1 Month After Dose 2, by System Organ Class and Preferred 
Term – Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects 
≥16 Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Empyema 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Meningitis bacterial 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Osteomyelitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Peritoneal abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Peritonitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pyelonephritis acute 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Shigella sepsis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Staphylococcal infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Subacute endocarditis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Subcutaneous abscess 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Suspected COVID-19 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Upper respiratory tract infection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Urosepsis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

INJURY, POISONING AND PROCEDURAL COMPLICATIONS 8 (0.0) (0.0, 0.1) 15 (0.1) (0.0, 0.1)
Overdose 3 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Facial bones fracture 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Road traffic accident 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Alcohol poisoning 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cervical vertebral fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Colon injury 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Fall 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Femur fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Flail chest 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Foot fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Forearm fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Head injury 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Hip fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Humerus fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Lower limb fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Multiple injuries 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Procedural haemorrhage 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Rib fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Spinal column injury 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Spinal cord injury cervical 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Subdural haematoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Toxicity to various agents 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Traumatic haemothorax 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Traumatic intracranial haemorrhage 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 68. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 1 Month After Dose 2, by System Organ Class and Preferred 
Term – Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects 
≥16 Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Ulna fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

INVESTIGATIONS 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Blood glucose abnormal 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Cardiac stress test abnormal 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hepatic enzyme increased 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

METABOLISM AND NUTRITION DISORDERS 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Diabetic ketoacidosis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Fluid retention 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypoglycaemia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Hypokalaemia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

MUSCULOSKELETAL AND CONNECTIVE TISSUE 
DISORDERS

7 (0.0) (0.0, 0.1) 5 (0.0) (0.0, 0.1)

Intervertebral disc protrusion 3 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Osteoarthritis 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Arthralgia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Back pain 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Muscular weakness 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Osteochondritis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED 
(INCL CYSTS AND POLYPS)

13 (0.1) (0.0, 0.1) 10 (0.0) (0.0, 0.1)

Prostate cancer 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Malignant melanoma 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Uterine leiomyoma 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Adenocarcinoma gastric 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Adenocarcinoma pancreas 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Adrenal gland cancer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Biliary cancer metastatic 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Breast cancer 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Chronic myeloid leukaemia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Intraductal proliferative breast lesion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Invasive ductal breast carcinoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Leydig cell tumour of the testis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Meningioma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Metastases to central nervous system 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Metastases to liver 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Oropharyngeal squamous cell carcinoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pancreatic carcinoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
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Table 68. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 1 Month After Dose 2, by System Organ Class and Preferred 
Term – Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects 
≥16 Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Penile neoplasm 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Prostate cancer metastatic 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Thyroid cancer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

NERVOUS SYSTEM DISORDERS 14 (0.1) (0.0, 0.1) 15 (0.1) (0.0, 0.1)
Subarachnoid haemorrhage 4 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Syncope 1 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.0)
Cerebrovascular accident 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Ischaemic stroke 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Transient ischaemic attack 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Amnesia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Amyotrophic lateral sclerosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Cerebral infarction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Cervicogenic headache 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Dizziness 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Haemorrhagic stroke 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Hemiplegic migraine 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Idiopathic intracranial hypertension 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Paraesthesia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Spinal cord compression 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Transient global amnesia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Uraemic encephalopathy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

PREGNANCY, PUERPERIUM AND PERINATAL CONDITIONS 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Abortion spontaneous 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Abortion spontaneous incomplete 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

PSYCHIATRIC DISORDERS 3 (0.0) (0.0, 0.0) 5 (0.0) (0.0, 0.1)
Suicidal ideation 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Bipolar disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Depression suicidal 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Disorientation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Mental disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Psychotic disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Suicide attempt 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

RENAL AND URINARY DISORDERS 5 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0)
Nephrolithiasis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Acute kidney injury 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Renal colic 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Subcapsular renal haematoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 68. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 1 Month After Dose 2, by System Organ Class and Preferred 
Term – Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects 
≥16 Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Urinary bladder polyp 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

REPRODUCTIVE SYSTEM AND BREAST DISORDERS 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Breast hyperplasia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Ovarian cyst 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Ovarian mass 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Uterine prolapse 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

RESPIRATORY, THORACIC AND MEDIASTINAL DISORDERS 7 (0.0) (0.0, 0.1) 6 (0.0) (0.0, 0.1)
Pulmonary embolism 2 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Acute respiratory failure 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pneumonia aspiration 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Chronic obstructive pulmonary disease 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypoxia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Interstitial lung disease 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pneumonitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pneumothorax 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pulmonary mass 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Respiratory arrest 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

VASCULAR DISORDERS 7 (0.0) (0.0, 0.1) 5 (0.0) (0.0, 0.1)
Deep vein thrombosis 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Hypertension 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Orthostatic hypotension 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Aortic stenosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Arteriosclerosis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypertensive crisis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Hypertensive urgency 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

Note: MedDRA (v23.1) coding dictionary applied. 
a. N = number of subjects in the specified group. This value is the denominator for the percentage calculations. 
b. n = Number of subjects reporting at least 1 occurrence of the specified event. For "any event," n = number of subjects 
reporting at least 1 occurrence of any event. 
c. Exact 2-sided CI based on the Clopper and Pearson method. 
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (20:15) Source Data: adae Table Generation: 27MAR2021 
(02:10) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: 
./nda2 unblinded/C4591001 BLA/adae s130 ser all pd2 p3 saf 
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HIV+ Participants

No participants with confirmed stable HIV disease reported an SAE from Dose 1 to 1 month 
after Dose 2.

2.5.5.5.5.2. Blinded Follow-Up Period from Dose 1 to the Unblinding Date
SAEs reported from Dose 1 to the unblinding date during the blinded placebo-controlled 
follow-up period are presented in Module 5.3.5.1 C4591001 6-Month Update Interim CSR
Supplemental Table 14.166.

From Dose 1 to the unblinding date, IRs of at least 1 SAE were similar in the BNT162b2 
group (3.2 per 100 PY) and in the placebo group (3.3 per 100 PY). The IR was lower in the 
younger age groups (2.1 per 100 PY and 2.4 per 100 PY for the BNT162b2 and placebo 
groups, respectively) than in the older age groups (4.9 per 100 PY and 4.6 per 100 PY for the 
BNT162b2 and placebo groups respectively). 

Four SAEs in the BNT162b2 group and 1 in the placebo group were assessed by the investigator 
as related to study intervention. In addition to 3 related SAEs in the BNT162b2 group described 
in Section 2.5.5.5.5.1, 2 related SAEs occurred from 1 month after Dose 2 to the unblinding date:

 1 participant in the BNT162b2 younger age group with a medical history significant for 
occipital neuralgia, and migraines had an SAE of paresthesia (right leg) 47 days after 
Dose 2 which was recovering/resolving at the data cutoff date. 

 1 participant in the placebo younger age group had an SAE of psoriatic arthropathy 
38 days after Dose 2 which was continuing at the data cutoff date.

Subgroup Analyses 

Overall, no clinically meaningful differences in IRs of SAEs were observed by baseline 
SARS-CoV-2 status, ethnicity, race, or sex subgroups. 

Baseline SARS-CoV-2 Status

IRs of SAEs were similar by baseline SARS-CoV-2 status in the BNT162b2 and placebo 
groups for baseline positive (4.0 per 100 PY [95% CI: 1.9, 7.3] and 1.9 per 100 PY [95% CI: 
0.6, 4.4]) and baseline negative (3.2 per 100 PY [95% CI: 2.8, 3.6] and 3.3 per 100 PY [95% 
CI: 2.9, 3.7]) participants. IRs of SAEs in the baseline positive BNT162b2 group were 
similar (4.0 per 100 PY [95% CI: 1.9, 7.3]) to those in the baseline negative BNT162b2 
group (3.2 per 100 PY [95% CI: 2.8, 3.6]), and similar to what was observed in the overall 
SAE analysis irrespective of baseline status (Table 60). 

While there are differences in exposure (2.5 vs 80.4) by baseline SARS-CoV-2 positive and 
negative status, respectively, IRs were numerically low or similar by baseline SARS-CoV-2 
status, so there is no evidence that individuals who are positive at baseline report AEs at a 
higher frequency than those who are negative at baseline.
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Race/Ethnicity

IRs of SAEs were similar in the BNT162b2 and placebo groups for Hispanic/Latino
participants (3.5 per 100 PY [95% CI: 2.8, 4.3] and 3.6 per 100 PY [95% CI: 2.9, 4.5]), 
Non-Hispanic/Non-Latino participants (3.1 per 100 PY [95% CI: 2.7, 3.6] for each), and not 
reported (2.4 per 100 PY [95% CI: 0.1, 13.1] and 2.3 per 100 PY [95% CI: 0.1, 12.7]) 
participants.

IRs of SAEs were similar in the BNT162b2 and placebo groups for White participants 
(3.3 per 100 PY [95% CI: 2.9, 3.8] and 3.5 per 100 PY [95% CI: 3.1, 4.0]), Black or African 
American participants (2.5 per 100 PY [95% CI: 1.6, 3.9] and 2.6 per 100 PY [95% CI: 1.6, 
4.0]), and greater in the BNT162b2 group for All Other participants compared to placebo 
(2.7 per 100 PY [95% CI: 1.6, 4.3] and 1.4 per 100 PY [95% CI: 0.6, 2.7]).

Sex

IRs of SAEs were similar by sex in the BNT162b2 and placebo groups for male participants
(3.5 per 100 PY[95% CI: 3.0, 4.1] and 3.4 per 100 PY [95% CI: 2.8, 4.0]) and female
participants (2.9 per 100 PY [95% CI: 2.4, 3.5] and 3.2 per 100 PY [95% CI: 2.6, 3.7]).

HIV+ Participants

From Dose 1 to the unblinding date, IRs of at least 1 SAE in participants with stable HIV disease 
were similar in the BNT162b2 group (6.6 per 100 PY [95% CI: 0.8, 23.9]) and the placebo group 
(6.9 per 100 PY [95% CI: 0.8, 25.1]) with 2 participants reporting at least 1 SAE in each group.

 1 participant in the BNT162b2 group had an SAE of pneumonia 86 days after Dose 2 
which lasted 8 days and resolved

 1 participant in the BNT162b2 group had a fatal SAE of road traffic accident 73 days 
after Dose 2

 1 participant in the placebo group had an SAE of breast cancer 71 days after Dose 2 that 
was continuing at the data cutoff date.

 1 participant in the placebo group had an SAE of diabetes mellitus 68 days after Dose 2, 
and then had COVID-19 pneumonia 72 days after Dose 2 which lasted 4 days and resulted 
in death (see Section 2.5.5.5.4.1). The participant had a history of asthma, HIV, 
hypertension, and obesity and then was diagnosed with diabetes mellitus 68 days after 
Dose 2; 4 days after the diagnosis, the participant presented in the emergency room with an 
elevated blood glucose level and was admitted. Laboratory tests on the following day 
included a SARS-CoV-2 PCR test, which was positive; 2 days later, a second test 
confirmed the COVID-19 positive diagnosis. The following day (75 days after Dose 2), the 
participant died due to disease progression and COVID-19 pneumonia. The investigator 
concluded that the events of diabetes mellitus and COVID-19 pneumonia were not related 
to study intervention. Note, this participant had COVID-19 diagnosed based on a local test 
that could not be confirmed as protocol-approved and was not subsequently confirmed by a 
test result from the central laboratory (therefore not included in efficacy analyses).
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2.5.5.5.5.3. Open-Label Follow-Up Period – Original BNT162b2 Participants
SAEs reported from the unblinding date to the data cutoff date for the originally randomized 
BNT162b2 group during the open-label follow-up period are presented in Module 5.3.5.1 
C4591001 6-Month Update Interim CSR Supplemental Table 14.180.

From the unblinding date to the data cutoff date, the IR of at least 1 SAE was 2.0 per 100 PY
(95% CI: 1.5, 2.6) in original BNT162b2 participants. 

One younger participant with no past medical history had a life-threatening SAE of 
myocardial infarction 71 days after Dose 2 that was assessed by the investigator as related to 
study intervention, which lasted 1 day and resolved the same day. 

2.5.5.5.5.4. Cumulative Blinded and Open-Label Follow-Up Periods from Dose 1 to 
6 Months After Dose 2 – BNT162b2 Group

From Dose 1 to 6 months after Dose 2, during the blinded and open-label follow-up periods, 
190 (1.6%) participants in the BNT162b2 group reported at least 1 SAE (Table 69). 

Two of the SAEs in the BNT162b2 group (SIRVA and paresthesia; see Section 2.5.5.5.5.1
and Section 2.5.5.5.5.2, respectively) were assessed by the investigator as related to study 
intervention (Table 60). 

The number of participants who reported at least 1 SAE was 73 (1.1%) and 117 (2.2%) in the 
younger and older age groups, respectively.

Comparison of SAEs reported from Dose 1 to 1 month after Dose 2 to SAEs reported from 1 
month after Dose 2 to 6 months after Dose 2 shows that the frequency of SAEs increased from 
0.5% to 1.1%, respectively. The following SOCs had the largest increase in SAEs (from 
Dose 1 to 1 month after Dose 2 vs 1 month after Dose 2 to 6 months after Dose 2):  

 Neoplasms, benign, malignant, unspecified including cysts and polyps: 4 (0.0%) vs 21 (0.2%)
 Injury, poisoning, and procedural complications: 2 (0.0%) vs 14 (0.1%)
 Infections and infestations: 14 (0.1%) vs 22 (0.2%)
 Gastrointestinal disorders: 4 (0.0%) vs 10 (0.1%)
 Respiratory, thoracic, and mediastinal disorders: 2 (0.0%) vs 8 (0.1%)
 Hepatobiliary disorders: 3 (0.0%) vs 8 (0.1%)

09
01

77
e1

96
ec

b5
62

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 3
0-

A
pr

-2
02

1 
20

:1
2 

(G
M

T
)

FDA-CBER-2021-5683-0002664



BNT162b2
2.5 Clinical Overview

CONFIDENTIAL
Page 285

Table 69. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by System Organ Class and Preferred 
Term – Subjects With at Least 6 Months of Follow-up Time After Dose 2 –
Phase 2/3 Subjects ≥16 Years of Age (Subjects Who Originally Received 
BNT162b2) – Safety Population

Vaccine Group (as 
Administered)

BNT162b2 (30 μg)
(Na=12006)

System Organ Class
Preferred Term

nb (%) (95% CIc)

Any event 190 (1.6) (1.4, 1.8)

BLOOD AND LYMPHATIC SYSTEM DISORDERS 1 (0.0) (0.0, 0.0)
Pancytopenia 1 (0.0) (0.0, 0.0)

CARDIAC DISORDERS 27 (0.2) (0.1, 0.3)
Acute myocardial infarction 4 (0.0) (0.0, 0.1)
Atrial fibrillation 4 (0.0) (0.0, 0.1)
Myocardial infarction 4 (0.0) (0.0, 0.1)
Angina pectoris 3 (0.0) (0.0, 0.1)
Angina unstable 2 (0.0) (0.0, 0.1)
Cardiac failure congestive 2 (0.0) (0.0, 0.1)
Acute coronary syndrome 1 (0.0) (0.0, 0.0)
Arrhythmia supraventricular 1 (0.0) (0.0, 0.0)
Atrial flutter 1 (0.0) (0.0, 0.0)
Bradycardia 1 (0.0) (0.0, 0.0)
Cardiac arrest 1 (0.0) (0.0, 0.0)
Coronary artery disease 1 (0.0) (0.0, 0.0)
Coronary artery occlusion 1 (0.0) (0.0, 0.0)
Pericarditis 1 (0.0) (0.0, 0.0)
Ventricular tachycardia 1 (0.0) (0.0, 0.0)

EAR AND LABYRINTH DISORDERS 1 (0.0) (0.0, 0.0)
Vertigo 1 (0.0) (0.0, 0.0)

EYE DISORDERS 4 (0.0) (0.0, 0.1)
Choroidal neovascularisation 1 (0.0) (0.0, 0.0)
Diplopia 1 (0.0) (0.0, 0.0)
Ophthalmic vein thrombosis 1 (0.0) (0.0, 0.0)
Retinal tear 1 (0.0) (0.0, 0.0)

GASTROINTESTINAL DISORDERS 14 (0.1) (0.1, 0.2)
Colitis 2 (0.0) (0.0, 0.1)
Gastritis 2 (0.0) (0.0, 0.1)
Small intestinal obstruction 2 (0.0) (0.0, 0.1)
Abdominal pain upper 1 (0.0) (0.0, 0.0)
Food poisoning 1 (0.0) (0.0, 0.0)
Gastrointestinal haemorrhage 1 (0.0) (0.0, 0.0)
Haematemesis 1 (0.0) (0.0, 0.0)
Haemorrhoids 1 (0.0) (0.0, 0.0)
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Table 69. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by System Organ Class and Preferred 
Term – Subjects With at Least 6 Months of Follow-up Time After Dose 2 –
Phase 2/3 Subjects ≥16 Years of Age (Subjects Who Originally Received 
BNT162b2) – Safety Population

Vaccine Group (as 
Administered)

BNT162b2 (30 μg)
(Na=12006)

System Organ Class
Preferred Term

nb (%) (95% CIc)

Impaired gastric emptying 1 (0.0) (0.0, 0.0)
Intestinal obstruction 1 (0.0) (0.0, 0.0)
Obstructive pancreatitis 1 (0.0) (0.0, 0.0)
Pancreatitis 1 (0.0) (0.0, 0.0)

GENERAL DISORDERS AND ADMINISTRATION SITE CONDITIONS 7 (0.1) (0.0, 0.1)
Chest pain 2 (0.0) (0.0, 0.1)
Non-cardiac chest pain 2 (0.0) (0.0, 0.1)
Asthenia 1 (0.0) (0.0, 0.0)
Shoulder injury related to vaccine administration 1 (0.0) (0.0, 0.0)
Vascular stent occlusion 1 (0.0) (0.0, 0.0)

HEPATOBILIARY DISORDERS 11 (0.1) (0.0, 0.2)
Cholecystitis acute 3 (0.0) (0.0, 0.1)
Cholelithiasis 3 (0.0) (0.0, 0.1)
Bile duct stone 2 (0.0) (0.0, 0.1)
Biliary colic 2 (0.0) (0.0, 0.1)
Cholecystitis 1 (0.0) (0.0, 0.0)
Cholelithiasis obstructive 1 (0.0) (0.0, 0.0)
Portosplenomesenteric venous thrombosis 1 (0.0) (0.0, 0.0)

IMMUNE SYSTEM DISORDERS 2 (0.0) (0.0, 0.1)
Anaphylactic reaction 1 (0.0) (0.0, 0.0)
Drug hypersensitivity 1 (0.0) (0.0, 0.0)

INFECTIONS AND INFESTATIONS 36 (0.3) (0.2, 0.4)
Appendicitis 10 (0.1) (0.0, 0.2)
Diverticulitis 3 (0.0) (0.0, 0.1)
Pneumonia 3 (0.0) (0.0, 0.1)
Cellulitis 2 (0.0) (0.0, 0.1)
Pyelonephritis 2 (0.0) (0.0, 0.1)
Abscess 1 (0.0) (0.0, 0.0)
Appendicitis perforated 1 (0.0) (0.0, 0.0)
Arthritis bacterial 1 (0.0) (0.0, 0.0)
Bacteraemia 1 (0.0) (0.0, 0.0)
Bacterial sepsis 1 (0.0) (0.0, 0.0)
Clostridium difficile colitis 1 (0.0) (0.0, 0.0)
Device related infection 1 (0.0) (0.0, 0.0)
Empyema 1 (0.0) (0.0, 0.0)
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Table 69. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by System Organ Class and Preferred 
Term – Subjects With at Least 6 Months of Follow-up Time After Dose 2 –
Phase 2/3 Subjects ≥16 Years of Age (Subjects Who Originally Received 
BNT162b2) – Safety Population

Vaccine Group (as 
Administered)

BNT162b2 (30 μg)
(Na=12006)

System Organ Class
Preferred Term

nb (%) (95% CIc)

Endocarditis 1 (0.0) (0.0, 0.0)
Escherichia urinary tract infection 1 (0.0) (0.0, 0.0)
Gangrene 1 (0.0) (0.0, 0.0)
Gastroenteritis 1 (0.0) (0.0, 0.0)
Herpes zoster oticus 1 (0.0) (0.0, 0.0)
Meningitis bacterial 1 (0.0) (0.0, 0.0)
Penile infection 1 (0.0) (0.0, 0.0)
Peritoneal abscess 1 (0.0) (0.0, 0.0)
Peritonitis 1 (0.0) (0.0, 0.0)
Peritonsillar abscess 1 (0.0) (0.0, 0.0)
Postoperative abscess 1 (0.0) (0.0, 0.0)
Sepsis 1 (0.0) (0.0, 0.0)
Subcutaneous abscess 1 (0.0) (0.0, 0.0)
Urinary tract infection 1 (0.0) (0.0, 0.0)

INJURY, POISONING AND PROCEDURAL COMPLICATIONS 16 (0.1) (0.1, 0.2)
Ankle fracture 2 (0.0) (0.0, 0.1)
Road traffic accident 2 (0.0) (0.0, 0.1)
Wrist fracture 2 (0.0) (0.0, 0.1)
Burns second degree 1 (0.0) (0.0, 0.0)
Burns third degree 1 (0.0) (0.0, 0.0)
Cervical vertebral fracture 1 (0.0) (0.0, 0.0)
Craniocerebral injury 1 (0.0) (0.0, 0.0)
Facial bones fracture 1 (0.0) (0.0, 0.0)
Fall 1 (0.0) (0.0, 0.0)
Head injury 1 (0.0) (0.0, 0.0)
Humerus fracture 1 (0.0) (0.0, 0.0)
Patella fracture 1 (0.0) (0.0, 0.0)
Pelvic fracture 1 (0.0) (0.0, 0.0)
Procedural dizziness 1 (0.0) (0.0, 0.0)
Spinal cord injury cervical 1 (0.0) (0.0, 0.0)
Tibia fracture 1 (0.0) (0.0, 0.0)
Traumatic intracranial haemorrhage 1 (0.0) (0.0, 0.0)
Upper limb fracture 1 (0.0) (0.0, 0.0)

INVESTIGATIONS 1 (0.0) (0.0, 0.0)
Cardiac stress test abnormal 1 (0.0) (0.0, 0.0)
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Table 69. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by System Organ Class and Preferred 
Term – Subjects With at Least 6 Months of Follow-up Time After Dose 2 –
Phase 2/3 Subjects ≥16 Years of Age (Subjects Who Originally Received 
BNT162b2) – Safety Population

Vaccine Group (as 
Administered)

BNT162b2 (30 μg)
(Na=12006)

System Organ Class
Preferred Term

nb (%) (95% CIc)

METABOLISM AND NUTRITION DISORDERS 3 (0.0) (0.0, 0.1)
Diabetic ketoacidosis 1 (0.0) (0.0, 0.0)
Hypoglycaemia 1 (0.0) (0.0, 0.0)
Hypokalaemia 1 (0.0) (0.0, 0.0)

MUSCULOSKELETAL AND CONNECTIVE TISSUE DISORDERS 9 (0.1) (0.0, 0.1)
Osteoarthritis 4 (0.0) (0.0, 0.1)
Arthritis 1 (0.0) (0.0, 0.0)
Intervertebral disc compression 1 (0.0) (0.0, 0.0)
Intervertebral disc degeneration 1 (0.0) (0.0, 0.0)
Intervertebral disc protrusion 1 (0.0) (0.0, 0.0)
Osteochondritis 1 (0.0) (0.0, 0.0)

NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED (INCL CYSTS AND 
POLYPS)

25 (0.2) (0.1, 0.3)

Breast cancer 2 (0.0) (0.0, 0.1)
Invasive ductal breast carcinoma 2 (0.0) (0.0, 0.1)
Prostate cancer 2 (0.0) (0.0, 0.1)
Acute myeloid leukaemia 1 (0.0) (0.0, 0.0)
Adenocarcinoma pancreas 1 (0.0) (0.0, 0.0)
Adrenal gland cancer 1 (0.0) (0.0, 0.0)
Benign hydatidiform mole 1 (0.0) (0.0, 0.0)
Bladder cancer 1 (0.0) (0.0, 0.0)
Borderline serous tumour of ovary 1 (0.0) (0.0, 0.0)
Brain cancer metastatic 1 (0.0) (0.0, 0.0)
Breast cancer in situ 1 (0.0) (0.0, 0.0)
Carcinoid tumour of the stomach 1 (0.0) (0.0, 0.0)
Colon adenoma 1 (0.0) (0.0, 0.0)
Gallbladder cancer stage II 1 (0.0) (0.0, 0.0)
Gastric cancer 1 (0.0) (0.0, 0.0)
Malignant melanoma 1 (0.0) (0.0, 0.0)
Non-small cell lung cancer stage IV 1 (0.0) (0.0, 0.0)
Skin cancer 1 (0.0) (0.0, 0.0)
Squamous cell carcinoma 1 (0.0) (0.0, 0.0)
Thyroid cancer 1 (0.0) (0.0, 0.0)
Transitional cell carcinoma 1 (0.0) (0.0, 0.0)
Uterine cancer 1 (0.0) (0.0, 0.0)

09
01

77
e1

96
ec

b5
62

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 3
0-

A
pr

-2
02

1 
20

:1
2 

(G
M

T
)

FDA-CBER-2021-5683-0002668



BNT162b2
2.5 Clinical Overview

CONFIDENTIAL
Page 289

Table 69. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by System Organ Class and Preferred 
Term – Subjects With at Least 6 Months of Follow-up Time After Dose 2 –
Phase 2/3 Subjects ≥16 Years of Age (Subjects Who Originally Received 
BNT162b2) – Safety Population

Vaccine Group (as 
Administered)

BNT162b2 (30 μg)
(Na=12006)

System Organ Class
Preferred Term

nb (%) (95% CIc)

NERVOUS SYSTEM DISORDERS 23 (0.2) (0.1, 0.3)
Subarachnoid haemorrhage 3 (0.0) (0.0, 0.1)
Cerebrovascular accident 2 (0.0) (0.0, 0.1)
Dizziness 2 (0.0) (0.0, 0.1)
Optic neuritis 2 (0.0) (0.0, 0.1)
Syncope 2 (0.0) (0.0, 0.1)
Transient ischaemic attack 2 (0.0) (0.0, 0.1)
Carpal tunnel syndrome 1 (0.0) (0.0, 0.0)
Idiopathic intracranial hypertension 1 (0.0) (0.0, 0.0)
Intracranial aneurysm 1 (0.0) (0.0, 0.0)
Ischaemic stroke 1 (0.0) (0.0, 0.0)
Paraesthesia 1 (0.0) (0.0, 0.0)
Peripheral nerve lesion 1 (0.0) (0.0, 0.0)
Seizure 1 (0.0) (0.0, 0.0)
Toxic encephalopathy 1 (0.0) (0.0, 0.0)
Transient global amnesia 1 (0.0) (0.0, 0.0)
Uraemic encephalopathy 1 (0.0) (0.0, 0.0)

PREGNANCY, PUERPERIUM AND PERINATAL CONDITIONS 2 (0.0) (0.0, 0.1)
Abortion spontaneous 2 (0.0) (0.0, 0.1)

PSYCHIATRIC DISORDERS 1 (0.0) (0.0, 0.0)
Suicide attempt 1 (0.0) (0.0, 0.0)

RENAL AND URINARY DISORDERS 9 (0.1) (0.0, 0.1)
Nephrolithiasis 5 (0.0) (0.0, 0.1)
Acute kidney injury 2 (0.0) (0.0, 0.1)
Renal colic 1 (0.0) (0.0, 0.0)
Subcapsular renal haematoma 1 (0.0) (0.0, 0.0)

REPRODUCTIVE SYSTEM AND BREAST DISORDERS 3 (0.0) (0.0, 0.1)
Breast hyperplasia 1 (0.0) (0.0, 0.0)
Endometrial thickening 1 (0.0) (0.0, 0.0)
Endometriosis 1 (0.0) (0.0, 0.0)
Ovarian cyst 1 (0.0) (0.0, 0.0)
Uterine prolapse 1 (0.0) (0.0, 0.0)

RESPIRATORY, THORACIC AND MEDIASTINAL DISORDERS 10 (0.1) (0.0, 0.2)
Pulmonary embolism 4 (0.0) (0.0, 0.1)
Chronic obstructive pulmonary disease 2 (0.0) (0.0, 0.1)
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Table 69. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by System Organ Class and Preferred 
Term – Subjects With at Least 6 Months of Follow-up Time After Dose 2 –
Phase 2/3 Subjects ≥16 Years of Age (Subjects Who Originally Received 
BNT162b2) – Safety Population

Vaccine Group (as 
Administered)

BNT162b2 (30 μg)
(Na=12006)

System Organ Class
Preferred Term

nb (%) (95% CIc)

Dyspnoea 1 (0.0) (0.0, 0.0)
Dyspnoea exertional 1 (0.0) (0.0, 0.0)
Interstitial lung disease 1 (0.0) (0.0, 0.0)
Pneumonitis 1 (0.0) (0.0, 0.0)

SOCIAL CIRCUMSTANCES 1 (0.0) (0.0, 0.0)
Miscarriage of partner 1 (0.0) (0.0, 0.0)

SURGICAL AND MEDICAL PROCEDURES 1 (0.0) (0.0, 0.0)
Finger amputation 1 (0.0) (0.0, 0.0)

VASCULAR DISORDERS 6 (0.0) (0.0, 0.1)
Aortic aneurysm 3 (0.0) (0.0, 0.1)
Deep vein thrombosis 2 (0.0) (0.0, 0.1)
Arterial occlusive disease 1 (0.0) (0.0, 0.0)
Hypertension 1 (0.0) (0.0, 0.0)

Note: MedDRA (v23.1) coding dictionary applied. 
a. N = number of subjects in the specified group. This value is the denominator for the percentage calculations. 
b. n = Number of subjects reporting at least 1 occurrence of the specified event. For "any event," n = number of subjects 
reporting at least 1 occurrence of any event. 
c. Exact 2-sided CI based on the Clopper and Pearson method. 
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (20:15) Source Data: adae Table Generation: 27MAR2021 
(02:16)
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: 
./nda2 unblinded/C4591001 BLA/adae s130 pd2 ser p3 saf 

2.5.5.5.5.5. Open-Label Follow-Up Period – Original Placebo Participants Who 
Received BNT162b2

From Dose 3 (first dose of BNT162b2) to the data cutoff date, the IR of at least 1 SAE in 
original placebo participants who then received BNT162b2 was 2.7 per 100 PY (95% CI: 
2.1, 3.5) (Table 70). 

One SAE was assessed by the investigator as related to study intervention (Table 65). This 
participant in the younger age group  had an ongoing medical history of seasonal and food 
allergies and drug hypersensitivity, had an anaphylactoid reaction 2 days post Dose 3, with 
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an event duration of 1 day; the event was reported as an SAE, reported as resolved, and the 
participant withdrew from the study (also described in Section 2.5.5.5.7.1).

Table 70. Incidence Rates of at Least 1 Serious Adverse Event From Dose 3 to Data 
Cutoff Date (13MAR2021), by System Organ Class and Preferred Term –
Open-Label Follow-up Period – Subjects Who Originally Received Placebo 
and Then Received BNT162b2 After Unblinding – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=19525, TEb=23.8)

System Organ Class
Preferred Term

nc IR (/100 PY)d (95% CIe)

Any event 65 2.7 (2.1, 3.5)

CARDIAC DISORDERS 8 0.3 (0.1, 0.7)
Acute myocardial infarction 1 0.0 (0.0, 0.2)
Arrhythmia 1 0.0 (0.0, 0.2)
Arteriospasm coronary 1 0.0 (0.0, 0.2)
Atrial fibrillation 2 0.1 (0.0, 0.3)
Cardiac failure congestive 1 0.0 (0.0, 0.2)
Cardio-respiratory arrest 1 0.0 (0.0, 0.2)
Cardiovascular disorder 1 0.0 (0.0, 0.2)
Ischaemic cardiomyopathy 1 0.0 (0.0, 0.2)
Myocardial infarction 1 0.0 (0.0, 0.2)

CONGENITAL, FAMILIAL AND GENETIC DISORDERS 1 0.0 (0.0, 0.2)
Hypertrophic cardiomyopathy 1 0.0 (0.0, 0.2)

EAR AND LABYRINTH DISORDERS 1 0.0 (0.0, 0.2)
Vertigo 1 0.0 (0.0, 0.2)

EYE DISORDERS 1 0.0 (0.0, 0.2)
Diplopia 1 0.0 (0.0, 0.2)

GASTROINTESTINAL DISORDERS 8 0.3 (0.1, 0.7)
Anal prolapse 1 0.0 (0.0, 0.2)
Gastrointestinal haemorrhage 1 0.0 (0.0, 0.2)
Gastrointestinal necrosis 1 0.0 (0.0, 0.2)
Gastrooesophageal reflux disease 1 0.0 (0.0, 0.2)
Intestinal obstruction 1 0.0 (0.0, 0.2)
Intestinal ulcer perforation 1 0.0 (0.0, 0.2)
Pancreatitis acute 2 0.1 (0.0, 0.3)
Small intestinal obstruction 1 0.0 (0.0, 0.2)

GENERAL DISORDERS AND ADMINISTRATION SITE CONDITIONS 3 0.1 (0.0, 0.4)
Drug withdrawal syndrome 1 0.0 (0.0, 0.2)
Fatigue 1 0.0 (0.0, 0.2)
Pelvic mass 1 0.0 (0.0, 0.2)
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Table 70. Incidence Rates of at Least 1 Serious Adverse Event From Dose 3 to Data 
Cutoff Date (13MAR2021), by System Organ Class and Preferred Term –
Open-Label Follow-up Period – Subjects Who Originally Received Placebo 
and Then Received BNT162b2 After Unblinding – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=19525, TEb=23.8)

System Organ Class
Preferred Term

nc IR (/100 PY)d (95% CIe)

HEPATOBILIARY DISORDERS 2 0.1 (0.0, 0.3)
Cholecystitis 1 0.0 (0.0, 0.2)
Hepatitis acute 1 0.0 (0.0, 0.2)

IMMUNE SYSTEM DISORDERS 1 0.0 (0.0, 0.2)
Anaphylactoid reaction 1 0.0 (0.0, 0.2)

INFECTIONS AND INFESTATIONS 4 0.2 (0.0, 0.4)
Appendicitis perforated 1 0.0 (0.0, 0.2)
COVID-19 pneumonia 1 0.0 (0.0, 0.2)
Clostridium difficile infection 1 0.0 (0.0, 0.2)
Focal peritonitis 1 0.0 (0.0, 0.2)
Pelvic abscess 1 0.0 (0.0, 0.2)
Pneumonia 1 0.0 (0.0, 0.2)
Urosepsis 1 0.0 (0.0, 0.2)

INJURY, POISONING AND PROCEDURAL COMPLICATIONS 6 0.3 (0.1, 0.5)
Ankle fracture 1 0.0 (0.0, 0.2)
Fall 1 0.0 (0.0, 0.2)
Lower limb fracture 1 0.0 (0.0, 0.2)
Postoperative ileus 1 0.0 (0.0, 0.2)
Scapula fracture 1 0.0 (0.0, 0.2)
Spinal fracture 1 0.0 (0.0, 0.2)
Traumatic intracranial haemorrhage 1 0.0 (0.0, 0.2)

METABOLISM AND NUTRITION DISORDERS 1 0.0 (0.0, 0.2)
Diabetes mellitus inadequate control 1 0.0 (0.0, 0.2)

MUSCULOSKELETAL AND CONNECTIVE TISSUE DISORDERS 4 0.2 (0.0, 0.4)
Myalgia 1 0.0 (0.0, 0.2)
Osteoarthritis 3 0.1 (0.0, 0.4)

NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED (INCL CYSTS 
AND POLYPS)

5 0.2 (0.1, 0.5)

Brain neoplasm 1 0.0 (0.0, 0.2)
Breast cancer 1 0.0 (0.0, 0.2)
Breast cancer stage II 1 0.0 (0.0, 0.2)
Hepatic cancer 1 0.0 (0.0, 0.2)
Non-small cell lung cancer stage III 1 0.0 (0.0, 0.2)

NERVOUS SYSTEM DISORDERS 9 0.4 (0.2, 0.7)
Brachial plexopathy 1 0.0 (0.0, 0.2)
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Table 70. Incidence Rates of at Least 1 Serious Adverse Event From Dose 3 to Data 
Cutoff Date (13MAR2021), by System Organ Class and Preferred Term –
Open-Label Follow-up Period – Subjects Who Originally Received Placebo 
and Then Received BNT162b2 After Unblinding – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=19525, TEb=23.8)

System Organ Class
Preferred Term

nc IR (/100 PY)d (95% CIe)

Cerebrovascular accident 4 0.2 (0.0, 0.4)
Seizure 1 0.0 (0.0, 0.2)
Syncope 1 0.0 (0.0, 0.2)
Transient ischaemic attack 2 0.1 (0.0, 0.3)

PSYCHIATRIC DISORDERS 5 0.2 (0.1, 0.5)
Alcohol withdrawal syndrome 1 0.0 (0.0, 0.2)
Anxiety 1 0.0 (0.0, 0.2)
Bipolar disorder 1 0.0 (0.0, 0.2)
Completed suicide 1 0.0 (0.0, 0.2)
Depression 1 0.0 (0.0, 0.2)
Major depression 1 0.0 (0.0, 0.2)
Suicide attempt 1 0.0 (0.0, 0.2)

RENAL AND URINARY DISORDERS 2 0.1 (0.0, 0.3)
Nephrolithiasis 1 0.0 (0.0, 0.2)
Urinary tract obstruction 1 0.0 (0.0, 0.2)

RESPIRATORY, THORACIC AND MEDIASTINAL DISORDERS 8 0.3 (0.1, 0.7)
Acute respiratory failure 2 0.1 (0.0, 0.3)
Chronic obstructive pulmonary disease 1 0.0 (0.0, 0.2)
Dyspnoea 1 0.0 (0.0, 0.2)
Pulmonary embolism 4 0.2 (0.0, 0.4)

VASCULAR DISORDERS 5 0.2 (0.1, 0.5)
Aortic stenosis 1 0.0 (0.0, 0.2)
Deep vein thrombosis 2 0.1 (0.0, 0.3)
Hypertension 1 0.0 (0.0, 0.2)
Thrombosis 1 0.0 (0.0, 0.2)
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Table 70. Incidence Rates of at Least 1 Serious Adverse Event From Dose 3 to Data 
Cutoff Date (13MAR2021), by System Organ Class and Preferred Term –
Open-Label Follow-up Period – Subjects Who Originally Received Placebo 
and Then Received BNT162b2 After Unblinding – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=19525, TEb=23.8)

System Organ Class
Preferred Term

nc IR (/100 PY)d (95% CIe)

Note: Dose 3 = First dose of BNT162b2 (30 μg).
Note: MedDRA (v23.1) coding dictionary applied.
a. N = number of subjects in the specified group. 
b. TE = total exposure time in 100 person-years across all subjects in the specified group. Exposure time for a subject is 
the time from Dose 3 to data cutoff date. This value is the denominator for the incidence rate calculation.
c. n = Number of subjects reporting at least 1 occurrence of the specified event. For "any event," n = number of subjects 
reporting at least 1 occurrence of any event.
d. Incidence rate (IR) is calculated as number of subjects reporting the event/total exposure time in 100 person-years 
(PY) across all subjects in the specified group.
e. 2-sided CI based on Poisson distribution.
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (20:15) Source Data: adae Table Generation: 27MAR2021 
(02:16) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: 
./nda2_unblinded/C4591001_BLA/adae_s131_sae_exp_p3x_saf 

Subgroup Analyses

Two participants reported SAEs among baseline SARS-CoV-2 positive original placebo 
participants who then received BNT162b2. Based on this small number, meaningful 
comparison with baseline negative participants is not possible.

Open-Label Follow-Up Period – Original Placebo Participants who had COVID-19 
Occurrence After Dose 1 and Then Received BNT162b2

SAEs reported among original placebo participants who had COVID-19 occurrence after 
Dose 1 and then received BNT162b2 in the open-label follow-up period are presented in 
Module 5.3.5.1 C4591001 6-Month Update Interim CSR Supplemental Table 14.186.

For original placebo participants who had COVID-19 occurrence after Dose 1 and then 
received BNT162b2, the IR for at least 1 SAE was 3.4 per 100 PY (95% CI: 0.7, 10.0). 
These SAEs occurred in 3 participants. 

 1 participant with a significant past medical history of deep vein thrombosis and 
COVID-19 in the placebo-controlled follow-up period, and had a grade 3 SAE of 
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pulmonary embolism 6 days post Dose 4, which lasted 2 days and resolved with sequelae. 
The SAE was assessed as not related to the study intervention by the investigator.

 1 participant with a past medical history of hypertension, hypercholesterolemia, coronary 
artery disease, and a coronary artery bypass in 2006, had a grade 3 SAE of myocardial 
infarction 16 days post Dose 3, which lasted 4 days and resolved with sequelae. The SAE 
was assessed and not related to the study intervention by the investigator.

 1 participant in the older age group had 4 SAEs, all assessed by the investigator as not 
related to study intervention:

 2 grade 3 SAEs of urosepsis and acute hypoxic respiratory failure; both occurred 
7 days post Dose 3, lasted 5 days, and resolved.

 grade 3 SAE of non-small cell lung cancer (stage III), occurred 31 days post Dose 4,
and was continuing at the data cutoff date.

 grade 2 SAE of Clostridium difficile infection occurred 47 days post Dose 4 and was 
continuing at the data cutoff date. 

2.5.5.5.6. Adverse Events Leading to Withdrawal – Phase 2/3 
Note, several participants remain in the study but were erroneously reported as withdrawn 
because of AEs, which was subsequently queried and corrected as described in 
Module 5.3.5.1 C4591001 6-Month Update Interim CSR Errata.

2.5.5.5.6.1. Blinded Follow-Up Period from Dose 1 Through 1 Month After Dose 2
From Dose 1 to 1 month after Dose 2, few participants in the BNT162b2 group (0.1%) and in 
the placebo group (0.2%) were withdrawn because of AEs (Table 71).

There were 32 participants in the BNT162b2 group and 36 participants in the placebo group 
had an AE leading to withdrawal (Table 71). The most common SOCs with PTs leading to 
withdrawal in either vaccine group included:

 6 participants in the BNT162b2 group and 2 participants in the placebo group who 
withdrew from the study due to AEs in the SOC of general disorders and administration 
site conditions (BNT162b2 group: injection site pain [2 participants] and chills, facial 
pain, injection site dermatitis, injection site swelling, pyrexia, and swelling face 
[1 participant each]; placebo group: death and fatigue [1 participant each]).

 5 participants in the BNT162b2 group and 6 participants in the placebo group withdrew 
from the study due to AEs in the SOC of injury, poisoning and procedural complications 
(BNT162b2 group: exposure during pregnancy, maternal exposure during pregnancy 
[2 participants each] and alcohol poisoning [1 participant]; placebo group: exposure 
during pregnancy [5 participants] and overdose [1 participant].

 3 participants in the BNT162b2 group and 5 participants in the placebo group withdrew 
from the study due to AEs in the SOC cardiac disorders (BNT162b2 group: cardiac 
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arrest, coronary artery disease and tachycardia [1 participant each]; placebo group: atrial 
fibrillation [2 participants], cardiac failure congestive, coronary artery occlusion, and 
myocardial infarction [1 participant each]).

 3 participants in the BNT162b2 group and 6 participants in the placebo group withdrew 
from the study due to AEs in the SOC of nervous system disorders (BNT162b2 group: 
headache [3 participants]; placebo group: dizziness [2 participants], amnesia, cerebral 
infarction, hemorrhagic stroke, paraparesis, and Parkinsonism [1 participant each]).

 3 participants in the BNT162b2 group and 6 participants in the placebo group withdrew 
from the study due to AEs in the SOC of gastrointestinal disorders (BNT162b2 group: 
abdominal pain upper, gastrointestinal hemorrhage, and paresthesia oral [1 participant 
each]; placebo group: diarrhea [2 participants], diverticular perforation, dry mouth, 
dysphagia, and nausea [1 participant each]).

No clinically meaningful differences in AEs leading to withdrawal were observed by age 
subgroups.

Table 71. Number (%) of Subjects Withdrawn Because of Adverse Events From 
Dose 1 to 1 Month After Dose 2, by System Organ Class and Preferred 
Term – Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects 
≥16 Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Any event 32 (0.1) (0.1, 0.2) 36 (0.2) (0.1, 0.2)

BLOOD AND LYMPHATIC SYSTEM DISORDERS 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Lymphadenopathy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

CARDIAC DISORDERS 3 (0.0) (0.0, 0.0) 5 (0.0) (0.0, 0.1)
Atrial fibrillation 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Cardiac arrest 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Cardiac failure congestive 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Coronary artery disease 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Coronary artery occlusion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Myocardial infarction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Tachycardia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

EAR AND LABYRINTH DISORDERS 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Deafness unilateral 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Vertigo 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
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Table 71. Number (%) of Subjects Withdrawn Because of Adverse Events From 
Dose 1 to 1 Month After Dose 2, by System Organ Class and Preferred 
Term – Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects 
≥16 Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

EYE DISORDERS 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Eye pain 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Visual impairment 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

GASTROINTESTINAL DISORDERS 3 (0.0) (0.0, 0.0) 6 (0.0) (0.0, 0.1)
Diarrhoea 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Abdominal pain upper 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Diverticular perforation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Dry mouth 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Dysphagia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Gastrointestinal haemorrhage 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Nausea 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Paraesthesia oral 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

GENERAL DISORDERS AND ADMINISTRATION SITE 
CONDITIONS

6 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.0)

Injection site pain 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Chills 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Death 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Facial pain 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Fatigue 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Injection site dermatitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Injection site swelling 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Pyrexia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Swelling face 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

IMMUNE SYSTEM DISORDERS 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Drug hypersensitivity 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)

INFECTIONS AND INFESTATIONS 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Shigella sepsis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)

INJURY, POISONING AND PROCEDURAL COMPLICATIONS 5 (0.0) (0.0, 0.1) 6 (0.0) (0.0, 0.1)
Exposure during pregnancy 2 (0.0) (0.0, 0.0) 5 (0.0) (0.0, 0.1)
Maternal exposure during pregnancy 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Alcohol poisoning 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Overdose 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

INVESTIGATIONS 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Heart rate irregular 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

MUSCULOSKELETAL AND CONNECTIVE TISSUE 
DISORDERS

1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)

Myalgia 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)
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Table 71. Number (%) of Subjects Withdrawn Because of Adverse Events From 
Dose 1 to 1 Month After Dose 2, by System Organ Class and Preferred 
Term – Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects 
≥16 Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED 
(INCL CYSTS AND POLYPS)

3 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0)

Adenocarcinoma gastric 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Biliary cancer metastatic 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Lymphoproliferative disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Metastases to central nervous system 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Metastases to liver 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

NERVOUS SYSTEM DISORDERS 3 (0.0) (0.0, 0.0) 6 (0.0) (0.0, 0.1)
Headache 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Dizziness 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Amnesia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Cerebral infarction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Haemorrhagic stroke 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Paraparesis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Parkinsonism 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

PSYCHIATRIC DISORDERS 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Depression 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Depression suicidal 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Panic attack 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Suicide attempt 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

RESPIRATORY, THORACIC AND MEDIASTINAL DISORDERS 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Pulmonary embolism 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Respiratory arrest 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

SKIN AND SUBCUTANEOUS TISSUE DISORDERS 2 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0)
Urticaria 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Diabetic foot 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
Eczema 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Pruritus 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)
Rash maculo-papular 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0)

VASCULAR DISORDERS 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Hypertension 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0)
Arteriosclerosis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0)
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Table 71. Number (%) of Subjects Withdrawn Because of Adverse Events From 
Dose 1 to 1 Month After Dose 2, by System Organ Class and Preferred 
Term – Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects 
≥16 Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926)

Placebo
(Na=21921)

System Organ Class
Preferred Term

nb (%) (95% CIc) nb (%) (95% CIc)

Note: MedDRA (v23.1) coding dictionary applied. 
a. N = number of subjects in the specified group. This value is the denominator for the percentage calculations. 
b. n = Number of subjects reporting at least 1 occurrence of the specified event. For "any event," n = number of subjects 
reporting at least 1 occurrence of any event. 
c. Exact 2-sided CI based on the Clopper and Pearson method. 
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (20:15) Source Data: adae Table Generation: 27MAR2021 
(02:10) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: 
./nda2 unblinded/C4591001 BLA/adae s130 1md2 wd p3 saf 

2.5.5.5.6.2. Blinded Follow-Up Period from Dose 1 to the Unblinding Date
AEs leading to withdrawal reported from Dose 1 to the unblinding date during the blinded 
placebo-controlled follow-up period are presented in Module 5.3.5.1 C4591001 6-Month 
Update Interim CSR Supplemental Table 14.189.

From Dose 1 to the unblinding date, the IRs of participants withdrawn because of AEs were 
0.5 per 100 PY in the BNT162b2 group and 0.6 per 100 PY in the placebo group.

There were 45 participants in the BNT162b2 group and 51 participants in the placebo group 
had an AE leading to withdrawal, which included:

 9 participants in the BNT162b2 group and 8 participants in the placebo group withdrew 
from the study due to AEs in the SOC cardiac disorders (BNT162b2 group: cardiac arrest
[4 participants], cardiac failure congestive, cardio-respiratory arrest, coronary artery 
disease, hypertensive heart disease and tachycardia [1 participant each]; placebo group: 
atrial fibrillation [2 participants], cardiac arrest, cardiac failure congestive, 
cardio-respiratory arrest, coronary artery occlusion, [1 participant each] and myocardial 
infarction [2 participants]).

 3 participants in the BNT162b2 group and 6 participants in the placebo group withdrew 
from the study due to AEs in the SOC of gastrointestinal disorders (BNT162b2 group: 
abdominal pain upper, gastrointestinal hemorrhage, and paresthesia oral [1 participant 
each]; placebo group: diarrhea [2 participants], diverticular perforation, dry mouth, 
dysphagia, and nausea [1 participant each]).
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 7 participants in the BNT162b2 group and 2 participants in the placebo group withdrew 
from the study due to AEs in the SOC of general disorders and administration site 
conditions (BNT162b2 group: injection site pain [2 participants], chills, facial pain, 
injection site dermatitis, injection site swelling, pyrexia, sudden cardiac death and 
swelling face [1 participant each]; placebo group: death and fatigue [1 participant each]).

 4 participants in the BNT162b2 group and 3 participants in the placebo group withdrew 
from study due to AEs in the SOC infections and infestations (BNT162b2 group: 
COVID-19 pneumonia, emphysematous cholecystitis, sepsis, septic shock and Shigella 
sepsis [1 participant each]; placebo group: COVID-19, pneumonia, and septic shock 
[1 participant each]).

No clinically meaningful differences in IRs of AEs leading to withdrawal were observed in 
the younger and older age groups.
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2.5.5.5.6.3. Open-Label Follow-Up Period – Original BNT162b2 Participants
AEs leading to withdrawal in the originally randomized BNT162b2 group reported from the 
unblinding date to the data cutoff date during open-label follow-up are presented in 
Module 5.3.5.1 C4591001 6-Month Update Interim CSR Supplemental Table 14.192.

From the unblinding data to the data cutoff date, IRs of original BNT162b2 participants 
withdrawn because of AEs were 0.1. 

2.5.5.5.6.4. Cumulative Blinded and Open-Label Follow-Up Periods from Dose 1 to 
6 Months After Dose 2 – BNT162b2 Group

From Dose 1 to 6 months after Dose 2 during the blinded and open-label follow-up period, 
1 participant in the older BNT162b2 group was reported as withdrawn because of AEs
(dermatitis). However, this participant remains in the study as the withdrawal was 
subsequently queried and corrected, as described in Module 5.3.5.1 C4591001 6-Month 
Update Interim CSR Errata.  

2.5.5.5.6.5. Open-Label Follow-Up Period – Original Placebo Participants Who 
Received BNT162b2

From unblinding to receive BNT162b2 (Dose 3) up to the data cutoff date, IR of original 
placebo participants withdrawn because of AEs was 0.8 per 100 PY (Table 72). 

Table 72. Incidence Rates of Subjects Withdrawn Because of Adverse Events From 
Dose 3 to Data Cutoff Date (13MAR2021), by System Organ Class and 
Preferred Term – Open-Label Follow-up Period – Subjects Who 
Originally Received Placebo and Then Received BNT162b2 After 
Unblinding – Phase 2/3 Subjects ≥16 Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=19525, TEb=23.8)

System Organ Class
Preferred Term

nc IR (/100 PY)d (95% CIe)

Any event 19 0.8 (0.5, 1.2)

CARDIAC DISORDERS 2 0.1 (0.0, 0.3)
Angina pectoris 1 0.0 (0.0, 0.2)
Cardio-respiratory arrest 1 0.0 (0.0, 0.2)

GASTROINTESTINAL DISORDERS 2 0.1 (0.0, 0.3)
Diarrhoea 1 0.0 (0.0, 0.2)
Gastrointestinal haemorrhage 1 0.0 (0.0, 0.2)

GENERAL DISORDERS AND ADMINISTRATION SITE CONDITIONS 7 0.3 (0.1, 0.6)
Chills 2 0.1 (0.0, 0.3)
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Table 72. Incidence Rates of Subjects Withdrawn Because of Adverse Events From 
Dose 3 to Data Cutoff Date (13MAR2021), by System Organ Class and 
Preferred Term – Open-Label Follow-up Period – Subjects Who 
Originally Received Placebo and Then Received BNT162b2 After 
Unblinding – Phase 2/3 Subjects ≥16 Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=19525, TEb=23.8)

System Organ Class
Preferred Term

nc IR (/100 PY)d (95% CIe)

Fatigue 2 0.1 (0.0, 0.3)
Injection site pain 3 0.1 (0.0, 0.4)
Pain 1 0.0 (0.0, 0.2)

IMMUNE SYSTEM DISORDERS 2 0.1 (0.0, 0.3)
Allergy to vaccine 1 0.0 (0.0, 0.2)
Anaphylactoid reaction 1 0.0 (0.0, 0.2)

INJURY, POISONING AND PROCEDURAL COMPLICATIONS 3 0.1 (0.0, 0.4)
Maternal exposure during pregnancy 3 0.1 (0.0, 0.4)

MUSCULOSKELETAL AND CONNECTIVE TISSUE DISORDERS 1 0.0 (0.0, 0.2)
Myalgia 1 0.0 (0.0, 0.2)

NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED (INCL CYSTS 
AND POLYPS)

1 0.0 (0.0, 0.2)

Hepatic cancer 1 0.0 (0.0, 0.2)

NERVOUS SYSTEM DISORDERS 2 0.1 (0.0, 0.3)
Headache 2 0.1 (0.0, 0.3)

PSYCHIATRIC DISORDERS 1 0.0 (0.0, 0.2)
Completed suicide 1 0.0 (0.0, 0.2)

SKIN AND SUBCUTANEOUS TISSUE DISORDERS 1 0.0 (0.0, 0.2)
Angioedema 1 0.0 (0.0, 0.2)
Urticaria 1 0.0 (0.0, 0.2)

Note: Dose 3 = First dose of BNT162b2 (30 μg).
Note: MedDRA (v23.1) coding dictionary applied.
a. N = number of subjects in the specified group. 
b. TE = total exposure time in 100 person-years across all subjects in the specified group. Exposure time for a subject is 
the time from Dose 3 to data cutoff date. This value is the denominator for the incidence rate calculation.
c. n = Number of subjects reporting at least 1 occurrence of the specified event. For "any event," n = number of subjects 
reporting at least 1 occurrence of any event.
d. Incidence rate (IR) is calculated as number of subjects reporting the event/total exposure time in 100 person-years 
(PY) across all subjects in the specified group.
e. 2-sided CI based on Poisson distribution.
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (20:15) Source Data: adae Table Generation: 31MAR2021 
(18:33) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: 
./nda2_unblinded/C4591001_BLA1/adae_s131_wd_exp_p3x_saf 
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Open-Label Follow-Up Period – Original Placebo Participants who had COVID-19 
Occurrence After Dose 1 and Then Received BNT162b2

The subset of participants originally randomized to placebo, who had a COVID-19 case after 
Dose 1 of placebo and were later unblinded to receive BNT162b2 (Dose 3), were evaluated.
Three participants in this group had AEs leading to withdrawal that were assessed as related 
to BNT162b2 (also summarized in Section 2.5.5.5.3.5.1): 1 participant with an AE of allergy
to vaccine, 1 participant with an AE of pain, and 1 participant with 5 AEs (chills, injection 
site pain, myalgia, headache, and diarrhea).

2.5.5.5.7. Other Significant Adverse Events – Phase 2/3
AEs of clinical interest were evaluated based on regulatory agency feedback and sponsor 
medical review. Terms requested for analysis by the FDA were summarize and detailed for 
any such cases reported.  Other terms of clinical interest, such as the CDC's list of AESIs for 
COVID-19 vaccines, which both include terms potentially indicative of severe COVID-19 or 
serious autoimmune and neuroinflammatory disorders, were considered in the review of 
reported events. Numerical imbalances for AESIs were based on the evaluation of AEs in the 
blinded placebo-controlled period. These safety evaluations are summarized below.

Narratives were prepared for a defined set of events as described in Section 2.5.5.1.2.3.

2.5.5.5.7.1. FDA-Requested Adverse Events of Clinical Interest 
Safety evaluations were conducted for AEs of clinical interest: anaphylaxis, Bell’s Palsy, 
lymphadenopathy, and appendicitis based on feedback from the FDA. 

Participants ≥16 years of age reporting these terms during blinded placebo-controlled follow-
up (unless otherwise noted as occurring during open-label follow-up) are summarized below.

Hypersensitivity/Anaphylaxis

During the blinded placebo-controlled follow-up period of Study C4591001 in participants 
≥16 years of age, there were 3 allergic reactions reported as SAEs (all reported at the time of 
the 14 November 2020 data cutoff date). All 3 cases of allergic reaction were considered by 
the investigator as not related to study treatment.  

 Anaphylactic reaction following a bee sting in a BNT162b2 recipient (8 days after Dose 2)
 Drug hypersensitivity to an antibiotic in a BNT162b2 recipient (9 days after Dose 2)
 Anaphylactic shock due to an ant bite in a placebo recipient (18 days after Dose 2).

During the open-label follow-up period, 1 participant who received BNT162b2 as Dose 3 
(after originally being randomized to placebo and unblinded to receive BNT162b2) had an 
SAE of anaphylactoid reaction, which was assessed as related to study intervention. This 
participant was a female adolescent with a medical history significant for multiple allergies 
since infancy. Two days after Dose 3, she experienced hives on the left arm (deltoid) and 
self-administered an epinephrine pen 24 minutes later (given the history of anaphylaxis to 
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multiple allergens). Six minutes after injection, she experienced shortness of breath. Hives 
and shortness of breath resolved within 10 and 30 minutes, respectively, of epinephrine 
treatment. The participant did not seek additional medical attention. As a result of the 
anaphylactoid reaction, the participant was permanently withdrawn from the study.

Hypersensitivity is also assessed as a CDC-defined AESI in Section 2.5.5.5.7.2.

Bell’s Palsy/Facial Paralysis

During the blinded placebo-controlled follow-up period, 6 participants developed one-sided 
facial paralysis (Bell’s palsy): 4 were randomized to BNT162b2 (all male) and 2 were 
randomized to placebo (1 male; 1 female). Regarding the 4 vaccinated participants 
(previously reported at 14 November 2020 cutoff date), their ages ranged from 40 to 70 years 
of age (compared to 71 to 73 years of age in placebo participants). Events began from 3 to 
48 days after their last dose, were mild to moderate in severity (moderate in the placebo 
participants), and duration ranged from 3 to 68 days (15 days in 1 placebo participant and 
ongoing in the other). Of the 4 cases in participants randomized to BNT162b2, 2 were 
considered by the investigator to be related to study intervention. The remaining 4 cases (2 in 
participants originally randomized to BNT162b2 and 2 in participants originally randomized
to placebo) were assessed as not related to study intervention.

During the open-label follow-up period, 3 participants who received BNT162b2 as Dose 3 or 
Dose 4 (after originally being randomized to placebo) experienced facial paralysis. All were 
female and their ages ranged from 19 to 34 years. Events began 2 to 8 days after Dose 3 and 
were mild to severe in severity. One case involved a duration of 12 days while the other 2 
were ongoing as of the data cutoff date. All these events of facial paralysis were considered 
by the investigator as related to study intervention.

During the open-label follow-up period for participants originally randomized to BNT162b2, 
a male participant 51 years of age developed Bell’s palsy 154 days after receiving Dose 2. 

Bell’s palsy is also assessed as an AESI in Section 2.5.5.5.7.3.

Lymphadenopathy

In participants ≥16 years of age, during the blinded placebo-controlled follow-up period, 
lymphadenopathy was reported in 87 participants (1.0 per 100 PY) in the BNT162b2 group 
compared to 8 participants (0.1 per 100 PY) in the placebo group. The majority of events 
were mild to moderate; only 3 severe events of lymphadenopathy were reported (all in the 
BNT162b2 group). The median onset of lymphadenopathy after Dose 1 and before Dose 2 
was 5.5 days in the BNT162b2 group and 5.0 days in the placebo group; median onset after 
Dose 2 was shorter in the BNT162b2 group versus the placebo group (2.0 days vs 7.0 days). 
The median duration of lymphadenopathy was 5.5 days in the BNT162b2 group and 4.0 days 
in the placebo group. One case (previously reported at 14 November 2020 cutoff date) was 
reported as a related SAE (see Section 2.5.5.5.5.1).
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Appendicitis

Cases of appendicitis were examined in the placebo-controlled follow-up period of the study 
including PTs of appendicitis perforated and complicated appendicitis). There were 14 cases 
of appendicitis and 1 case of appendicitis perforated in the BNT162b2 group; and 9 cases of 
appendicitis, 2 cases of complicated appendicitis, and 1 appendicitis perforated in the placebo 
group. Appendicitis cases were all reported as SAEs (see Section 2.5.5.5.5.1 and 
Section 2.5.5.5.5.2), and none of the cases were considered related to study intervention. 

2.5.5.5.7.2. CDC-Defined Adverse Events of Special Interest 
CDC-defined AESIs associated with COVID-19 vaccination were evaluated in the blinded 
placebo-controlled follow-up period, where reported in the Phase 2/3 safety population.

After a review of AEs using the CDC’s AESI list, the following terms were not found 
reported in the study: acute disseminated encephalomyelitis, transverse myelitis, multiple 
sclerosis, chronic inflammatory demyelinating polyneuropathy, encephalitis, myelitis, 
encephalomyelitis, meningoencephalitis, ataxia, narcolepsy, cataplexy, immune 
thrombocytopenia, thrombotic thrombocytopenic purpura, disseminated intravascular 
coagulation, Kawasaki disease, multisystem inflammatory syndrome in children (MIS-C) and 
in adults (MIS-A), and acute respiratory distress syndrome. 

There were 2 cases of bacterial meningitis reported but they were not analyzed further as 
there is an immediate and self-evident cause to their illness.

Terms that were present in the safety population are summarized below. For a given SMQ, if 
there was no imbalance in the BNT162b2 group versus placebo, the PTs within the SMQ 
were not further examined. In the case of an imbalance, the PTs responsible for the 
imbalance are further described and the nature of the events characterized with regard to 
plausible associated with vaccination.

Overall, the number and percentage of participants with any unsolicited AEs within the 
selected SMQs was similar in the BNT162b2 (224 [1.02%]) and placebo (217 [0.99%]) 
groups from Dose 1 to the unblinding date (Table 73). From analysis of terms corresponding 
to AESIs from the CDC’s list, individual SMQs are discussed below.
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Table 73. Selected Standard MedDRA Queries From Dose 1 to Unblinding Date –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 
μg)

(Na=21926)

Placebo
(Na=21921)

SMQ Overall SMQ
System Organ Class

Preferred Term

nb (%) nb (%)

Subjects with any unsolicited adverse events within 
SMQ

224 (1.02) 217 (0.99)

Angioedema (SMQ) Any unsolicited adverse events within Angioedema 
(SMQ)

30 (0.14) 29 (0.13)

Eye disorders 2 (0.01) 2 (0.01)
Conjunctival oedema 0 1 (0.00)
Eye swelling 0 1 (0.00)
Eyelid oedema 1 (0.00) 0
Swelling of eyelid 1 (0.00) 0

Gastrointestinal disorders 6 (0.03) 3 (0.01)
Gingival swelling 0 1 (0.00)
Lip oedema 1 (0.00) 0
Lip swelling 2 (0.01) 1 (0.00)
Swollen tongue 2 (0.01) 1 (0.00)
Tongue oedema 1 (0.00) 0

General disorders and administration site conditions 4 (0.02) 7 (0.03)
Face oedema 2 (0.01) 0
Swelling face 2 (0.01) 7 (0.03)

Respiratory, thoracic and mediastinal disorders 1 (0.00) 3 (0.01)
Pharyngeal swelling 1 (0.00) 3 (0.01)

Skin and subcutaneous tissue disorders 21 (0.10) 18 (0.08)
Angioedema 3 (0.01) 2 (0.01)
Urticaria 18 (0.08) 15 (0.07)
Urticaria papular 0 1 (0.00)

Arthritis (SMQ) Any unsolicited adverse events within Arthritis (SMQ) 35 (0.16) 48 (0.22)
Infections and infestations 1 (0.00) 0

Arthritis bacterial 1 (0.00) 0
Metabolism and nutrition disorders 5 (0.02) 3 (0.01)

Gout 5 (0.02) 3 (0.01)
Musculoskeletal and connective tissue disorders 29 (0.13) 45 (0.21)

Arthritis 6 (0.03) 6 (0.03)
Arthritis reactive 1 (0.00) 0
Osteoarthritis 15 (0.07) 23 (0.10)
Patellofemoral pain syndrome 0 1 (0.00)

09
01

77
e1

96
ec

b5
62

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 3
0-

A
pr

-2
02

1 
20

:1
2 

(G
M

T
)

FDA-CBER-2021-5683-0002686



BNT162b2
2.5 Clinical Overview

CONFIDENTIAL
Page 307

Table 73. Selected Standard MedDRA Queries From Dose 1 to Unblinding Date –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 
μg)

(Na=21926)

Placebo
(Na=21921)

SMQ Overall SMQ
System Organ Class

Preferred Term

nb (%) nb (%)

Periarthritis 4 (0.02) 1 (0.00)
Polyarthritis 0 1 (0.00)
Rheumatoid arthritis 0 2 (0.01)
Spinal osteoarthritis 2 (0.01) 4 (0.02)
Spondylitis 1 (0.00) 1 (0.00)
Synovitis 0 2 (0.01)
Temporomandibular joint syndrome 1 (0.00) 4 (0.02)

Convulsions (SMQ) Any unsolicited adverse events within Convulsions 
(SMQ)

2 (0.01) 2 (0.01)

Nervous system disorders 2 (0.01) 2 (0.01)
Generalised tonic-clonic seizure 0 1 (0.00)
Seizure 2 (0.01) 1 (0.00)

Demyelination (SMQ) Any unsolicited adverse events within Demyelination 
(SMQ)

2 (0.01) 1 (0.00)

Nervous system disorders 2 (0.01) 1 (0.00)
Guillain-Barre syndrome 0 1 (0.00)
Optic neuritis 2 (0.01) 0

Hypersensitivity (SMQ) Any unsolicited adverse events within Hypersensitivity 
(SMQ)

182 (0.83) 161 (0.73)

Ear and labyrinth disorders 0 1 (0.00)
Allergic otitis media 0 1 (0.00)

Eye disorders 5 (0.02) 5 (0.02)
Conjunctival oedema 0 1 (0.00)
Conjunctivitis allergic 3 (0.01) 2 (0.01)
Eye allergy 0 1 (0.00)
Eye swelling 0 1 (0.00)
Eyelid oedema 1 (0.00) 0
Swelling of eyelid 1 (0.00) 0

Gastrointestinal disorders 6 (0.03) 3 (0.01)
Gingival swelling 0 1 (0.00)
Lip oedema 1 (0.00) 0
Lip swelling 2 (0.01) 1 (0.00)
Swollen tongue 2 (0.01) 1 (0.00)
Tongue oedema 1 (0.00) 0
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Table 73. Selected Standard MedDRA Queries From Dose 1 to Unblinding Date –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 
μg)

(Na=21926)

Placebo
(Na=21921)

SMQ Overall SMQ
System Organ Class

Preferred Term

nb (%) nb (%)

General disorders and administration site conditions 8 (0.04) 9 (0.04)
Application site rash 0 1 (0.00)
Face oedema 2 (0.01) 0
Injection site dermatitis 1 (0.00) 0
Injection site rash 2 (0.01) 1 (0.00)
Injection site urticaria 1 (0.00) 0
Swelling face 2 (0.01) 7 (0.03)

Immune system disorders 10 (0.05) 13 (0.06)
Anaphylactic reaction 1 (0.00) 0
Anaphylactic shock 0 1 (0.00)
Drug hypersensitivity 7 (0.03) 7 (0.03)
Hypersensitivity 2 (0.01) 5 (0.02)

Infections and infestations 5 (0.02) 1 (0.00)
Dermatitis infected 0 1 (0.00)
Pustule 3 (0.01) 0
Rash pustular 2 (0.01) 0

Injury, poisoning and procedural complications 3 (0.01) 0
Administration related reaction 2 (0.01) 0
Stoma site rash 1 (0.00) 0

Investigations 1 (0.00) 0
Blood immunoglobulin E increased 1 (0.00) 0

Respiratory, thoracic and mediastinal disorders 19 (0.09) 21 (0.10)
Allergic respiratory disease 0 1 (0.00)
Allergic sinusitis 2 (0.01) 0
Bronchospasm 3 (0.01) 3 (0.01)
Pharyngeal swelling 1 (0.00) 3 (0.01)
Rhinitis allergic 13 (0.06) 14 (0.06)

Skin and subcutaneous tissue disorders 134 (0.61) 119 (0.54)
Angioedema 3 (0.01) 2 (0.01)
Dermatitis 5 (0.02) 4 (0.02)
Dermatitis acneiform 1 (0.00) 0
Dermatitis allergic 3 (0.01) 5 (0.02)
Dermatitis atopic 0 1 (0.00)
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Table 73. Selected Standard MedDRA Queries From Dose 1 to Unblinding Date –
Blinded Placebo-Controlled Follow-up Period – Phase 2/3 Subjects ≥16 
Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 
μg)

(Na=21926)

Placebo
(Na=21921)

SMQ Overall SMQ
System Organ Class

Preferred Term

nb (%) nb (%)

Dermatitis bullous 0 1 (0.00)
Dermatitis contact 14 (0.06) 21 (0.10)
Dermatitis exfoliative 1 (0.00) 0
Drug eruption 0 2 (0.01)
Eczema 7 (0.03) 3 (0.01)
Erythema nodosum 1 (0.00) 0
Fixed eruption 1 (0.00) 0
Hand dermatitis 2 (0.01) 2 (0.01)
Perioral dermatitis 0 1 (0.00)
Pruritus allergic 0 2 (0.01)
Rash 62 (0.28) 52 (0.24)
Rash erythematous 2 (0.01) 3 (0.01)
Rash maculo-papular 7 (0.03) 4 (0.02)
Rash papular 1 (0.00) 0
Rash pruritic 8 (0.04) 6 (0.03)
Urticaria 18 (0.08) 15 (0.07)
Urticaria contact 0 1 (0.00)
Urticaria papular 0 1 (0.00)

Peripheral neuropathy 
(SMQ)

Any unsolicited adverse events within Peripheral 
neuropathy (SMQ)

3 (0.01) 6 (0.03)

Nervous system disorders 3 (0.01) 6 (0.03)
Guillain-Barre syndrome 0 1 (0.00)
Neuralgia 1 (0.00) 1 (0.00)
Neuritis 0 1 (0.00)
Neuropathy peripheral 1 (0.00) 3 (0.01)
Peripheral sensory neuropathy 1 (0.00) 0

a. N = number of subjects in the specified group. This value is the denominator for the percentage calculations.
b. n = Number of subjects reporting at least 1 occurrence of the specified event category. For "any event," n = the 
number of subjects reporting at least 1 occurrence of any event.
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (20:15) Source Data: adae Table Generation: 14APR2021 
(10:22) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: 
./nda2 unblinded/C4591001 BLA RR/adae smq nzud 16 saf 
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Angioedema

Overall, the number and percentage of participants with any unsolicited AE within the SMQ 
of angioedema were low and similar in the BNT162b2 group (30 [0.14%]) and placebo group 
(29 [0.13%]) (Table 73). AEs were most frequently reported in the SOC of skin and 
subcutaneous tissue disorders (21 [0.10%] BNT162b2 vs 18 [0.08%] placebo) with urticaria 
the most frequently reported PT. 

In the SOC of gastrointestinal disorders within the SMQ of angioedema, lip edema, or lip 
swelling was observed in 3 participants in the BNT162b2 group versus 1 participant in the 
placebo group. Swollen tongue or tongue edema was observed in 3 participants in the 
BNT162b2 group versus 1 participant in the placebo group. Lip swelling in 1 participant in 
the BNT162b2 group and swollen tongue in 1 participant in the placebo group were 
considered as related to the study intervention: 

 In the BNT162b2 group, 1 participant experienced mild upper and lower lip swelling 
14 and 19 days after Dose 1 which lasted 2 days before resolving and was considered as 
related to the study intervention. This same participant also experienced upper lip swelling 
and drug hypersensitivity 2 days after Dose 2, which were recovering/resolving as of the 
data cutoff date and were considered related to study intervention by the investigator.

 In the placebo group, 1 participant experienced moderate swollen tongue as well as 
moderate pharyngeal swelling 21 days after Dose 2; both resolved after 9 days; this 
participant also experienced moderate drug hypersensitivity and mild rash (on chin, 
elbows, knees, neck and back) 2 days after Dose 2 which lasted for 28 days and 30 days, 
respectively, and resolved. Swollen tongue as well as these other AEs were all considered 
related to the study intervention by the investigator.

Angioedema events in the other SMQs were all reported at low percentages in the BNT162b2 
(≤0.02) and placebo groups (≤0.03%) (Table 73).

Arthritis

Overall, the number and percentage of participants with any unsolicited AE within the SMQ 
of arthritis was lower in the BNT162b2 group (35 [0.16%]) than in placebo group 
(48 [0.22%]) (Table 73). AEs were most frequently reported in the SOC of musculoskeletal 
and connective tissue disorders (0.13% BNT162b2 vs 0.21% placebo) with osteoarthritis the 
most frequently reported PT. 

Convulsions

Overall, the number and percentage of participants with any unsolicited AE within the SMQ 
of convulsions was low and equal in the BNT162b2 group and placebo group (2 participants 
[0.01%] in each group) (Table 73). All events were in the SOC of nervous system disorders: 
seizure (2 participants in the BNT162b2 group) and generalized tonic-clonic seizure 
(1 participant in the placebo group).
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Demyelination

Overall, the number and percentage of participants with any unsolicited AE within the SMQ 
of demyelination was low: 2 (0.01%) participants in the BNT162b2 group and 1 (0.00%) 
participant in the placebo group. All events were in the SOC of nervous system disorders. 

Optic neuritis was observed in 2 participants in the BNT162b2 group and none in the placebo 
group; 1 case occurring in a male participant and 1 case occurring in a female participant. 
Both participants were in the younger age group. These events occurred 79 and 81 days after 
their last vaccination of BNT162b2. Both were considered not related to BNT162b2. Both 
events were reported as SAEs. 

Guillain-Barre syndrome was reported as an SAE in 1 participant in the placebo group. 

These events of optic neuritis and Guillain-Barre syndrome are also included in AESI 
analyses in Section 2.5.5.5.7.3.

Hypersensitivity

Overall, the number and percentage of participants with any unsolicited AE within the SMQ 
of hypersensitivity was higher in the BNT162b2 group (182 [0.83%]) than in the placebo 
group (161 [0.73%]) (Table 73). The difference was mainly due to skin and subcutaneous 
tissue disorders (134 [0.61%] BNT162b2 vs 119 [0.54%] placebo): 

 rash (62 [0.28%] BNT162b2 vs 52 [0.24%] placebo)
 rash maculo-papular (7 [0.03%] BNT162b2 vs 4 [0.02%] placebo)
 rash papular (1 [0.00%] BNT162b2 vs 0 placebo).

Rash was assessed as related to study intervention at a higher IR in the BNT162b2 group 
(0.3) than in the placebo group (0.1).

In the SMQ of hypersensitivity in the SOC of infections and infestations: pustule and rash 
pustular were reported only in the BNT162b2 group by 3 participants (0.01%) and 2 
participants (0.01%), respectively. In the SOC of injury, poisoning and procedural 
complications, administration related reaction (2 participants) and stoma site rash 
(1 participant) were reported only in the BNT162b2 group. 

Additionally, in the SMQ of hypersensitivity in the SOC of gastrointestinal disorders, lip 
edema, lip swelling, swollen tongue, and tongue edema were observed more frequently in the 
BNT162b2 group versus the placebo group. Refer to the Angioedema section above for details.

Anaphylactic reaction was observed in 1 participant in the BNT162b2 group (refer to 
Section 2.5.5.5.7.1 for more detail). 

In the SMQ of hypersensitivity in the SOC of investigations, increased blood IgE was 
observed in 1 participant in the BNT162b2 group. 
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Peripheral Neuropathy

Overall, the number and percentage of participants with any unsolicited AE within the SMQ 
of peripheral neuropathy was lower in the BNT162b2 group (3 [0.01%]) than in the placebo 
group (6 [0.03%]). All PTs were in the SOC of nervous system disorders (Table 73). 

2.5.5.5.7.3. Other Sponsor-Identified Adverse Events of Special Interest 
Additional terms beyond those designated by the CDC as AESIs were evaluated to assess 
potential imbalances in the BNT162b2 and placebo groups, and further characterized such an 
imbalance. PTs associated with these AE categories and by SOC/PT were identified during 
the blinded placebo-controlled follow-up period and presented (Table 74). These events are 
summarized below.

One death in the placebo group was captured as a potential AESI as there was no reported 
primary cause of death at the time of the data cutoff. This death is also captured in Table 67
in the analysis of deaths reported from Dose 1 to the unblinding date (Section 2.5.5.5.4.1).

From analysis of additional designated AESIs, individual categories are discussed below.

Table 74. Incidence Rates of at Least 1 Adverse Event Category of Special Interest 
From Dose 1 to Unblinding Date, by Adverse Event Category and 
Preferred Term – Blinded Placebo-Controlled Follow-up Period – Phase 
2/3 Subjects ≥16 Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926, TEb=83.4)

Placebo
(Na=21921, TEb=82.2)

Difference

Adverse Event Category
Preferred Term

nc IR 
(/100 PY)d

(95% CIe) nc IR 
(/100 PY)d

(95% CIe) IRD 
(/100 PY)f

(95% CIg)

ACUTE MYOCARDIAL 
INFARCTION

Acute coronary syndrome 1 0.0 (0.0, 0.1) 4 0.0 (0.0, 0.1) -0.04 (-0.09, 0.02)
Acute myocardial infarction 6 0.1 (0.0, 0.2) 4 0.0 (0.0, 0.1) 0.02 (-0.05, 0.10)
Coronary artery occlusion 0 0.0 (0.0, 0.0) 1 0.0 (0.0, 0.1) -0.01 (-0.04, 0.01)
Myocardial infarction 4 0.0 (0.0, 0.1) 8 0.1 (0.0, 0.2) -0.05 (-0.13, 0.03)

ANAPHYLAXIS
Anaphylactic reaction 1 0.0 (0.0, 0.1) 0 0.0 (0.0, 0.0) 0.01 (-0.01, 0.04)
Anaphylactic shock 0 0.0 (0.0, 0.0) 1 0.0 (0.0, 0.1) -0.01 (-0.04, 0.01)

APPENDICITIS
Appendicitis 14 0.2 (0.1, 0.3) 9 0.1 (0.1, 0.2) 0.06 (-0.06, 0.17)
Appendicitis perforated 1 0.0 (0.0, 0.1) 1 0.0 (0.0, 0.1) -0.00 (-0.03, 0.03)
Complicated appendicitis 0 0.0 (0.0, 0.0) 2 0.0 (0.0, 0.1) -0.02 (-0.06, 0.01)
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Table 74. Incidence Rates of at Least 1 Adverse Event Category of Special Interest 
From Dose 1 to Unblinding Date, by Adverse Event Category and 
Preferred Term – Blinded Placebo-Controlled Follow-up Period – Phase 
2/3 Subjects ≥16 Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926, TEb=83.4)

Placebo
(Na=21921, TEb=82.2)

Difference

Adverse Event Category
Preferred Term

nc IR 
(/100 PY)d

(95% CIe) nc IR 
(/100 PY)d

(95% CIe) IRD 
(/100 PY)f

(95% CIg)

ARTHRITIS/ARTHRALGIA
Arthralgia 281 3.4 (3.0, 3.8) 122 1.5 (1.2, 1.8) 1.88 (1.41, 2.36)
Arthritis 6 0.1 (0.0, 0.2) 6 0.1 (0.0, 0.2) -0.00 (-0.08, 0.08)
Arthritis reactive 1 0.0 (0.0, 0.1) 0 0.0 (0.0, 0.0) 0.01 (-0.01, 0.04)

BELL’S PALSY
Facial paralysis 4 0.0 (0.0, 0.1) 1 0.0 (0.0, 0.1) 0.04 (-0.02, 0.09)
Facial paresis 0 0.0 (0.0, 0.0) 1 0.0 (0.0, 0.1) -0.01 (-0.04, 0.01)

COVID-19 DISEASE
COVID-19 0 0.0 (0.0, 0.0) 13 0.2 (0.1, 0.3) -0.16 (-0.24, -0.07)
COVID-19 pneumonia 1 0.0 (0.0, 0.1) 1 0.0 (0.0, 0.1) -0.00 (-0.03, 0.03)

DEATH
Death 0 0.0 (0.0, 0.0) 1 0.0 (0.0, 0.1) -0.01 (-0.04, 0.01)

ENCEPHALOPATHY
Toxic encephalopathy 1 0.0 (0.0, 0.1) 0 0.0 (0.0, 0.0) 0.01 (-0.01, 0.04)
Uraemic encephalopathy 1 0.0 (0.0, 0.1) 0 0.0 (0.0, 0.0) 0.01 (-0.01, 0.04)

GUILLAIN-BARRE SYNDROME
Guillain-Barre syndrome 0 0.0 (0.0, 0.0) 1 0.0 (0.0, 0.1) -0.01 (-0.04, 0.01)

MULTISYSTEM 
INFLAMMATORY SYNDROME 
IN CHILDREN (MIS-C) AND IN 
ADULTS (MIS-A)

Multiple organ dysfunction 
syndrome

0 0.0 (0.0, 0.0) 1 0.0 (0.0, 0.1) -0.01 (-0.04, 0.01)

MYOCARDITIS
Myocarditis 0 0.0 (0.0, 0.0) 1 0.0 (0.0, 0.1) -0.01 (-0.04, 0.01)

NON-ANAPHYLACTIC 
ALLERGIC REACTIONS

Angioedema 3 0.0 (0.0, 0.1) 2 0.0 (0.0, 0.1) 0.01 (-0.04, 0.06)
Hypersensitivity 2 0.0 (0.0, 0.1) 5 0.1 (0.0, 0.1) -0.04 (-0.10, 0.03)
Lip swelling 2 0.0 (0.0, 0.1) 1 0.0 (0.0, 0.1) 0.01 (-0.03, 0.05)
Pruritus 24 0.3 (0.2, 0.4) 20 0.2 (0.1, 0.4) 0.04 (-0.11, 0.20)
Rash 62 0.7 (0.6, 1.0) 52 0.6 (0.5, 0.8) 0.11 (-0.14, 0.36)
Rash pruritic 8 0.1 (0.0, 0.2) 6 0.1 (0.0, 0.2) 0.02 (-0.07, 0.11)
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Table 74. Incidence Rates of at Least 1 Adverse Event Category of Special Interest 
From Dose 1 to Unblinding Date, by Adverse Event Category and 
Preferred Term – Blinded Placebo-Controlled Follow-up Period – Phase 
2/3 Subjects ≥16 Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926, TEb=83.4)

Placebo
(Na=21921, TEb=82.2)

Difference

Adverse Event Category
Preferred Term

nc IR 
(/100 PY)d

(95% CIe) nc IR 
(/100 PY)d

(95% CIe) IRD 
(/100 PY)f

(95% CIg)

Swelling face 2 0.0 (0.0, 0.1) 7 0.1 (0.0, 0.2) -0.06 (-0.13, 0.01)
Swollen tongue 2 0.0 (0.0, 0.1) 1 0.0 (0.0, 0.1) 0.01 (-0.03, 0.05)
Urticaria 18 0.2 (0.1, 0.3) 15 0.2 (0.1, 0.3) 0.03 (-0.10, 0.17)

OPTIC NEURITIS
Optic neuritis 2 0.0 (0.0, 0.1) 0 0.0 (0.0, 0.0) 0.02 (-0.01, 0.06)

PERICARDITIS
Pericarditis 1 0.0 (0.0, 0.1) 0 0.0 (0.0, 0.0) 0.01 (-0.01, 0.04)

PULMONARY EMBOLISM
Pulmonary embolism 8 0.1 (0.0, 0.2) 8 0.1 (0.0, 0.2) -0.00 (-0.10, 0.09)

SEIZURE/CONVULSION
Generalised tonic-clonic seizure 0 0.0 (0.0, 0.0) 1 0.0 (0.0, 0.1) -0.01 (-0.04, 0.01)
Seizure 2 0.0 (0.0, 0.1) 1 0.0 (0.0, 0.1) 0.01 (-0.03, 0.05)

STROKE, HEMORRHAGIC
Haemorrhagic stroke 0 0.0 (0.0, 0.0) 1 0.0 (0.0, 0.1) -0.01 (-0.04, 0.01)
Intraventricular haemorrhage 0 0.0 (0.0, 0.0) 1 0.0 (0.0, 0.1) -0.01 (-0.04, 0.01)
Subarachnoid haemorrhage 4 0.0 (0.0, 0.1) 1 0.0 (0.0, 0.1) 0.04 (-0.02, 0.09)

STROKE, ISCHEMIC
Cerebellar infarction 0 0.0 (0.0, 0.0) 1 0.0 (0.0, 0.1) -0.01 (-0.04, 0.01)
Cerebral infarction 0 0.0 (0.0, 0.0) 1 0.0 (0.0, 0.1) -0.01 (-0.04, 0.01)
Cerebrovascular accident 4 0.0 (0.0, 0.1) 1 0.0 (0.0, 0.1) 0.04 (-0.02, 0.09)
Ischaemic stroke 2 0.0 (0.0, 0.1) 2 0.0 (0.0, 0.1) -0.00 (-0.05, 0.05)
Transient ischaemic attack 2 0.0 (0.0, 0.1) 3 0.0 (0.0, 0.1) -0.01 (-0.07, 0.04)

THROMBOCYTOPENIA
Platelet count decreased 1 0.0 (0.0, 0.1) 0 0.0 (0.0, 0.0) 0.01 (-0.01, 0.04)
Thrombocytopenia 1 0.0 (0.0, 0.1) 2 0.0 (0.0, 0.1) -0.01 (-0.05, 0.03)

VACCINATION DURING 
PREGNANCY AND ADVERSE 
PREGNANCY OUTCOMES

Abortion incomplete 0 0.0 (0.0, 0.0) 1 0.0 (0.0, 0.1) -0.01 (-0.04, 0.01)
Abortion spontaneous 2 0.0 (0.0, 0.1) 3 0.0 (0.0, 0.1) -0.01 (-0.07, 0.04)
Abortion spontaneous incomplete 0 0.0 (0.0, 0.0) 1 0.0 (0.0, 0.1) -0.01 (-0.04, 0.01)
Exposure during pregnancy 30 0.4 (0.2, 0.5) 42 0.5 (0.4, 0.7) -0.15 (-0.35, 0.05)
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Table 74. Incidence Rates of at Least 1 Adverse Event Category of Special Interest 
From Dose 1 to Unblinding Date, by Adverse Event Category and 
Preferred Term – Blinded Placebo-Controlled Follow-up Period – Phase 
2/3 Subjects ≥16 Years of Age – Safety Population

Vaccine Group (as Administered)

BNT162b2 (30 μg)
(Na=21926, TEb=83.4)

Placebo
(Na=21921, TEb=82.2)

Difference

Adverse Event Category
Preferred Term

nc IR 
(/100 PY)d

(95% CIe) nc IR 
(/100 PY)d

(95% CIe) IRD 
(/100 PY)f

(95% CIg)

Retained products of conception 0 0.0 (0.0, 0.0) 1 0.0 (0.0, 0.1) -0.01 (-0.04, 0.01)

VENOUS THROMBOEMBOLISM
Coagulopathy 1 0.0 (0.0, 0.1) 0 0.0 (0.0, 0.0) 0.01 (-0.01, 0.04)
Deep vein thrombosis 7 0.1 (0.0, 0.2) 7 0.1 (0.0, 0.2) -0.00 (-0.09, 0.09)
Ophthalmic vein thrombosis 1 0.0 (0.0, 0.1) 0 0.0 (0.0, 0.0) 0.01 (-0.01, 0.04)
Penile vein thrombosis 0 0.0 (0.0, 0.0) 1 0.0 (0.0, 0.1) -0.01 (-0.04, 0.01)
Venous thrombosis limb 0 0.0 (0.0, 0.0) 1 0.0 (0.0, 0.1) -0.01 (-0.04, 0.01)

Note: MedDRA (v23.1) coding dictionary applied.
Note: The 95% confidence interval quantifies the precision of the incidence rate difference estimate. Confidence intervals 
are not adjusted for multiplicity. They should only be used to identify potentially important adverse events.
a. N = number of subjects in the specified group. 
b. TE = total exposure time in 100 person-years across all subjects in the specified group. Exposure time for a subject is 
the time from Dose 1 to the end of blinded follow-up. This value is the denominator for the incidence rate calculation.
c. n = Number of subjects reporting at least 1 occurrence of the specified event.
d. Incidence rate (IR) is calculated as number of subjects reporting the event/total exposure time in 100 person-years 
(PY) across all subjects in the specified group.
e. 2-sided CI based on Poisson distribution.
f. Difference in incidence rate (BNT162b2 [30 μg] - placebo).
g. 2-sided Wald CI for the incidence rate difference.
PFIZER CONFIDENTIAL SDTM Creation: 25MAR2021 (20:15) Source Data: adae Table Generation: 16APR2021 
(13:49) 
(Cutoff Date: 13MAR2021, Snapshot Date: 25MAR2021) Output File: 
./nda2 unblinded/C4591001 BLA1/adae s131 aesi cat p3 saf 

Acute Myocardial Infarction

Acute myocardial infarctions were searched with the PTs of acute myocardial infarction, 
acute coronary syndrome, coronary artery occlusion, and myocardial infarction. A total of
11 events were identified in the BNT162b2 group (6 acute myocardial infarctions,
4 myocardial infarctions group, and 1 acute coronary syndrome) and a total of 17 event were 
identified in the placebo group (4 acute myocardial infarctions, 8 myocardial infarctions, 
4 acute coronary syndromes, and 1 coronary artery occlusion). Most of these events had 
onset distant (ie, >30 days following) to receipt of vaccine or placebo. None of these events 
were assessed by the investigator as related to study intervention. Outcome was resolved in 
all participants in the BNT162b2 group; in the placebo group, outcome was fatal in 
2 participants and resolved in remaining participants.
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Anaphylaxis

Overall, the category of anaphylaxis included 1 participant with anaphylactic reaction in the 
BNT162b2 group and 1 participant with anaphylactic shock in the placebo group. These 
events are further described in Section 2.5.5.5.7.1.

Appendicitis

Overall, the category of appendicitis (including appendicitis perforated and complicated 
appendicitis) included 15 participants in the BNT162b2 group and 12 participants in the 
placebo group. These events are further described in Section 2.5.5.5.7.1.

Arthritis/Arthralgia

Arthralgia not associated with reactogenicity was evaluated starting from Day 8 after either 
dose of BNT162b2. The IR of arthralgia assessed from Day 8 (ie, beyond the 7-day 
reactogenicity period in which arthralgia is recorded in e-dairies for the reactogenicity subset) 
after each dose was lower in the BNT162b2 group (0.6) than in the placebo group (0.8). 

Autoimmune Disease

There are no search term SMQ that would reliably capture all potential autoimmune diseases. 
Hence a comprehensive manual medical review of all reported AEs in the blinded placebo-
controlled period was undertaken to identify PTs potentially indicative of autoimmune 
disease. These PTs are summarized by vaccine group.

In the BNT162b2 group there were 10 autoimmune disease cases identified. There were 
1 case each in the BNT162b2 group:  autoimmune thyroiditis, ulcerative colitis, Crohn’s 
disease, reactive arthritis, fibromyalgia, systemic lupus erythematosus, alopecia areata, 
psoriasis, and 2 cases of psoriatic arthropathy.   

In the placebo group there were 15 autoimmune cases identified. There were 1 case each in 
the placebo group: autoimmune thyroiditis, celiac disease, alopecia areata, psoriasis, 
Raynaud’s phenomenon, and 2 cases of psoriatic arthropathy, 2 cases of psoriasis, 2 cases of 
ulcerative colitis, 2 cases of rheumatoid arthritis, 3 cases of fibromyalgia.

Bell’s Palsy/Facial Paralysis

Overall, the category of Bell’s Palsy (facial paralysis and facial paresis) included 
4 participants in the BNT162b2 group and 2 participants in the placebo group during blinded 
placebo-controlled follow-up. These events are further described in Section 2.5.5.5.7.1.

Multiple Cases of COVID-19

There were 5 participants, all randomized to placebo, who developed 2 separate and clinically 
symptomatic instances of COVID-19 confirmed by NAAT at the central laboratory. All of the 
second confirmed COVID-19 cases occurred during the blinded period before their first dose 
of BNT162b2 (Dose 3), except for 1 participant who had a second COVID-19 diagnosis 4 

09
01

77
e1

96
ec

b5
62

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 3
0-

A
pr

-2
02

1 
20

:1
2 

(G
M

T
)

FDA-CBER-2021-5683-0002696



BNT162b2
2.5 Clinical Overview

CONFIDENTIAL
Page 317

days after receiving their second dose of BNT162b2. All participants were N-binding 
antibody negative prior to their first instance of COVID-19. The time interval between the 
first and second COVID-19 episode generally varied from 1 to 3 months.  

Death

One death (placebo group) was captured as a potential AESI as there was no reported 
primary cause of death at the time of the data cutoff. This death is also captured in Table 67
in the analysis of deaths reported from Dose 1 to the unblinding date (Section 2.5.5.5.4.1).

Encephalopathy

Overall, the category of encephalopathy included 2 participants in the BNT162b2 group and 
none in the placebo group. One participant reported an SAE of toxic encephalopathy 64 days 
after Dose 2 in the setting of diverticulosis and a urinary tract infection, which resolved 
8 days later, and the other participant reported an SAE of uremic encephalopathy 36 days 
after Dose 2, which resolved 3 days later. Both events were assessed by the investigator as 
not related to study intervention.

Guillain-Barre Syndrome

One participant in the placebo group reported an SAE of Guillain-Barre syndrome. This case 
was also captured as a CDC AESI in Section 2.5.5.5.7.2..

Multisystem Inflammatory Syndrome

One participant in the placebo group reported an SAE of multiple organ dysfunction 
syndrome.

Myocarditis

One case in the placebo group was reported.

Non-Anaphylactic Allergic Reactions

Overall, there was no imbalance in each of the PTs in non-anaphylactic allergic reactions 
(123 in the BNT162b2 group and 109 in the placebo group). Selected events are also captured 
as CDC AESIs under SMQ of Angioedema and Hypersensitivity in Section 2.5.5.5.7.2.

Optic Neuritis

Two participants in the BNT162b2 group reported an SAE each of optic neuritis. This case 
was also captured as a CDC AESI in Section 2.5.5.5.7.2.

Pericarditis

There was 1 participant in the older BNT162b2 age group with pericarditis. The event had an 
onset of 28 days after Dose 2, was ongoing at the data cutoff date, and was assessed by the 
investigator as not related to the study intervention.
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Pulmonary Embolism

PTs associated with pulmonary embolism were searched in the blinded placebo-controlled 
period: pulmonary embolism, pulmonary thrombosis, pulmonary venous thrombosis, and 
pulmonary artery thrombosis. There were 8 cases of pulmonary embolism in the BNT162b2 
group and 8 cases in the placebo group.

Stroke, Hemorrhagic

PTs associated with hemorrhagic stroke were searched in the blinded placebo-controlled 
follow-up period: hemorrhagic stroke, cerebral hemorrhage, hemorrhagic cerebral infarction, 
basal ganglia hemorrhage, brain stem hemorrhage, cerebellar hemorrhage, subarachnoid 
hemorrhage, and intraventricular hemorrhage. 

Overall, there were 4 hemorrhagic strokes in the BNT162b2 and 3 in the placebo group. In 
the BNT162b2 group there were 4 subarachnoid hemorrhages and in the placebo group there 
was 1 subarachnoid hemorrhage, 1 intraventricular hemorrhage, and 1 hemorrhagic stroke. 

Stroke, Ischemic 

PTs associated with ischemic stroke were searched in the blinded placebo-controlled follow-up 
period: ischemic stroke, ischemic cerebral infarction, cerebral infarction, lacunar infarction, 
cerebral ischemia, cerebellar stroke, brain stem stroke, vertebrobasilar stroke, embolic stroke, 
thrombotic stroke, thrombotic and cerebral infarction, cerebral vascular accident, transient 
ischemic attack, and cerebellar infarction.  

There were a total of 8 of these PTs in the BNT162b2 group and 8 in the placebo group. There 
were 2 ischemic strokes, 4 cerebral vascular accidents, 2 transient ischemic attacks identified 
in the BNT162b2 group. In the placebo group there are 2 ischemic strokes, 3 transient 
ischemic attacks, 1 cerebral vascular accident, 1 cerebral infarction and 1 cerebellar infarction. 

Thrombocytopenia 

PTs associated with thrombocytopenia were searched in the blinded placebo-controlled 
period and included thrombocytopenia and platelet count decreased. The BNT162b2 group 
had 1 case of thrombocytopenia and 1 case of platelet count decreased, and the placebo group 
had 2 cases of thrombocytopenia. 

Vaccination During Pregnancy and Pregnancy Outcomes

There was no imbalance in the BNT162b2 group versus the placebo group with regard to 
pregnancy and maternal exposure. Pregnancy and maternal exposure reported during the 
study is discussed in Section 2.5.5.7.2.  

Venous Thromboembolism 

PTs associated with venous thromboembolism were searched in the blinded placebo-
controlled period: cerebral venous sinus thrombosis, cerebral venous thrombosis, cerebral 
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thrombosis, superior sagittal sinus thrombosis, deep vein thrombosis, venous thrombosis 
limb, retinal vein thrombosis, retinal vein occlusion, mesenteric vein thrombosis, thrombosis 
mesenteric vessel, splenic thrombosis, splenic vein thrombosis, splenic embolism, visceral 
venous thrombosis, hepatic vein thrombosis, hepatic vein embolism, vena cava thrombosis, 
vena cava embolism, renal vein thrombosis, renal vein embolism, venous thrombosis, 
thrombosis, embolism, and thrombotic microangiopathy.  

Overall, there were  9 thrombotic events in the BNT162b2 group and 9 in the placebo group.  
In the BNT162b2 group included 7 deep vein thromboses, 1 coagulopathy, and 1 ophthalmic 
vein thrombosis; and in the placebo group included 7 deep vein thromboses, 1 penile vein 
thrombosis, and 1 venous thrombosis limb (Table 74). None of the venous events were 
associated with thrombocytopenia.

2.5.5.6. Clinical Laboratory Evaluations
Clinical laboratory evaluations were conducted routinely during the Phase 1 part of Studies 
BNT162-01 and C4591001. No post-dose laboratory abnormalities were associated with 
clinical findings.

2.5.5.6.1. Clinical Laboratory Evaluations in Study BNT162-01
Details of clinical laboratory evaluations are provided in Module 5.3.5.1 BNT162-01 Interim 
CSR Section 12 and Module 2.7.4 and summarized below.

Clinical laboratory evaluations were performed in the Phase 1 part of Study BNT162-01 after 
Dose 1 and after Dose 2 for each vaccine candidate and dose level.

Clinical Chemistry

Clinical chemistry abnormalities were observed infrequently. No clinically relevant 
abnormalities were observed, except for slight elevations in C-reactive protein reported on 
Day 2 by 1 participant each in the 30 µg and 50 µg dose groups for BNT162b1 and on Day 8 
by 1 participant in the 1 µg dose group for BNT162b2. These values returned to normal at 
the subsequent visit without any clinical consequences. 

Hematology 

The most commonly observed hematologic laboratory changes were transient decreases in 
lymphocytes noted 1-2 days after Dose 1. These decreases returned to normal by the 
subsequent study visit (by Day 8), without any clinical consequences or sequelae. Overall, 
the incidence of decreased lymphocyte counts was lower for BNT162b2 recipients compared 
with BNT162b1 recipients.

No additional clinically relevant hematologic laboratory changes were observed, except for a 
high lymphocyte count reported on Day 29 by 1 participant in the 1 µg dose group for 
BNT162b1, which was assessed as an AE considered as related to study intervention and as a 
clinically significant event. The event resolved 8 days after the second dose without any 
medication.
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2.5.5.6.2. Clinical Laboratory Evaluations in Study C4591001
Details of clinical laboratory evaluations are provided in Module 5.3.5.1 C4591001 Efficacy 
Final Analysis Interim CSR Section 12.1.5 and Module 2.7.4 and summarized below.

Clinical laboratory evaluations were performed in the Phase 1 part of Study after Dose 1 and 
after Dose 2 for each vaccine candidate, dose level, and age group. Note that the younger 
group of participants (18 to 55 years of age) who received BNT162b1 at the 100 µg dose 
level did not receive a second dose at this level per IRC decision due to reactogenicity. This 
group instead received a second dose of 10 µg, and the 100 µg dose level was discontinued.  

Clinical Chemistry

Clinical chemistry abnormalities were observed infrequently. No abnormalities were 
observed for BNT162b1, and only one abnormality was observed for BNT162b2: one 
younger participant in the 10 µg group had a grade 2 bilirubin abnormality at screening that 
was noted as grade 3 at 1 to 3 days after Dose 1 and then recovered to grade 1 by 6 to 8 days.

Hematology 

The most commonly observed hematology laboratory changes were transient decreases in 
lymphocytes (<0.8 × LLN) noted 1 to 3 days after Dose 1. These decreases returned to 
normal by the next measurement, within 6 to 8 days of the first dose. Overall, the incidence 
of decreased lymphocyte counts was lower for BNT162b2 recipients compared with 
BNT162b1 recipients, and most decreases in lymphocyte counts were grade 1 or 2.

2.5.5.7. Other Safety Assessments 
Details of other safety analysis results in Study C4591001 are provided in Module 2.7.4 and 
summarized below.

2.5.5.7.1. Severe COVID-19 Illness
Cases of COVID-19, both overall and those considered as severe, were evaluated per criteria 
described in Section 2.5.4.1.1.3. A description of severe COVID-19 cases evaluated for 
efficacy in Phase 2/3 is presented in Section 2.5.4.3.1.3.2 (interim analysis),
Section 2.5.4.3.2.1.3.2 (final analysis), and Section 2.5.4.3.3 (updated analysis). The protocol 
had prespecified stopping rules that included monitoring of severe COVID-19 cases, and 
these stopping criteria were not met. These data show confinement of severe cases 
predominantly to the placebo group, suggesting no evidence for vaccine-associated enhanced 
disease (VAED) including vaccine-associated enhanced respiratory disease (VAERD).

2.5.5.7.2. Pregnancies
At the time of the data cutoff date (13 March 2021), a total of 50 participants who had 
received BNT162b2 had reported pregnancies, including 42 participants originally 
randomized to the BNT162b2 group and 8 participants originally randomized to the placebo 
group who then received BNT162b2. In total, 12 participants (n=6 each in the randomized 
BNT162b2 and placebo groups) withdrew from the blinded placebo-controlled vaccination 
period of the study due to pregnancy, and 4 participants originally randomized to placebo 
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who then received BNT162b2 withdrew from the open-label vaccination period due to 
pregnancy (Table 54). These participants continue to be followed for pregnancy outcomes.
No births have been reported from individuals who have become pregnant in Study 
C4591001 as of the time of this submission.

2.5.5.7.3. Adverse Drug Reactions
Adverse reactions (ADRs) were identified from Study C4591001 Phase 2/3 safety data and 
are detailed in Module 2.7.4. ADRs are defined as AEs for which there is reason to conclude 
the vaccine was the cause of the event; this ADR review also included reactogenicity terms.

The CIOMS frequency categories for adverse reactions are as follows: 

 Very common: ≥10%
 Common: ≥1% and <10%
 Uncommon: ≥0.1% and <1%
 Rare: ≥0.01% and <0.1%
 Very rare: <0.01%.

Reactogenicity ADRs that occurred with a very common frequency, based on any dose in the 
BNT162b2 group from the reactogenicity subset of data as of 13 March 2021, are:

 Injection site pain: 4153/4924 (84.3%)
 Fatigue: 3185/4924 (64.7%)
 Headache: 2814/4924 (57.1%)
 Muscle pain: 1980/4924 (40.2%)
 Chills: 1707/4924 (34.7%)
 Joint pain: 1232/4924 (25.0%)
 Fever: 749/4924 (15.2%)
 Injection site swelling: 546/4924 (11.1%).

A reactogenicity ADR that occurred with a common frequency, based on any dose in the 
BNT162b2 group from the reactogenicity subset of data as of 13 March 2021, was:

 Injection site redness: 486/4924 (9.9%)

ADRs considered as common (nausea) and uncommon (lymphadenopathy and malaise) in the 
BNT162b2 group were identified from AE data in the safety population as of 13 March 2021, 
compared to placebo for reference:

 Nausea: 274/21,926 (1.2%) in BNT162b2 vs 87/21,921 (0.4%) in placebo 
 Lymphadenopathy: 83/21,926 (0.4%) in BNT162b2 vs 7/21,921 (0.0%) in placebo 
 Malaise: 130/21,926 (0.6%) in BNT162b2 vs 22/21,921 (0.1%) in placebo 

The following additional ADRs were identified in the post-authorization setting. Frequencies
for these ADRs were obtained from clinical study data (Study C4591001) when possible, as 
per labeling guidance. 
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 Diarrhea (very common)
 Vomiting (common)
 Pain in Extremity (uncommon)
 Rash (uncommon)
 Pruritus (uncommon)
 Urticaria (uncommon)
 Angioedema (rare)
 Anaphylaxis (unknown).

It should be noted that at the time of conditional approval of BNT162b2 by the EMA, the 
sponsor was requested to include the following as ADRs in the Summary of Product 
Characteristics (SmPC) even though they were not considered ADRs in the Core Data Sheet 
(CDS). The frequencies in the initial EMA-approved SmPC reflected data from the initial 
conditional approval submission (data cutoff date: 14 November 2020):

 Acute peripheral facial paralysis 3/18801 = 0.02% (rare) 
 Injection site pruritus 27/18801 = 0.1% (uncommon)
 Insomnia 23/18801 = 0.1% (uncommon).

The following ADRs have been identified from the clinical study data and are supported by 
reports in the post-authorization setting; the CIOMS frequency category for these reactions is 
uncommon (based on clinical data from Study C4591001): lethargy, asthenia, decreased 
appetite, hyperhidrosis, and night sweats. These ADRs will be added to the CDS and 
subsequently proposed for all BNT162b2 labels. The additional ADRs further characterize 
the safety profile of BNT162b2 but do not impact its favorable risk:benefit profile.

2.5.5.8. Safety in Special Groups and Situations
Details of safety in special groups and situations are provided in Module 2.7.4 and 
summarized below.

2.5.5.8.1. Geriatric Use
Clinical studies of BNT162b2 (30 µg) include participants ≥65 years of age whose data 
contribute to overall assessment of safety and efficacy. The clinical data have demonstrated
a predominantly mild reactogenicity profile in older adults, overall and compared with 
younger adults. This is coupled with evidence of robust immune response following the two-
dose vaccination regimen, and overwhelming efficacy comparable to younger adults (>90%). 

2.5.5.8.2. Pediatric Use
Further study of pediatric use of the vaccine and/or immunobridging study will be 
undertaken to characterize the vaccine response in children.

2.5.5.8.3. Use During Pregnancy and Lactation
Women who were pregnant or breastfeeding were not eligible to participate in 
Studies BNT162-01 or C4591001.
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There were no pregnancies reported in Study BNT162-01 as of the data cutoff date for the 
BNT162-01 Phase 1 Interim CSR. At the time of the most recent data cutoff in Study C4591001 
(13 March 2021), a total of 50 participants had reported pregnancies in the safety database
(Section 2.5.5.7.2). These participants continue to be followed for pregnancy outcomes.

All pregnancies have a risk of birth defect, loss, or other adverse outcomes. Available data on 
BNT162b2 administered to pregnant women are insufficient to inform vaccine-associated 
risks in pregnancy. In a DART study, no vaccine-related adverse effects on female fertility, 
fetal development, or postnatal development were reported.  

The developmental and health benefits of breastfeeding should be considered along with the 
mother’s clinical need for vaccination with BNT162b2 and any potential adverse effects on the 
breastfed child from BNT162b2 or from the underlying maternal condition. For preventive 
vaccines, the underlying maternal condition is susceptibility to disease prevented by the vaccine.

2.5.5.8.4. Use in Immunocompromised Individuals
Individuals who are immunocompromised or taking immunosuppressive therapy at the time 
of vaccine administration may have diminished response to immunization. Study C4591001 
included enrollment of individuals with medical history of immunocompromised condition or
immunosuppressive therapy (Section 2.5.5.5.1). There are limited data on the safety and 
effectiveness of the vaccine in this patient population at the time of this submission.

2.5.5.8.5. Other Safety Considerations
Overdose

In Study C4591001, any dose of study intervention exceeding 30 µg within a 24-hour time 
period was considered an overdose (refer to Module 5.3.5.1 C4591001 Protocol Section 8.4).
An error in dilution during the study resulted in 52 participants receiving a higher than 
intended dose of BNT162b2: instead of receiving 30 µg, an actual dose of 58 µg BNT162b2
was administered. These participants did not report an increase in reactogenicity or AEs.

Drug Abuse and Withdrawal and Rebound 

Not applicable for BNT162b2.

Effects on Ability to Drive or Operate Machinery or Impairment of Mental Ability 

BNT162b2 has no or negligible influence on the ability to drive and use machines.

2.5.5.9. Post-Authorization Safety Summary
Post-authorization safety data are continually monitored by Pfizer and BioNTech for 
pharmacovigilance and risk management purposes. Pfizer’s safety database contains cases of 
AEs reported spontaneously to Pfizer, cases reported by the health authorities, cases 
published in the medical literature, cases from Pfizer-sponsored marketing programs, non-
interventional studies, and cases of serious AEs reported from clinical studies regardless of 
causality assessment. Through 28 February 2021, there were a total of 42,086 case reports 
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(25,379 medically confirmed and 16,707 non-medically confirmed) containing 158,893 
events. Cases were received from 63 countries.

Consistent with events in Phase 2/3 of Study C4591001, most reported AEs were in SOCs with 
reactogenicity events: general disorders and administration site conditions (51,335), nervous 
system disorders (25,957), musculoskeletal and connective tissue disorders (17,283), and
gastrointestinal disorders (14,096). Post-authorization data have also informed the addition of 
ADRs related to the experience of reactogenicity to product labeling (see Section 2.5.5.7.3 for 
additional information regarding ADRs).

Aside from addition of anaphylaxis and hypersensitivity, the analyses of cumulative post-
authorization safety data, including a review of AESIs, are consistent with the analysis of the 
pivotal clinical study (C4591001). Review of post-authorization data has not revealed any
novel safety concerns except for anaphylaxis and has confirmed the favorable benefit-risk 
profile of the vaccine.

Further details regarding the cumulative analysis of post-authorization safety data are 
presented in Module 5.3.6.

2.5.5.10. Safety Conclusions
Phase 1 

Based on Phase 1 data from the FIH Study BNT162-01, BNT162b1 and BNT162b2 were
safe and well-tolerated in healthy adults 18 to 55 years of age, with no unanticipated safety 
findings. Reactogenicity and AEs tended to increase in incidence and/or severity with 
increasing dose of BNT162b2. Reactogenicity was mostly mild to moderate and short-lived 
after dosing (eg, arose and resolved within the first 1 to 2 days after dosing), and the AE 
profile and clinical laboratory results did not suggest any safety concerns.

Based on Phase 1 data from Study C4591001 and Study BNT162-01, BNT162b1 and 
BNT162b2 were safe and well-tolerated in younger healthy adults 18 to 85 years of age, with 
no unanticipated safety findings. Reactogenicity and AEs were generally milder and less 
frequent in participants in the older group compared with the younger group and overall 
tended to increase with increasing BNT162b2 dose. Reactogenicity was mostly mild to 
moderate and short-lived after dosing, and the AE profile did not suggest any safety 
concerns, including up to approximately 6 months after Dose 2 for BNT162b2 30 µg groups. 
Clinical laboratory evaluations showed a transient decrease in lymphocytes that was 
observed in all age and dose groups after Dose 1, which resolved within approximately 
1 week, were not associated with any other clinical sequelae, and were not considered 
clinically relevant.

RNA vaccines are known to induce type I interferon,22 and type I interferons regulate 
lymphocyte recirculation and are associated with transient migration and/or redistribution of 
lymphocytes.23 This rapid rebound of lymphocytes supports that the lymphocytes are not 
depleted, but temporarily migrated out of the peripheral blood, and subsequently re-entered 
the bloodstream by the time of the next assessment.
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Phase 2/3 

Based on Phase 2/3 data from approximately 44,000 participants ≥16 years of age with up to 
at least 6 months of follow-up after Dose 2 in Study C4591001, BNT162b2 at 30 µg was safe 
and well-tolerated across age groups. Reactogenicity and AEs were generally milder and less 
frequent in participants in the older group (>55 years of age) compared with the younger 
group (≤55 years of age). Reactogenicity was mostly mild to moderate and short-lived after 
dosing for both younger and older age groups (ie, median onset between 1 to 4 days after 
dosing and resolution within 1 to 2 days after onset), and the AE profile did not suggest any 
serious safety concerns. The incidence of SAEs and deaths were low in the context of the 
number of participants enrolled and comparable in BNT162b2 and placebo. The incidence of 
discontinuations due to AEs was also generally low and similar between BNT162b2 and 
placebo groups. 

Cumulative safety follow-up to at least 6 months after Dose 2 for approximately 12,000
Phase 2/3 participants originally randomized to BNT162b2, comprising the combined 
blinded and open-label periods, showed no new safety signals or suggested and new safety 
concerns arising from this period of follow-up.

Similarly, open-label follow-up of participants originally randomized to placebo from the 
time of unblinding to receive BNT162b2 until the data cutoff date showed no new safety 
signals or concerns.

Safety analysis results for subgroups based on demographics (age, race, ethnicity, and sex) 
and by baseline SARS-CoV-2 status (positive vs negative) have not shown any clinically 
important differences in the BNT162b2 safety profile. Analysis of the subset of individuals 
with stable HIV did not suggest any safety concerns in this population. Analysis of 
participants originally randomized to placebo who then received BNT162b2 (Dose 3) by 
demographic subgroups and based on prior evidence of SARS-CoV-2 infection or prior 
COVID-19 illness did not suggest any safety concerns.

Phase 2/3 safety data were generally concordant with safety data in Phase 1 of the study, both 
overall and with regard to younger and older participants.

2.5.6. Benefits and Risks Conclusions
2.5.6.1. Benefits
COVID-19 is a serious and potentially fatal or life-threatening human infection. Based on 
clinical data to date, it is expected that BNT162b2 (30 µg) will elicit an immune response 
that is likely to protect against COVID-19. The total duration of any such protection is 
currently unknown.

Vaccine Efficacy 

Efficacy of BNT162b2 (30 µg) to prevent COVID-19 was overwhelmingly demonstrated at
the first interim analysis of 94 cases (data cutoff date: 04 November 2020), with a VE of 
95.5% (with a 2-sided 95% credible interval of 88.8% to 98.4%) in pivotal Study C4591001 
Phase 3 participants who had no prior evidence of SARS-CoV-2 infection, which met the 
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protocol prespecified success criteria for the first primary endpoint. This was confirmed in the 
final analyses of 170 cases reported in participants without evidence of past SARS-CoV-2 
infection before or during the vaccination regimen, with VE of 95.0% (data cutoff date: 
14 November 2020).

Overall, the observed VE in each demographic subgroup in the final analysis, as defined by 
age, sex, race, ethnicity, and country, was >90% in the interim and final analyses, and 
additional post hoc analyses of at-risk subgroups also showed high VE, consistent with broad 
effectiveness of BNT162b2 to protect vaccinees against COVID-19. Severe cases were 
predominantly confined to the placebo group. 

In the final analysis, among participants without evidence of past SARS-CoV-2 infection 
before and during the vaccination regimen, observed VE of 66.3% against severe COVID-19 
occurring at least 7 days after Dose 2 did not meet the prespecified success criterion of the 
posterior probability >98.6%, due to the small number of severe cases (1 in the BNT162b2 
group, 3 in the placebo group) observed after Dose 2 in the study.

In the all-available population of the final analysis, among the total of 10 severe COVID-19 
cases observed after Dose 1, only 1 severe case was seen in BNT162b2 recipients compared 
to 9 severe COVID-19 cases in placebo recipients; these results, as well as case splits 
between Dose 1 and Dose 2 and after Dose 2, were consistent with overall efficacy seen 
against COVID-19. Efficacy against severe COVID-19 was similar when applying the CDC 
definition of severe, which includes a general criterion of hospitalization.

Efficacy final analyses counting COVID-19 occurring at least 14 days after Dose 2 resulted 
in similar efficacy estimates as the 7-day efficacy analyses. Moreover, the analyses of 
efficacy using CDC-defined symptoms gave similar efficacy estimates as the definition used 
in other primary and secondary endpoints.

Duration of Protection

Updated analyses of efficacy for cases occurring confirmed from at least 7 days after Dose 2 
and accrued up to the submission cutoff date (13 March 2021), which represents up to 
approximately 6 months of blinded follow-up after Dose 2, included estimated VE of 91.3%
and 91.1% for evaluable efficacy populations without and with or without past evidence of 
SARS-CoV-2 infection before or during the vaccination regimen. During this same follow-up 
period, VE against severe COVID-19 occurring at least 7 days after Dose 2 was 95.3% in 
participants with or without prior evidence of SARS-CoV-2 infection when applying FDA 
criteria for severe disease and was 100.0% when applying the CDC definition of severe 
disease. 

High VE (>90%) has continued to be observed for participants across most subgroups 
defined by demographics, at-risk status (including obesity and Charlson comorbidities), and 
geography (including in countries where SARS-CoV-2 variants are in predominant 
circulation). Note that sequencing of SARS-CoV-2 strains from breakthrough cases in the 
BNT162b2 group is in progress to determine which strains were the cause of COVID-19 as 
compared to the placebo group and will be submitted at a later time. Few confirmed cases 
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were reported in the subgroup of baseline SARS-CoV-2 positive participants, precluding a 
meaningful determination of VE in this subset.  

Vaccine-Elicited Immune Response

Immunogenicity data from Phase 1 and Phase 2 participants have shown robust humoral and 
T cell-mediated immune responses after vaccination with 2 doses of BNT162b2 at 30 µg in 
both younger and older adults. This immunogenicity has been shown to be maintained up to 
6 months after the second dose for Phase 1 participants inclusive of functional neutralizing 
and antigen-binding antibodies and T cell responses and was evident up to 1 month after 
Dose 2 in Phase 2 adult participants. Analyses of Phase 2 participants included a small 
number of individuals with evidence of prior SARS-CoV-2 infection, for whom vaccine 
induced neutralizing and antigen-binding antibodies were substantially further boosted after 
BNT162b2 vaccination.

Overall Benefits

Taken together, efficacy and immunogenicity data suggest the BNT162b2 (30 µg) 2-dose 
regimen induces a strong immune response and provides durable protection from COVID-19 
across a spectrum of individuals representative of the population at large for individuals 
≥16 years of age: those with or without prior exposure to SARS-CoV-2 and those in higher 
risk categories based on age, race, ethnicity, and/or comorbidity.

2.5.6.2. Risks
Reactogenicity Profile

The Phase 2/3 reactogenicity profile was typically mild to moderate, arose within the first 
1 to 4 days after dosing, and reactions were short-lived. The most common prompted local 
reaction was injection site pain. The most common prompted systemic events reported in 
Phase 2/3 included fatigue, headache, muscle and joint pain, and chills.  

Adverse Event Profile

The AE profile among approximately 44,000 participants ≥16 years of age enrolled to date as of 
the most recent safety cutoff date (13 March 2021), was mostly reflective of reactogenicity 
events with low incidences of severe and/or related events. The incidence of SAEs was low and 
similar in the vaccine and placebo groups. Few participants withdrew from the study due to 
AEs. Few deaths occurred overall in both the vaccine and placebo groups with no imbalance. 
Review of AEs of clinical interest have suggested no clear patterns or safety concerns. 

Safety analyses up to at least 6 months after Dose 2 for participants who were randomized to 
BNT162b2, inclusive of cumulative blinded and open-label data, showed no new safety 
findings or signals over a longer duration of follow-up.

For participants randomized to placebo and then unblinded to receive BNT162b2 vaccination, 
open-label data from the time of unblinding to the data cutoff date (13 March 2021) showed 
no new safety findings or signals. Open-label safety data for participants originally 
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randomized to placebo who were unblinded to receive BNT162b2 followed generally similar 
patterns relative to those who were originally randomized to BNT162b2 during blinded 
follow-up. This supports the overall consistency of the safety profile of the BNT162b2 30 µg 
two-dose vaccination regimen across study phases and follow-up periods.

Safety analyses of study participants across various demographic subgroups, by baseline 
SARS-CoV-2 prior infection status, and with stable HIV have not shown any clinically 
important differences in the BNT162b2 safety profile for the duration of blinded follow-up.

Study participants will continue to be followed for 2 years or end of study.

Severe Disease

As of the most recent safety cutoff date (13 March 2021), representing up to 6 months of 
follow-up after Dose 2, the reported cases of COVID-19 considered per FDA criteria as 
severe from Dose 1 onwards included 1 case in the BNT162b2 group and 30 cases in the 
placebo group; according to CDC criteria, from Dose 1 onwards this included 1 case in the 
BNT162b2 group and 45 cases in the placebo group. The case split between the study groups 
using either definition for severe disease suggests no evidence of VAED or VAERD. 

Post-Authorization Safety 

From December 2020 until April 2021, >100 million doses of BNT162b2 have been 
administered to individuals ≥16 years of age in the US under EUA.24,25 It is reassuring that the 
most commonly reported AEs in the post-authorization review (which includes global 
reporting; see Section 2.5.5.9) reflect the same profile observed in the blinded placebo-
controlled follow-up period of the pivotal clinical study, primarily reflecting short-lived and 
resolving reactogenicity events. Further, the same pattern was observed for pivotal study 
participants originally randomized to the placebo group who were unblinded (per protocol) to 
receive BNT162b2: these participants, in the open-label setting, also reported mostly 
reactogenicity events similar to those in the blinded follow-up. AEs of clinical interest were not 
reported frequently in the controlled clinical study and continue to be evaluated in the post-
authorization setting.

Overall Safety Profile

Overall, BNT162b2 recipients had a similar or more favorable systemic reactogenicity 
profile compared with other vaccines that are widely used in clinical settings. Local reactions 
for BNT162b2 are comparable or less than those seen with other licensed vaccines (eg, 
Shingrix®, Trumenba®, pneumococcal polysaccharide and pneumococcal conjugate 
vaccines) in matching age groups; systemic events, particularly chills and fever, were 
observed more frequently after BNT162b2 compared to the other vaccines, but in a tolerable 
range with very few withdrawals related to such events (see Section 2.5.5.5.2).  
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2.5.6.3. Benefit-Risk Conclusions
The available clinical evidence for BNT162b2 (30 µg) effectiveness includes induction of 
strong immune responses and overwhelmingly high vaccine efficacy, suggesting the vaccine 
confers protection against COVID-19 in individuals ≥16 years of age. 

The potential risks are based on the observed safety profile to date, which shows mostly mild 
reactogenicity, low incidence of severe or serious events, and no clinically concerning safety 
observations or safety concerns. The vaccine appears to be safe and well-tolerated across the 
safety population comprising approximately 44,000 study participants ≥16 years of age, 
among whom approximately 12,000 have been followed for at least 6 months after completing 
the two-dose regimen. Safety analyses have also included demographic subgroups based on 
age, sex, race, ethnicity, and baseline SARS-CoV-2 status and the subset with stable HIV. The 
confinement of severe cases of COVID-19 predominantly to the placebo group versus the 
BNT162b2 group suggests no evidence of VAED. Post-authorization safety review reinforces
that BNT162b2 is safe and tolerable.

Vaccine efficacy was remarkably high, ≥95% for participants without prior evidence of 
SARS-CoV-2 infection and >94% for those with or without prior infection, in the prespecified
interim and/or final analyses. Updated analyses with all confirmed cases accrued up to 
approximately 6 months after Dose 2 showed persistence of protection with estimated VE of 
≥91.1%. Overall, observed VE was >90% across subgroups identified by age, sex, race, 
ethnicity, country, and risk factors and remained high in the updated analysis. Severe cases have 
been confined overwhelmingly to the placebo group in all efficacy analyses. Efficacy data 
suggest highly effective protection against COVID-19 in a broad population of individuals across 
demographic characteristics, with durable immune responses and protection from COVID-19 
disease observed up to approximately 6 months after completing the vaccination regimen. 

Mass immunization with a safe and effective vaccine against COVID-19 can dramatically alter
the trajectory of the pandemic. According to policy briefing by the Institute for Health Metrics 
and Evaluation published on 31 March 2021, COVID-19 remains a leading cause of death in 
the US with up to 100,000 additional deaths per month projected in the US between March and 
July 2021, many of which can likely be prevented with COVID-19 vaccination.26,27

Vaccination against COVID-19 began with EUA/conditional approvals in December 2020, in 
a phased rollout defined by national/regional guidance. However, there continue to be 
concerning trends that may counteract the impacts of this vaccination effort, including: 

 limitations in access to obtaining a vaccine due to infrastructure challenges (ie, clinic and 
appointment capacity and systems)28

 increasing viral transmission fueled by relaxed compliance with mitigations as the 
pandemic surpasses the 1-year mark (ie, masks, physical distancing, limiting travel)26,28

 increasing circulation of emerging variants of concern (which are currently driving 
continued spread of viral infection in Europe despite extensive mitigation mandates).26,28
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A vaccine program must be implemented expediently and rapidly expanded to have a 
significant impact on the pandemic course.27,29 Licensure of BNT162b2 is likely to enhance
vaccine uptake by facilitating supply of vaccine from Pfizer/BioNTech directly to 
pharmacies and healthcare providers/facilities. The greatest impact of BNT162b2 licensure 
may be direct supply to healthcare providers who serve vulnerable populations such as 
elderly patients and those who live in rural and underserved communities (ie, individuals 
who might be unable to navigate the challenges of securing vaccine access using the systems 
in place for EUA). Expansion of vaccine via licensure would ultimately improve the prospect 
of achieving population herd immunity to bring the pandemic under control.30  

Overall, the potential risks and benefits, as assessed by the safety profile and the efficacy and 
immunogenicity of BNT162b2 (30 µg), are balanced in favor of the potential benefits to 
prevent COVID-19 in immunized individuals. Likewise, the BNT162b2 30 µg benefit and 
risk profile supports further development in pediatric, maternal, and other at-risk populations.
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